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NICE

General

General

The use of language is important and the guidelines use
the word “patient”. Pregnant women are not ill and are,
therefore, not “patients”. We suggest using the word
“mother” or “woman”.

Thank you for your comment. The term patient has been replaced by 'woman/women',
with the exception of the standard NICE sections.

2

NICE

General

3

Uncertainty and inconsistency of care also occurs during
the second stage of labour, but this has been omitted
(other than referring to fetal assessment and monitoring),
no mention is made of positions in labour, continuous
support and providing a relaxing environment.

Thank you for your comments. We are not clear what you mean by 'uncertainty and
inconsistency of care' in the second stage of labour. The aim of the guideline is to
improve the consistency of care provided to women in labour. However, the guideline
does address 'positions in labour, continuous support and providing a relaxing
environment' - see recommendations 1.2.1-1.2.4 in the NICE guideline.
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NICE

General

5

Thank you for your comment. NICE usually use ‘must’ or ‘must not’ only if there is a
legal duty to apply the recommendation. Occasionally ‘must’ (or ‘must not’) are used if
the consequences of not following the recommendation could be extremely serious or
potentially life threatening.

Association
for
Improvements
in the
Maternity
Services

4

NICE

General

010

Treatment and care should take into account individual
needs and preferences. Patients should have the
opportunity to make informed decisions about their care
and treatment, in partnership with their healthcare
professionals
Consider instead: Treatment and care *must* take into
account individual needs and preferences. Patients *must*
have the opportunity to make informed decisions.
We very much welcome the clarity of these statements:
Advise low-risk multiparous women to plan to give birth at
home or in a midwifery-led unit (freestanding or alongside).
Explain that this is because the rate of interventions is
lower and the outcome for the baby is no different
compared with an obstetric unit. [1.1.3][new 2014]
Advise low-risk nulliparous women to plan to give birth in a
midwifery-led unit (freestanding or alongside). Explain that
this is because the rate of
Interventions is lower and the outcome for the baby is no
different compared with an obstetric unit, but if they plan
birth at home there is a small increase in the risk of an
adverse outcome for the baby. [1.1.4]
[new 2014]

Commissioners and providers
1 should ensure that all 4 birth settings are available to all
women (in the local area or in a neighbouring area).[1.1.8]
[new 2014]

Providers, senior staff and all healthcare professionals
should ensure that in all birth settings there is a culture of
respect for each woman as an individual undergoing a
significant and emotionally intense life experience, so that
the woman is in control, is listened to and is cared for with
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Thank you for your comments. Please note that the recommendations that you mention
have been merged and the final recommendation now reads:


Explain to both multiparous and nulliparous women that they may choose
any birth setting (home, freestanding midwifery unit, alongside midwifery
unit or obstetric unit), and support them in their choice of setting wherever
they choose to give birth:
o

Advise low-risk multiparous women that planning to give birth at
home or in a midwifery-led unit (freestanding or alongside) is
particularly suitable for them because the rate of interventions is
lower and the outcome for the baby is no different compared with
an obstetric unit.

o

Advise low-risk nulliparous women that planning to give birth in a
midwifery-led unit (freestanding or alongside) is particularly suitable
for them because the rate of interventions is lower and the outcome
for the baby is no different compared with an obstetric unit. Explain
that if they plan birth at home there is a small increase in the risk of
an adverse outcome for the baby. [new 2014]

PLEASE NOTE: Comments received in the course of consultations carried out by the Institute are published in the interests of openness and transparency, and to promote understanding of how recommendations are developed. The comments are published
as a record of the submissions that the Institute has received, and are not endorsed by the Institute, its officers or advisory committees.

1 of 216

Stakeholder

Or
der
No

Docu
ment

Section
No

Page
No

Comments
Please insert each new comment in a new row.

Developer’s Response
Please respond to each comment

compassion.[1.1.13][new 2014
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NICE

1.3

27

1.3.10 Do not offer or advise aromatherapy, yoga or
acupressure for pain relief during the latent phase.
We do not understand why these interventions should not
be offered as many women find them extremely helpful.

Thank you for your comments. There was no evidence to support the use of these
modalities for pain relief so the GDG made the 'do not offer or advise' recommendation.
The GDG were of the view that unless there was evidence of clinical benefit then the
NHS could not be expected to fund these procedures.

8

NICE

1.4

27

1.4.2 Palpate the woman’s abdomen to determine the
fundal height .....
Insert: Request permission to palpate ......
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NICE

1.4

27

1.4.2Auscultate the fetal heart rate for a minimum ...
Insert: Request permission to auscultate the fetal ....
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NICE

1.4

28

1.4.2 If there is uncertainty about whether the woman is in
established labour, a vaginal examination may be helpful
after a period of
assessment, but is not always necessary. Take the
woman’s wishes into account

Thank you for your comment. We have now added to recommendation 1.1.14 further
detail to indicate that consent should be sought as part of every woman’s experience in
all birth settings.
The GDG were also aware of the following recommendation in the related NICE
guidance on Patient experience in adult NHS services: improving the experience of care
for people using adult NHS services (CG138) :
1.3.7 Accept that the patient has the right to decide not to have a treatment, even if
you do not agree with their decision, as long as they have the capacity to make
an informed decision (see recommendation 1.2.13) and have been given and
understand the information needed to do this.[1][QS]
1.3.8 Respect and support the patient in their choice of treatment, or if they decide to
decline treatment. [QS]
Thank you for your comments. The GDG have discussed the issue of consent for any
intervention in labour and have expanded recommendation 1.1.14 in the section on
women's experience of all birth settings to that effect. The GDG were also aware of the
following recommendation in the related NICE guidance on Patient experience in adult
NHS services: improving the experience of care for people using adult NHS services
(CG138) :
1.3.7 Accept that the patient has the right to decide not to have a treatment, even if
you do not agree with their decision, as long as they have the capacity to make
an informed decision (see recommendation 1.2.13) and have been given and
understand the information needed to do this.[1][QS]
1.3.8 Respect and support the patient in their choice of treatment, or if they decide to
decline treatment. [QS]
Thank you for your comment. This recommendation has been revised in light of
stakeholder comments. A cross-reference to recommendation 1.4.5 has also been
added.

NICE

General

1.1.9

11

16

If the woman requests that the cord is clamped and cut
later than 5 minutes, support her in her choice. [1.14.11]
[new 2014]
Suggest replace by:
If a woman requests that the cord is clamped and cut later
it should be done after the cord has stopped pulsating.
Consent should be obtained and staff should respect the
decision of the woman who does not want the cord cut at
all.
1.1.8 Commissioners and providers2 should ensure that all
4 birth settings are available to all women (in the local area
or in a neighbouring area).
[new 2014]

Thank you for your comment. The GDG consider that the points you mention are
already covered by supporting the woman's choice. The GDG also consider that
consent is not necessary in this circumstance as cutting the cord is being delayed. In
addition, the GDG have added further detail to recommendation 1.1.14 to ensure that in
all birth settings consent is sought.

Thank you for your comment. The GDG reviewed the wording of this recommendation
and felt that is was sufficiently clear especially when read in conjunction with the
following recommendation which addresses the information that should be discussed
with the woman when planning place of birth.

Can “neighbouring area” be defined? It may be many miles
away and not accessible, and home birth by definition must
be available in the local area.
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‘Taking the woman’s wishes into account’ suggests that if
the practitioner thinks a VE is necessary but the woman
does not want one the practitioner can go ahead.
We would prefer and change in wording that states that a
VE can be offered and the staff should respect the
woman’s decision
1.4.3 - “Transfer the woman to obstetric care including
continuous cardiotocography
Suggest adding: Recommend transferring the woman ......
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NICE

1.4

28

Thank you for your comment. NICE recommendations are to be action oriented,
therefore, it should read "transfer".
For more information on wording, please see section 9.3 of the NICE Guidelines
Methods Manual
In addition, ‘including continous cardiotcography’ has been removed.
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NICE

1.4.5

29

1.4.5. When conducting a vaginal examination
Add: which should only be done with the woman’s
informed permission.

Thank you for your comment. The GDG consider that this point is covered in
recommendation 1.4.5.

13

NICE

1.10.33

50

1.10.33 using a tocolytic drug (a suggested regimen is
subcutaneous terbutaline 0.25 mg
Add: Offer using a tocolytic drug .....

Thank you for your comment. The recommendation has been revised accordingly.

14

NICE

1.10.39

50

“The procedure will require her to have a vaginal
examination using a small tube similar to a speculum” –
We do not consider a speculum to be similar to a small
tube.

Thank you for your comment. This recommendation has been revised accordingly.

15

NICE

1.10.39

50

Thank you for your comment. This recommendation has been revised in light of
stakeholder comments.

16

NICE

1.10.41

51

The procedure can help to reduce the need for further,
more serious interventions, in particular a caesarean
section
Suggest amend to: The procedure can help to reduce the
need for further, more serious interventions, in particular an
avoidable caesarean section.
“Take fetal blood samples with the woman in the left-lateral
position”
Add: or in a position in which the woman feels most
comfortable.

17

NICE

1.10.50

52

If a fetal blood sample is indicated and the sample cannot
be obtained,but the associated scalp stimulation results in
fetal heart rate accelerations decide whether to continue
the labour or [OFFER TO] expedite the birth in the light of
the clinical circumstances and in discussion with the
woman. [new 2014]

Thank you for your comments. The GDG did not feel that the insertion of ‘offer’ before
‘expedite birth’ was necessary in this recommendation as the decision to expedite the
birth would only be taken after a discussion with the woman (and consultant
obstetrician).
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NICE

1.10.51

52

If a fetal blood sample is indicated but a sample cannot be
obtained and there is no improvement in the
cardiotocograph trace, [OFFER TO] expedite birth (see
recommendations 1.13.35 to 1.13.38). [new 2014]

Thank you for your comment. The GDG disagree as they consider that this should be a
decision taken after discussion with the woman and the consultant obstetrician.

19

NICE

1.12.14

57

– “If delay is diagnosed, transfer the woman to obstetric

Thank you for your comment. The GDG consider that the discussion of transfer

Thank you for your comment. The GDG disagree and consider that the left-lateral
position is the safest to take fetal blood samples because it avoids aorto-caval
compression in the woman.
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NICE

1.13.27

63

25

NICE

1.14.1

65
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care if she is at home or in a midwifery unit.”
Amend to: If delay is diagnosed, discuss with the woman
the pros and cons of transfer to the obstetric unit

adequately is covered in section 1.6 of the NICE guideline.

– (talking about diagnosis of delay in first stage) – “transfer
the woman to obstetric care (if she is at home or in a
midwifery unit) for a decision about the use of oxytocin”
Comment: Surely the decision about the use of oxytocin
should be made before the woman is transferred after
consultation with a consultant (over the phone if
necessary). How many women are transferred, found not
to need oxytocin but remain in the consultant unit having
been unnecessarily disrupted?
“explain to her that using oxytocin after spontaneous or
artificial rupture of the membranes will bring forward the
time of birth but will not influence the mode of birth or other
outcome
We question this statement for the following reasons:
- It may increase her pain
- It will increase the chance of her needing an
epidural
- It will increase the chance of her having a CS
- It may increase the risk of foetal distress
- It may cause harm to the mother and baby’s
oxytocin receptors

Thank you for your comment. The GDG consider that the decision would only be
confirmed following assessment at the OU.

– “For a multiparous woman with confirmed delay in the
established first stage of labour, an obstetrician should
perform a full assessment, including abdominal palpation
and vaginal examination, before a decision is made about
using oxytocin.”
Suggest amend to: before a decision is made about
offering oxytocin after a full explanation of the risks and
benefits with the woman.
Perform intermittent auscultation of the fetal heart rate
immediately after a contraction for at least 1 minute, at
least every 5 minutes.
Palpate the woman’s pulse every 15 minutes to
differentiate between the two heart rates

Thank you for your comment. The GDG consider that this is covered in the 2007
recommendation 1.12.21

Suggest preceding each sentence with ‘Offer to....’
– “Think about offering instrumental birth if there is concern
about the baby’s wellbeing or there is a prolonged second
stage
Comment: If there is a prolonged second stage and both
mother and baby are fine, why the need to offer an
instrumental delivery?
Physiological management of the third stage involves a
package of care comprising the following components:
In view of the research relating to pph amongst women
who have had induction or accelerated labours compared
with those who had a physiological first and second stage
suggest adding a proviso:
no induced or accelerated labours

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline.

Thank you for your comment. The GDG have considered your suggestion and disagree
with this addition.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comment. The guideline scope did not include induced or
accelerated labours as part of this guideline update.
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NICE

1.14.4

66

– “transfer her to obstetric care if she is at home or in a
midwifery unit”
Add Offer to transfer her ...

Thank you for your comment. The GDG have considered your suggestion but preferred
the original wording in view of the emergency situation.

27

NICE

1.14.4

66

– “transfer her to obstetric care if she is at home or in a
midwifery unit”
Add: Offer to transfer her to obstetric care .....

Thank you for your comment. The GDG have considered your suggestion but preferred
the original wording in view of the emergency situation.

28

NICE

1.14.8

67

Thank you for your comment. The GDG decided to revise recommendation 1.14.10 in
light of your comment.
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67
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NICE

1.14.20

68

32

NICE

1.14.21

68

– “Advise the woman to have modified active management
of the third stage.”
Comment: Modified active management is an intervention
– why is this necessary in a fit and healthy woman who has
not had an induction or acceleration of labour? Suggest
that the woman is offered modified active management of
the third stage having been given information about the
risks and benefits, and that discussion and decision be
recorded in her notes.
– “If a woman at low risk of postpartum haemorrhage
requests physiological management of the third stage,
support her in her choice.”
Comment: if the woman is not at low risk of postpartum
haemorrhage what is the justification of intervening if the
labour has been normal to that point?
– “Change from physiological management to modified
active management if any of the following occur:
[…]Explain to the woman why this is being done.”
Comment: Why impose a time limit of 1 hour, other than
for the needs of the staff?
Suggest that this is changed to ‘offering modified active
management of the third stage’ at that stage, Explain to the
woman why this is recommended and obtain her consent
and the decision recorded in the notes..
Give intravenous oxytocic agents if the placenta is retained
and the woman is bleeding”
Suggest adding: ‘if the woman is bleeding excessively’.
There is a need for clarity here and many women bleed
after labour but it does not qualify as a pph that requires
intervention.
– “carry out a vaginal examination
Add Offer to carry out ....

33

NICE

1.15.21

74

If there has been significant meconium and the baby is
healthy, closely observe the baby within a unit with
immediate access to a neonatologist. Perform these
observations at 1 and 2 hours of age
and then 2-hourly until 12 hours of age.
[new 2014
Comment: If this event occurs at home offer transfer to a
unit with access to a neonatologist, along with and
explanation of the observation and potential treatments and

Thank you for your comment. The GDG thought the recommendation covered all
situations. If birth took place at home the baby would have to be transferred to a unit
with neonatal staff.
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Thank you for your comments. The evidence shows that active management of the third
stage is associated with a significantly lower risk of primary postpartum haemorrhage
irrespective of her prior risk. Thus, it is the recommended method of conducting the
third stage.

Thank you for your comment. The GDG acknowledged this to be an arbitrary figure yet
they felt a limit had to be set since prolonged retention of the placenta is associated with
a risk of post-partum haemorrhage.

Thank you for your comments. We have added the wording you suggested.

Thank you for your comment. This recommendation has been revised accordingly.
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NICE

2.5

83

Baby Lifeline

1

NICE

1.4.3

28

Baby Lifeline

12

NICE

1.9.12

31
38

Baby Lifeline

13

NICE

1.10.3

39

Baby Lifeline

14

NICE

1.10

39

Stakeholder

Comments
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what the risks and benefits of these are. .
It is regarded as unethical, in most circumstances, to
conduct clinical research where women whose labour is
categorised as ‘high risk’ are not offered cardiotocography.
There is therefore no high-quality evidence about the size
of the benefit or harm derived from the use of
cardiotocography compared with intermittent auscultation,
either in individual cases or across a whole population
Comment: We consider it unethical NOT to conduct a
clinical trial to determine the value or risks of
cardiotocography compared with intermittent auscultation.
“pain reported by the woman that is abnormal” The use of
the word abnormal is confusing here - for many women
labour is abnormal pain as they have never experienced it
before.
There is lack of clarity here as to whether or not women
with regional analgesia should be continuously monitored
with a CTG
This recommendation suggesting that non-significant
meconium is a risk factor contradicts the recommendation
at 1.5.2
This whole section is confusing and could be simplified
using the assessment criteria for CTG: what to do if normal;
suspicious; pathological. The “if there is…” sections
confuse rather than add clarity. Table 10 should be
simplified

53
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Thank you for your comment. The clinical trials have been undertaken and they are
reported in detail in the clinical guideline.
The GDG agree that clinical equipoise should lead to trials which is why they put a high
priority on a trial to answer IA vs CTG in a higher risk population. The scope of this
guideline was only low risk populations.

Thank you for your comment. The GDG have revised this recommendation in light of
stakeholder comments.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
Thank you for your comment. The GDG disagree that there is a contradiction.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.

Baby Lifeline

22

NICE

1.13.2

60

Baby Lifeline

33

Full

General

General

Baby Lifeline

34

Full

General

General

‘Monitor and talk to the woman about her position…….’ for
nd
2 stage is useful; however this is not included in
suspected delay during the first stage. In view of the
Cochrane review (Lawrence et al, 2009) which found
upright and mobile maternal positioning reduced the first
stage on average by 1 hour 20 minutes, this should also be
st
included in the guidance on the 1 stage.
In general, the document may be over-reliant on Birthplace,
which may affect its accuracy in estimating risk in future
birth cohorts. It is commendably woman-centred, however,
although the aspirations within (and thus expectations from
service users) may be seriously curtailed/compromised by
the current underfunding of the service
Baby Lifeline is a Charity that is very keen to improve
outcomes for women and their babies, and based on

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comments. We used the best available data. Whilst Birthplace does
provide the majority of the evidence reviewed it was not the only publication considered
in the place of birth section. The evidence reviewed is included in section 3.2.9 of the
full guideline.

Thank you for your comments. This topic is extensively reviewed in the guideline update
and the systematic review is part of the evidence considered. GRADE Table 98 in the
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conducting several CTG Master Classes, we are
concerned about the use of a useless, non-validated test
(FBS). The test is unreliable because even contamination
of amniotic fluid, meconium and site of scalp puncture has
been shown to affect the results and has rare, but
potentially very serious, complications to babies. The
Cochrane Review reached the conclusion that it did not
reduce operative deliveries, and should not be
recommended in 2014 for UK-wide practice, from a clinical,
moral and ethical point of view.
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NICE

General

General

Birth Choice
UK
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NICE

1.1.1

12

Birth Choice
UK

3

NICE

1.1.2

12

Birth Choice
UK
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NICE

1.1.3

12
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We welcome the updated recommendations and in
particular the women-centred perspective for many of them
and the emphasis on only intervening with labour and birth
when necessary.
We welcome this recommendation but would prefer if it
made clear that the overall safety applies to both
nulliparous and multiparous women.
We welcome this recommendation but would prefer if it
made clear that the freedom to choose any birth setting
applies to both nulliparous and multiparous women.
We welcome this recommendation. However women
wishing to choose epidural anaesthesia should understand
that it is not available in these settings.

full guideline summarises the findings of studies comparing CTG plus FBS vs either
CTG alone or intermittent auscultation. This shows that there were significantly more
instrumental vaginal deliveries and caesarean sections in women with CTG monitoring
supported by FBS. However, set against that were the findings of lower incidence of
cord blood acidosis (significant in the Stein study), need for neonatal resuscitation
(significant in the Stein study), neonatal seizures (significant in the RCTs) and low
apgar scores (significant in the Stein study). In addition, GRADE tables 105 and 106
which report the predictive accuracy for FBS values, show very good positive predictive
values for adverse neonatal outcome with a pH <7.20 and very good positive predictive
values and moderately good negative predictive values for a FBS pH threshold of 7.10.
GRADE Table 108 shows a very good positive predictive accuracy of a FBS of <7.10
for a cord arterial pH of <7.10. Finally, GRADE Tables 107 and 109 report correlation
data. Table 107 shows a significant correlations between low FBS pH values and low
Apgar scores and Table 109 shows a good correlation between FBS pH values and
cord arterial pH values (correlation coefficient 0.76). No evidence of the serious
complications of the procedure you mention was identified in the systematic review. In
the light of the benefit in terms of neonatal outcomes when FBS is used as an adjunct to
CTG and the predictive accuracy and correlation data showing significant relationships
between low FBS values and adverse neonatal outcomes, notwithstanding the increase
risk of operative delivery, the GDG felt there was justification for recommending the use
of FBS.
Thank you for your comment

Thank you for your comment. The recommendation has been revised accordingly.

Thank you for your comment. The recommendation has been revised accordingly.

Thank you for your comment. Recommendation 1.1.7 in the NICE guideline
recommends that the information given to women should include information about
'Access to pain relief, including birthing pools, Entonox, other drugs and epidural
analgesia'. This will inevitably include information about in which setting each can be
obtained.
Please note that the recommendation that you mention has been merged and the final
recommendation now reads:


Explain to both multiparous and nulliparous women that they may choose
any birth setting (home, freestanding midwifery unit, alongside midwifery
unit or obstetric unit), and support them in their choice of setting wherever
they choose to give birth:
o

Advise low-risk multiparous women that planning to give birth at
home or in a midwifery-led unit (freestanding or alongside) is
particularly suitable for them because the rate of interventions is
lower and the outcome for the baby is no different compared with
an obstetric unit.

o

Advise low-risk nulliparous women that planning to give birth in a
midwifery-led unit (freestanding or alongside) is particularly suitable
for them because the rate of interventions is lower and the outcome
for the baby is no different compared with an obstetric unit. Explain
that if they plan birth at home there is a small increase in the risk of
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an adverse outcome for the baby. [new 2014]

Birth Choice
UK

5

NICE

1.1.4

12

This recommendation assumes that on balance women will
prefer to trade a significant increased likelihood of medical
intervention with a reduction in the small risk of an adverse
outcome for the baby. We believe this is a choice that fully
informed women should be able to make for themselves.
We believe they should not be advised one way or the
other.
This recommendation also risks fully informed nulliparous
women who decide to plan a home birth as being seen to
be going against the advice of NICE. Despite
recommendation 1.1.2 supporting any choice, this may
lead to her encountering resistance to her choice. It may
also lead to services being set up in a way which makes it
difficult for nulliparous women to choose a home birth.
We therefore suggest that this recommendation is
reworded to make clear that, overall, home birth is an
acceptable and safe choice for a low risk nulliparous
woman, given the reduced rate of interventions, but bearing
in mind the small increase likelihood of an adverse
outcome for the baby.

Birth Choice
UK

6

NICE

1.1.5

13

Birth Choice
UK

7

NICE

1.1.5

13

Birth Choice
UK

8

NICE

1.1.7

15

Birth Choice
UK
Birth Choice
UK
Birth Choice
UK

8

NICE

1.4.1

27

9

NICE

1.1.8

16

9

NICE

1.7.3

33

In Table 1 and Table 3, some of the numbers have been
rounded to the nearest 10 and others not rounded when
compared to figures derived from Appendix M. There
should be consistency of rounding within the tables.
It is not clear why figures from Blix et al have been included
along with the Birthplace figures. The Birthplace figures
apply specifically to England where NICE guidelines inform
clinical practice. It seems to be an invalid extrapolation to
assume that intervention rates in Norway will apply to
England, particularly where the configuration of units is
different (eg some hospitals in Norway have less than 1000
births whereas none do in England). In addition, the Blix
data is from 1990-2007 and may not be representative of
current practice, whereas Birthplace data was collected
2008-2010 and is currently relevant.
We therefore suggest that the Blix data is removed from
Tables 1 and 3 as its inclusion is likely to make the data
less applicable to the women using it to make choices
about place of birth.
It may be helpful to make it clear that it is not possible to
compare the rates of individual components of serious
adverse outcomes between different birth settings,
We particularly welcome this recommendation to listen to a
women’s story during initial assessment.
We welcome the recommendation that women should have
access to all 4 birth settings.
We are concerned about the change in wording and
meaning of this recommendation “Do not use team
midwifery”. This contradicts current evidence which shows
clear benefit of continuity models of midwife-led care

Thank you for your comments. The GDG believe the recommendations clearly cover
your points.
Please note that the recommendation that you mention has been merged and the final
recommendation now reads:


Explain to both multiparous and nulliparous women that they may choose
any birth setting (home, freestanding midwifery unit, alongside midwifery
unit or obstetric unit), and support them in their choice of setting wherever
they choose to give birth:
o

Advise low-risk multiparous women that planning to give birth at
home or in a midwifery-led unit (freestanding or alongside) is
particularly suitable for them because the rate of interventions is
lower and the outcome for the baby is no different compared with
an obstetric unit.

o

Advise low-risk nulliparous women that planning to give birth in a
midwifery-led unit (freestanding or alongside) is particularly suitable
for them because the rate of interventions is lower and the outcome
for the baby is no different compared with an obstetric unit. Explain
that if they plan birth at home there is a small increase in the risk of
an adverse outcome for the baby. [new 2014]

Thank you for your comment. The numbers in the tables you mention have now been
corrected.

Thank you for your comment. The GDG appreciate that the Birthplace figures apply
specifically to England, however the Blix study was included in the evidence review as it
also matched the inclusion criteria set out by the protocol. The evidence from the Blix
study is of very low quality because of the study's limitations, and a full discussion of the
evidence used to inform recommendations regarding place of birth can be found in
section 3.2.9.

Thank you for your comment. Table 4 has been revised accordingly.

Thank you for your comment.
Thank you for your comment.
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to change it in the
way you suggest.
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(Sandall et al 2013 Cochrane Review) including team
midwifery and caseload midwifery.

Developer’s Response
Please respond to each comment
Please note this recommendation was amended to match current NICE wording style in
the draft guideline. As this amendment was perceived to have altered the strength of
the recommendation the wording will remain the same as the 2007 guideline.

Leaving this recommendation as it stands risks midwifery
team care being dismantled to the detriment of the care
received by women.

Birth Choice
UK

10

NICE

1.1.9

16

Birth Choice
UK

10

NICE

1.8.8

35

Birth Choice
UK

11

NICE

1.1.9

17

Birth Choice
UK

11

NICE

1.14.11
1.14.12

67

Birth Choice
UK

12

NICE

1.1.11

21

Birth Choice
UK

12

NICE

1.14.11

67

Birth Choice

13

NICE

1.1.12

21

If it is not possible within the scope of this update to
consider this new evidence, we request that this
recommendation be removed pending the development of
the Midwifery Staffing guideline.
We welcome the recommendation that women should be
given information about their local maternity services.
BirthChoiceUK has worked in partnership with the
consumer organisation Which? to produce the Which? Birth
Choice website (www.which,co.uk/birth-choice) providing
this type of information by maternity unit.
“Do not prevent women” – this wording could be updated to
“support women in their choice” in line with current NICE
conventions.
As transfer rates as so different for nulliparous and
multiparous women, it would be useful if Table 5 could be
produced separately for nulliparous and multiparous
women (subject to the availability of data).
We welcome the recommendation to defer cord clamping in
the absence of any concern about the baby.
In the first bullet point it is not clear, however, how the
minimum delay of 1 minute was reached from the
evidence. A study by Farrar et al (2010)
(http://onlinelibrary.wiley.com/doi/10.1111/j.14710528.2010.02781.x/pdf) specifically weighed babies whilst
placental transfusion was taking place and concluded that
“Placental transfusion was usually complete by 2 minutes,
but sometimes continued for up to 5 minutes.” Having a
cut-off of 1 minute, whilst beneficial compared to early cord
clamping, may result in incomplete placental transfusion.
We ask the GDG to reconsider the minimum time to
clamping with a view to increasing it to 2 minutes.
In Table 9, it is not clear why there have been changes
from the 2007 guideline relating to grand multiparity (from 6
to 4) and age at time of booking (from 40-35). As this has
large implications for older women and their access to
midwife-led settings, it is important for NICE to be
transparent about why these changes have been made,
and on which evidence the change has been based.
More recent evidence suggests that controlled cord traction
(CCT) is not necessary (it is optional in the WHO guidelines
for prevention and treatment of postpartum haemorrhage)
and therefore timing the clamping of the cord to facilitate
CCT seems to be unnecessary, as currently worded in the
recommendation. We suggest that the wording of 1.14.11
bullet point 2 is reconsidered, so that the decision about
timing of cord clamping is seen to be independent of
performing CCT.
We welcome these recommendations - they are

Thank you for your comment.

Thank you for your comment. The recommendation to which you refer was not subject
to formal update and as such we are not able to amend the section in the way you
suggest.
Thank you for your comment. We have now included the data for nulliparous and
multiparous women in the main body of the text. It was formerly in an Appendix. It is
also discussed further in the ’Linking evidence to recommendations’ in section 3.2.9 of
the full guideline.
Thank you for your comment. The study you mention was not included in our evidence
review as we were specifically looking at early cord clamping versus late cord clamping.
The Farrar study was assessing the estimated volume of blood transfused from the
placenta after birth of the baby and when this was complete. The LETR section which
contains the summary of the justification for why a 1 minute cut-off was included in the
recommendation. In summary, it was because this was the lowest interval used to
define ‘delayed cord clamping’ in the studies reviewed.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comments. However, in all but one of the studies reviewed active
management comprised use of an uterotonic, clamping and cutting the cord and
controlled cord traction after placental separation. Hence, the GDG decided to include
all three components in the recommendation.

Thank you for your comment. The GDG discussed moving these recommendations,
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fundamental and overarching principles of intrapartum
care. However, as they are not necessarily relevant
specifically to place of birth, we would like to see these
three recommendations given more prominence, perhaps
at the start of the guideline, and not tucked away at the end
of the place of birth section.
Given the evidence in Gulmezoglu et al (2012)
(http://www.thelancet.com/journals/lancet/article/PIIS01406736%2812%2960206-2/fulltext) that omission of
controlled cord traction (CCT) does not increase
haemorrhage we would like to see recommendation
1.14.12 amended to make CCT optional within modified
active management of third stage.
We welcome the commitment to one-to-one care in labour

ultimately but think that subsection should stay where it is as the previous section is
about choosing place of birth, and this is about what happens in those settings.

Birth Choice
UK

13

NICE

1.1.13
1.1.14
1.14.12

Birth Choice
UK
Birth Choice
UK

14

NICE

1.1.16

22

14

NICE

2.1 and
2.2

81

We welcome the research recommendations on the effect
of information-giving on place of birth and the long term
consequences of planning birth in different settings.

Thank you for your comment.

Birth Trauma
Association

1

NICE

1.1.2

12

This is an excellent recommendation

Thank you for your comment.

Birth Trauma
Association

2

NICE

1.1.3

12

This is not woman centred.

Thank you for your comments. We feel the recommendations support the view that
women should be presented with all options. But the GDG were also of the view that
health professionals should advise women regarding place of birth on the basis of the
relative risks. However, the GDG recommended that the woman should be supported in
her choice irrespective of whether it was in accordance with the advice. We think this is
woman centred approach.

67

Place of birth is an important and personal decision for
women. Recommending women ‘be advised’ to make one
particular choice is not appropriate; midwives need to help
women explore options.
There are risks and benefits to different places of birth and
women need time to consider these in relation to their own
physical and psychological needs.

Thank you for your comment. The study examined active management of the third
stage of labour with and without controlled cord traction. The aim of our evidence review
was to compare active versus physiological management

Thank you for your comment.

Please note that the recommendation that you mention has been merged and the final
recommendation now reads:


Free standing midwifery units may have lower interventions
but they have no immediate access to epidurals and
necessitate transfer in the event of an emergency. This can
cause considerable anxiety for some women. Unbiased
information about the risks and benefits of different places
of birth need to be presented in a way that facilitates the
woman making the right decision for her personal
circumstances.
The women who had high levels of spontaneous birth in the
Birthplace study were women who had chosen home or
midwifery units as place of birth because they favoured a
more homely environment. You cannot extrapolate these
results to a wider group who might not naturally have made
the same choice. ‘Feeling safe’ is an important issue and
different women will ‘feel safe’ in different environments.
The key is to explore women’s feelings and let her choose
the environment where she feels most confident. Words
like ‘advise’ have no place.

Explain to both multiparous and nulliparous women that they may choose
any birth setting (home, freestanding midwifery unit, alongside midwifery
unit or obstetric unit), and support them in their choice of setting wherever
they choose to give birth:
o

Advise low-risk multiparous women that planning to give birth at
home or in a midwifery-led unit (freestanding or alongside) is
particularly suitable for them because the rate of interventions is
lower and the outcome for the baby is no different compared with
an obstetric unit.

o

Advise low-risk nulliparous women that planning to give birth in a
midwifery-led unit (freestanding or alongside) is particularly suitable
for them because the rate of interventions is lower and the outcome
for the baby is no different compared with an obstetric unit. Explain
that if they plan birth at home there is a small increase in the risk of
an adverse outcome for the baby. [new 2014]

It should also be recognised that the Care Quality
Commission has noted that most women currently have a
choice of where to give birth and most women choose
PLEASE NOTE: Comments received in the course of consultations carried out by the Institute are published in the interests of openness and transparency, and to promote understanding of how recommendations are developed. The comments are published
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consultant units. There has been insufficient exploration of
the reasons women make this choice. Moreover, there has
been little attention given to making birth in an obstetric unit
a better experience.
There is no ROBUST evidence for the claim that
freestanding midwifery units pose no risks for the baby of
first time mothers when compared with obstetric units. The
evidence is conflicting (see refs). Indeed, in the
Netherlands, the move is towards more births in obstetric
units in order to address their high perinatal mortality rates.
1 The Birthplace study was only powered to detect a
doubling of risk. For such serious outcomes a sample size
capable of detecting a 50% increase should have been
used. Moreover, it used far too small a sample size to
detect the really important risk to first time mothers in
different places of birth. However, where this is examined,
the risks are certainly suggestive of increased risks to first
time mothers.
Looking at the adjusted sample from the majority of units
who sent back more than 85% of their data, there is a
doubling of risk for first time mothers in FMUS and it
reaches statistical significance. (See below). The units that
sent back most of their data gives us the best quality
evidence in the Birthplace study and it shows a doubling of
risk to first time mothers.

Developer’s Response
Please respond to each comment

Thank you for your comments. The GDG reviewed the best available evidence that was
appropriate for the pre-agreed protocol for this question and developed their
recommendations accordingly. The data from all the studies reviewed, which was not
just Birthplace, showed a diversity of results when comparing the four different birth
settings. The GDG synthesised this into the information in Tables 22, 23, 24, 25 and 26
in the Full Guideline (Tables 1-5 in the NICE version). They differentiate the information
that should be given to multiparous women from that for nulliparous women. For
multiparous women, intervention and transfer rates are lowest in the home and freestanding units with intervention rates being increasingly higher in alongside midwifery
unit and higher still in the obstetric unit. Outcomes for the baby were no different in the
four settings. For nulliparous women, the risks and benefits are distinctly different.
Whilst the intervention rates are not much different in the non-obstetric unit setting, the
transfer rates from home are much higher. Also there is a greater risk of ‘serious
medical complications’ in this group.
It is on the basis of these findings that the GDG recommended that nulliparous women
choose either of the midwifery settings. For multiparous women the GDG recommended
they choose any of the non-obstetric settings.
In summary, the recommendations relating to place of birth recommendations provide
information and guidance for women in choosing their place of birth. The
recommendations are based on the best available evidence. However, we agree that, in
the end, women may select place of birth on the basis of their experience or what they
have heard. Finally, thank you for the additional references. However, they are not
relevant to our review questions.

Relative to the risks to first time mothers in obstetric units:
(Table 59 in Birthplace)
95% confidence interval
Adjusted
home odds ratio 4.65
FMU
2.29
AMU
1.29

2.42-2.82
1.17-4.47
0.79-2.73

This increased risk for the babies of first time mothers is
consistently seen in a number of other studies. See
below.
The purpose of statistics is to inform decision taking in
public policy. With statistics such as above, although the
sample size is small, more evidence is needed before
safety of first time mothers in FMUs can be claimed.
‘Real world’ examples also indicate caution. Pattinson &
Brewer, the clinical negligence specialists, have this
statement on their website:
“Currently over 50% of our obstetric cases involve claims
for births outside non-specialist units
There have been several cases resulting in stillbirth
enquiries where the mother has felt she was pressured into
giving birth out of a consultant unit and this contributed to
the babies death:
PLEASE NOTE: Comments received in the course of consultations carried out by the Institute are published in the interests of openness and transparency, and to promote understanding of how recommendations are developed. The comments are published
as a record of the submissions that the Institute has received, and are not endorsed by the Institute, its officers or advisory committees.

11 of 216

Stakeholder

Or
der
No

Docu
ment

Section
No

Page
No

Comments
Please insert each new comment in a new row.

Developer’s Response
Please respond to each comment

http://www.shropshirestar.com/news/health/2013/05/17/mat
ernity-care-review-after-death-of-baby-at-ludlow-hospital/

As a service user group we know that women self select
place of birth based on their circumstances and
experiences. Women who have a family history of obstetric
problems, who think they are expecting a large baby, are
anxious about pain, are expecting a first baby, have a very
small frame tend to book themselves into obstetric units
whereas those who are confident they are unlikely to have
problems favour midwifery led /home birth. This self
selection is important and undoubtedly accounts for some
of the difference in interventions. It is interesting to note
that the Birthplace propensity tables were unable to match
risk across places of birth – obstetric units had the highest
level of higher risk women.

1. Safety of birth centre care: perinatal mortality over a 10year period. Gottvall K, Grunewald C, Waldenström U.
2. Perinatal mortality and severe morbidity in low and high
risk term pregnancies in the Netherlands: prospective
cohort study
Annemieke C C Evers, PhD student,
1
resident in gynaecology
3. Homelike versus conventional settings for BirthHodnett
Down Edwards
4. Intrapartum transfer from a birth centre to a hospital reasons, procedures, and consequences.
David M, Berg G, Werth I, Pachaly J, Mansfeld
A, Kentenich H
Womens preferences:
4. The impact of the establishment of a midwife managed
unit on women in a rural setting in England.
Watts K, Fraser DM, Munir F.
Birth Trauma
Association

4

NICE

1.1.6

14

This is persuading women rather than exploring their
needs. As explained above, it is about where women feel
safest. Women choosing OU may have higher anxieties
about birth going wrong or pain and these anxieties will be
made worse if they are ‘advised’ to make certain
decisions.

Thank you for your comment. The GDG consider that the recommendations in the place
of birth section cover already all aspects regarding the risks and benefits of the different
birth settings including transfer. Please also see recommendation 1.6.2 in the NICE
guideline regarding transfer of care.

The emphasis should be on explaining the risks and
benefits (there absolutely must be discussion of transfer)
and allowing the women to make a choice that leaves her
feeling confident.

Birth Trauma
Association

5

NICE

1.1.6

14

There is insufficient evidence to make the statement that
birth in a freestanding midwifery unit is associated with no

Thank you for your comments. The statement which you quote from the guideline
update is based on the current evidence reported in the chapter. The Grunwald study
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difference in outcomes for the baby for first time mothers.
The Grunwald study (above) concluded:
‘Birth centre care may be less safe for infants of first-time
mothers.’

Birth Trauma
Association

6

NICE

1.1.8

16

British
Association of
Perinatal
Medicine

3

Full

General

General

British
Maternal and
Fetal Medicine
Society

2

Full

General

General

British
Maternal and
Fetal Medicine
Society

25

Full

General

General

Good to see that places are to be commissioned to all
women. However, there does need to be some reference to
the difficulties that this would create in more rural areas
where it is not going to be achievable within reasonable
travelling distance. Would prefer that commissioners
ensure that all women can choose obstetric led care,
midwifery led care or homebirth within reasonable travelling
distance.
There should be a comment about the minimum number of
deliveries which a midwife needs to carry out per year to
keep up competency, and options for maintaining
competency levels for midwives working in small units with
a low number of deliveries.
There is very little information on the different performance
of normal nullips and multips throughout the document.
Normal nullips expect SVD rate 60-65%, CSR 11% IDR of
25-30%
Multips SVD 90%, IDR 4%, CSR 6%
Reference Patterns of Maternity care in English NHS
Hospitals 2100/2012
RCOG 2013
There also needs to be guidance that some CTG’s will just
not sit neatly in a classification – it should be emphasised
that such need urgent senior obstetric review to aid with
interpretation and action on them.

Developer’s Response
Please respond to each comment
(Safety of birth centre care: perinatal mortality over a 10-year period. Gottvall K,
Grunewald C, Waldenström U) was excluded on the basis of its study design
(retrospective cohort). Because there is already higher quality evidence available for
this comparison (RCTs and prospective cohorts), retrospective studies, such as the
Grunwald study, were not included due to the increased risk of bias.

Thank you for your comment. However, the same recommendation includes the phrase
'in the local area or in a neighbouring area' which covers the issue of proximity of birth
setting.

Thank you for your comment. While we would agree it is important for staff working
with women who are in labour to have the necessary level of knowledge and expertise
to deliver care, it is outside of the remit of this guideline to specify the qualifications or
competencies professionals should have.
Thank you for your comments. We have now included more information distinguishing
nulliparous and multiparous women and their outcomes.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence [please also refer to Appendix P (Interpretation of CTGs – Likelihood
ratios)]. However, there is an acknowledgement that not all CTGs are easy to interpret
or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.
Specifically, in the light of the penultimate bullet point above, we have recommended
discussion with a consultant obstetrician where there is uncertainty.

British
Pregnancy
Advisory
Service

1

NICE

1.1.13

010

BPAS welcomes the statement that providers, senior staff
and all healthcare professionals should ensure that in all
birth settings there is a culture of respect for each woman
as an individual undergoing a significant and emotionally

Thank you for your comment.
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intense life experience, so that the woman is in control, is
listened to and is cared for with compassion.
BPAS welcomes the statement that senior staff should:
demonstrate, through their own words and behaviour,
appropriate ways of relating to and talking about women
and their birth partner(s), and of talking about birth and the
choices to be made when giving birth.
Our main concern is that women in childbirth are offered a
genuine choice in relation to the place of birth and the
obstetric interventions involved. The recommendations
above underline the importance of giving women choice,
and treating her with respect as she makes that choice.
However, we are concerned that some of the guidance’s
other recommendations might in effect skew women’s
choices in a direction that reflects the desired choices of
policymakers rather than those of women themselves.
This guidance emphasises that healthy women giving birth
at term should have a choice of birthplace: defined by the
guidance as an obstetric unit; a freestanding midwifery-led
unit; an alongside midwifery unit (midwife-led units on a
hospital site with an obstetric unit); or home.

Developer’s Response
Please respond to each comment

Thank you for your comment.

Thank you for your comment. However, we are uncertain as to which recommendations
'might skew women’s choices in a direction that reflects the desired choices of
policymakers rather than those of women themselves'. The guideline makes it clear that
healthcare professionals should inform women of their birthplace options and the
implications. As healthcare professionals they have a duty to act in women’s best
interests and that means advising about the overall benefit and harm ratios, within the
context of respecting autonomy and choice.
Finally, the guideline stresses that the healthcare professional must support the woman
in whatever birthplace choice she makes irrespective of the advice given.
Thank you for your comments. We think the guideline makes it clear that women should
be presented with information and advice but, in the end, supported in their choice of
place of birth.

However, the guidance makes it very clear that it gives that
multiparous women should be advised to give birth at home
or in a midwifery unit. This is because outcomes for the
baby are the same as in an obstetric unit, but the ‘rate of
interventions is lower’ in a non-obstetric unit.
The guidance does not advise nulliparous women to plan to
give birth at home; however, it does state that they should
be advised to give birth in a midwifery-led unit (freestanding
or alongside).
The emphasis on spontaneous vaginal birth appears to be
based on the assumption that women place great
importance on having a spontaneous vaginal birth, which
proceeds without obstetric interventions. While this is no
doubt true in advance of labour, we know that women
experiencing lengthy, complicated, or painful labours will
often welcome interventions at a certain point. This point
cannot be predicted in advance; yet in an obstetric unit, a
woman will have a greater likelihood of being able to
access interventions at the point of need.

British
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Advisory
Service

5

NICE

1.1.17

22
If giving birth at home or in a midwife-led unit, a woman will
not be able to access these interventions, or if so only after
having been transferred to an obstetric unit. We note the
statement that the maternity service should: ‘Ensure that all
women giving birth have prompt access to an obstetric unit
in case they need transfer of care for medical reasons or
because they request epidural analgesia’. Clearly,

Thank you for your comments. We agree with all the points you make. We think the
recommendations cover all the implications about choice of place of birth and that
should be addressed in discussions with the woman before labour.
We acknowledge in the 'Linking evidence to recommendations' that there are many
factors that could influence why the intervention rates are different in different birth
settings. Please see section 3.2.9 of the full guideline.
Recommendation 1.1.9 in the NICE guideline recommends that the information given to
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however, transferring a woman midway through labour is
time-consuming and unpleasant for her, and carries an
additional logistical complication for services.
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women should include information about 'Access to pain relief, including birthing pools,
Entonox, other drugs and epidural analgesia'.

It is unclear from the guidance whether the rate of
interventions at home or in midwife-led units is lower
because women are less likely to need and/or request
interventions in these settings, or whether they cannot
access them. It seems reasonable to assume that women
giving birth in an obstetric unit may be more likely to be
‘helped out’ with instrumental births or episiotomies,
whereas if a woman needs transferring in order to have
these interventions, the judgement may be made that she
will be able to persevere without them with minimal risk.

British
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6

NICE

1.1.6

90

If the result of this is a longer, more difficult labour, there is
surely a question as to whether the lack of intervention
here is a positive affirmation of midwife-led care, or simply
a result of women’s inability to choose an intervention that
they may want.
We welcome the guidance’s caution in recommending
home births to first-time mothers. This is partly because of
the increased risk to the baby: the guidance notes that
planning a home birth is ‘associated with an overall small
increase (about 4 more per 1000 births) in the risk of a
baby having a serious medical problem compared with
planning birth in other settings.

Thank you for your comments. We think that recommendation 1.1.9 in the NICE
guideline will ensure that all women are made aware of the differences in what is
available in the 4 settings including analgesia.

First-time mothers will be no more or less concerned about
the risk to the health of their baby than multiparous women.
However, they are far less likely to be aware of the degree
of labour pain they might experience; how their body will
respond to labour; and how they will feel about it the
experience. We are concerned that advising such women
to give birth in midwifery-led units, without easy access to
the most effective forms of pain relief or obstetric
interventions, may imply that the birth will be uncomplicated
and relatively pain-free: when there is no basis for making
that assumption, and the pregnant woman lacks
experience of previous births to guide her decision.

British
Pregnancy
Advisory
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7

NICE

1.1.17

22

We note the statement, repeated from the 2007 guidance,
that: ‘Healthcare professionals should think about how their
own values and beliefs inform their attitude to coping with
pain in labour and ensure their care supports the woman’s
choice.’ We hear many anecdotal stories from women who
feel that their desire for an epidural in labour was
disapproved of by the midwives caring from them.

Recommendation 1.1.9 in the NICE guideline recommend that the information given to
women should include information about 'Access to pain relief, including birthing pools,
Entonox, other drugs and epidural analgesia'.

However, we also hear many stories from women who felt
that their treatment by midwives was kind and respectful;
yet they felt they were denied access to certain forms of
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pain relief (in particular, epidural anaesthesia) because of
practical barriers. Our concerns about the practicality and
acceptability of transferring women midway through labour
from midwifery-led units to obstetric units are noted above.
Even within alongside midwifery-led units, the lack of
availability of epidural anaesthesia, or the personnel
necessary to administer it, often appears to be given as a
reason why women cannot access it when they need it. We
would welcome more recognition of these problems in the
guidance, along with steps proposed to tackle it.
The incidence of home births and births in midwife-led units
1
is currently very low. The Birthplace study in 2011 noted
that: ‘Births outside an obstetric unit are relatively
uncommon. Of women giving birth in 2007, around 8%
gave birth outside an obstetric unit—2.8% at home, around
3% in alongside midwifery units, and just under 2% in
freestanding midwifery units.’
This might indicate that alternatives to obstetric units are
not being provided. However, successive iterations of the
NICE guidance have emphasised that women should be
able to choose their place of birth. The 2007 guidance
recommended that: ‘Women should be offered the choice
of planning birth at home, in a midwife-led unit or in an
obstetric unit.’ (Cited on p89 of the 2014 draft guidance)
Given that choice of birthplace has been an option for
many years, is it not possible to conclude from this that
women making an informed choice about where to give
birth opted for an obstetric unit? The proposed change in
the NICE recommendations do not emphasise that women
be give a choice, but actively advise low-risk multiparous
women to plan to give birth at home or in a midwifery-led
unit . This appears to be an attempt to direct women’s
choices, rather than to reflect the choices that they make.
Furthermore, given the low proportion of births that take
place at home or in midwife-led units, is it practicable to
recommend that ‘all 4 birth settings are available to all
women (in the local area or in a neighbouring area)’? Our
concern is that making such provision will be linked to
encouraging women to choose the option of home or a
midwife-led unit over that of an obstetric unit. We are
pleased that the Department of Health has strongly denied
that the new emphasis on births at home or in midwife-led
2
units reflects ‘a plan to downgrade units’ ; however, we see
why there is cause for concern here.
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Thank you for your comments. It was not the intention of the GDG to create a division
between obstetricians and midwives. However, they are separate professional groups
with different skills and responsibilities. The guideline recognises the fact that low risk
women do not need obstetric care. There are options for how the midwifery care of
labour is provided for these women. In most cases women in labour will be cared for
away from an obstetric unit even if the 'alongside midwifery unit' is in the same building
as the obstetric unit. It is in the obstetric unit where midwives and obstetricians work
together for the care of women with risk factors. Usually this team working is very
effective with midwives and obstetricians having different clinical responsibilities.

The GDG considered a very detailed health economic analysis of the implications of
having all four birth settings and felt that it was cost effective.
We note your comment about the problems of midwifery recruitment. However, the
GDG were charged with producing recommendations that were based on clinical and
cost effectiveness assuming the availability of a full complement of health care
professionals.
We acknowledge the potential difficulty of providing all four types of birth settings in a
local area and that is why recommendation 1.1.6 in the NICE guideline recommends
that ‘Commissioners and providers should ensure that all 4 birth settings are available
to all women (in the local area or in a neighbouring area’.
Regarding your point about providing women with information and then allowing them to
make their choice is reflected in the recommendations.
Regarding your point about the difference in perinatal mortality statistics between the
four settings, you are correct that there are differences between the four settings.
Further analysis of the data demonstrates the large effect size in perinatal mortality for
nulliparous women giving birth at home [stillbirth: RR 5.3 (0.98 to 29.2);
and combined (stillbirth + neonatal death) RR 3.19 (0.97 to 10.5)].
Hence, the GDG added the caveat in the recommendation regarding homebirth of the
small risk of the baby having a serious medical problem for this group of women.
We note the comments from the Birthplace authors about the use of the composite
perinatal outcome. This was discussed by the GDG and is recorded in the ‘Evidence to
recommendations' which can be found in section 3.2.9 of the full guideline.

A major issue here seems to be a decision by policymakers
1
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as to which body of healthcare professionals is best placed
to manage childbirth. There is rightly a view that midwives
play an invaluable role on childbirth, and that for low-risk
multiparous women, they are often best placed to manage
a woman’s labour. While cost should not be the overriding
factor determining maternity care, it is not irrelevant either:
bluntly, women are better served by having more care from
midwives than by having less care from overstretched
doctors.
However, there are surely questions about whether
midwife-led care for the women who choose this is best
achieved by a policy to create a division between midwifeled and obstetric units. Would not this imperative be better
supported by having midwives play an active role within
obstetric units, where they can manage women’s labours
but with easy access to obstetric interventions if and when
required?
Furthermore, to offer a choice of four different types of birth
setting in every local area seems like a rather costly and
bureaucratic undertaking. The guidance states that
maternity services should:
-

provide a model of care that supports one-to-one
care in labour and
- benchmark services and identify overstaffing or
understaffing by using workforce planning models
and/or woman-to-midwife ratios
Given the current apparent shortage of midwives, and the
fact that most women opt for a hospital birth, it seems
reasonable to expect that the outcome of this approach will
either be that midwives are spread too thinly, having too
heavy a workload within hospitals and being under-utilised
in local units; or that women will find themselves pushed,
by resource constraints, into a particular kind of care.
For BPAS, our main concern is that women are provided
with good information about the different birthplace options,
and are then allowed to make a genuine choice. However,
we are concerned to note that in 2011, Anthony Falconer,
then RCOG president, wrote a letter to the BMJ in
response to the Birthplace study stating that ‘More
information is needed on the causes of adverse perinatal
outcomes for the baby’, and stating:
The primary outcome analysis uses a composite
aggregation and adjusts accordingly. However, in
this low-risk population of mothers why were 20 of
the 32 deaths in the home or FMU groups?
Analysis of the secondary outcomes by parity and
birth setting with appropriate adjustments for
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example of Apgar score <4, seizure rate and
3
encephalopathy are necessary.’
The Birthplace study itself notes that its focus on severe
composite primary outcomes meant that ‘We cannot rule
out the possibility that the use of a composite may have
concealed important differences in outcomes between
planned places of birth, such as less severe outcomes in a
particular setting’. However, the authors also noted that
‘examination of the distribution of outcomes by planned
place of birth did not suggest that this was the case.’

1. Birthplace in England Collaborative Group. BMJ
2011;343:d7400
http://www.bmj.com/highwire/filestream/545014/fiel
d_highwire_article_pdf/0/bmj.d7400
2. Fears new guidance on births will increase baby
deaths. Daily Telegraph, 14 May 2014
http://www.telegraph.co.uk/health/healthnews/1082
7105/Fears-new-guidance-on-births-will-increasebaby-deaths.html
3. http://www.bmj.com/content/343/bmj.d7400?tab=re
sponses
This guideline covers the care of healthy women who go
into labour at term (37–42 weeks). About 700,000 women
give birth in England and Wales each year, of whom about
40% are having their first baby. Most of these women are
healthy and have a straightforward pregnancy. Almost 90%
of women will give birth to a single baby after 37 weeks of
pregnancy, with the baby presenting head first. Most
women (about two thirds) go into labour spontaneously.
Therefore most women giving birth in England and Wales
are covered by this guideline.
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Thank you for your comment
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NICE
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27

It is interesting to note aromatherapy, yoga or acupressure
for pain relief during the latent phase of labour should not
be offered or advised. CHFT currently has a working party
looking at writing guidelines for the introduction of
aromatherapy to the Birth Centres.

Thank you for your comment. The GDG based their recommendation on the review of
published evidence and there was no evidence to support the use of these modalities
for pain relief. The GDG were of the view that unless there was evidence of clinical
benefit then the NHS could not be expected to fund these procedures.

2

NICE

1.10.9

41

Cannot legislate for every scenario. These charts appear
complicated; they are difficult to read and convoluted

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.

3
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The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.
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47

The clarification of the use of terminology i.e. not using the
terms atypical and typical is very welcome

4

NICE

1.13.25

63

If there is already a confirmed delay in the 2 stage of
labour (especially following transfer from another birth
setting) after initial assessment by an obstetrician, what is
the value of not commencing oxytocin?
After assessment of the whole situation i.e. position,
descent, contractions etc there are situations whereby
immediate commencement of oxytocin would be
considered the best plan of action. Further review with no
action every 15-30minutes is often not appropriate.

Thank you for your comments. This section of the guideline was not updated. The
wording of this recommendation has only been amended for the update to take into
consideration the possibility of labour taking place in one of four different settings.
However, there are several reasons why progress may be slow in the second stage of
labour, uterine inertia perhaps needing oxytocin is only one. Others include maternal
exhaustion and a malposition of the fetal head. It is appropriate that there should be
obstetric review before deciding whether oxytocin is indicated.
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Thank you for your comments. The evidence reviewed did not look at the impact of
delayed cord clamping beyond 5 minutes which is why the recommendation gives this
as the upper time limit. In the absence of evidence there is no information women can
be given about delaying cord clamping beyond 5 minutes.
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NICE

1.10.38

115

Delayed clamping of the cord after 5 minutes: How long
does it take for the oxytocic to circulate through to the
baby? Is there any risk from oxytocic transfer to the baby if
the clamping of the cord is delayed by more than 5
minutes? What information should mothers be given in this
rd
regard when making the choice for management of the 3
stage of labour?
rd
Use of oxytocin for the active management of the 3 stage
of labour. Local evidence has suggested the use of
oxytocin alone has been linked to a rise in PPH’s.
Irrespective of known side effects, we feel this risk
outweighs the risks of side effects. CHFT on this basis has
reverted to the use of oxytocin and ergometrine. We would
need substantial evidence nationally to disprove this before
actively recommending the use of oxytocin only.
Regionally there appears to have been similar experiences
rd
and locally we are auditing the practice of 3 stage
management.
Discuss with a consultant before any FBS:
Inform consultant of the FBS result:
We question the need to discuss ALL proposed FBS with a
consultant and subsequently report all results if normal.

1

Full

1.10.45
General

General

This update includes some key evidence-based
recommendations which are important to be implemented
to ensure the service is cost-effective, improves quality and
wellbeing for women and reduces the level of un-necessary
interventions. All the key recommendations should be a
priority for implementation.

Thank you for your comment

City University

2

Full

General

General

Findings for FMUs – Birthplace study shows a reduction in
adverse outcomes for women and the value of a FMU,
even over what many may assume to be the greater safety

Thank you for your comments. Recommendations 1.1.5 and 1.1.6 in the NICE guideline
deal with the information that should be discussed with women regarding place of birth.
The need for episiotomy and transfer for obstetric care are included.

nd

Thank you for your comment.

Thank you for your comments. This question is addressed in Section 13.2 of the full
guideline. There the evidence clearly shows a 'trade off' of a slightly increased risk of
blood loss between 500-1000ml (but not >1000ml) with the use of syntocion alone but a
greater incidence of maternal side effects with the use of ergometrine in addition. The
GDG concluded 'In weighing up these benefits and harms, the group recognised that
although postpartum haemorrhage is a serious condition, a loss of 500-1000 ml would
not be a cause for undue concern. On balance, they agreed that the adverse effects of
nausea and vomiting on a woman’s health and ability to enjoy and care for her baby
during the important period immediately following the birth justified not recommending
oxytocin and ergometrine
Thank you for your comment. Following discussion, the GDG have amended the
recommendations in this section. They did not think that a consultant needed to be
consulted before the first fetal blood sample. But they did think a consultant obstetrician
should be consulted a) with an abnormal result, b) if a sample cannot be obtained, and,
c) before a third fetal blood sample is taken.
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of an AMU needs to be clarified and information given to
commissioners, women and professionals. Add maternal
outcomes (intact perineum and admission to higher-level
care) to the information that women should be given.
City University

3

Full

General

16

Key recommendations 16 and 18 are important for equity,
quality and safety and it is good to see them here.

Thank you for your comment.

City University

4

Full

General

General

Obstetric/other conditions warranting advice for OU care:
some of these may need further consideration in the light to
the further analysis of the Birthplace cohort study dataset,
particularly single prior CS without other complications, BMI
30-35, age 35 or over. Also, I am not aware of strong
evidence regarding women who are para 4 in the absence
of PPH.

City University

20

NICE

General

General

I thought it could be written better in the use of language
and sentence structure.

City University

21

NICE

General

3

Add in 'positively or negatively'....affects her 'positively or
negatively' both physically and emotionally. Wishes perhaps decisions or choices may be better use of
language.
Covers - use a better adjective to describe the overarching
care in the guideline or reconstruct text.

Thank you for your comments. In Tables 39-42 in the Full Guideline (Tables 6-9 in the
NICE version) four categories of risk are listed: 1. Medical conditions indicating
increased risk suggesting planned birth at an obstetric unit, 2. Other factors indicating
increased risk suggesting planned birth at an obstetric unit, 3. Medical conditions
indicating individual assessment when planning place of birth, and, 4. Other factors
indicating individual assessment when planning place of birth. These were developed in
the original guideline and have not been reviewed in this update. In the absence of
evidence the original GDG developed these tables by a consensus process. The first
two of these were used by the Birthplace Study Group as part of their definitions of 'high
risk' pregnancies. The BMI, age and parity indications were in the category of 'individual
assessment'. Unfortunately as the topic was not for update, the GDG cannot change
these recommendations.
Thank you for your comment. Please note that the draft guideline will be checked
following the consultation phase and proof-reading will take place before its final
publication.
Thank you for your comment.

2/3rds isn't most - it is just 2/3rds so that will suffice.
Information re 'settings'- Perhaps some explanation is
needed about what these mean.
Language is important in midwifery and there is a need to
maintain normality in the way we use this language. The
written form may very well inform the spoken words in
practice.
City University
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6

Strength of recommendations. Use of language -'trade-off'
'most patients'. It may better to say ‘a large majority’.

Thank you for your comment. This is a standard section across all NICE guidelines and
so we are unable to change the wording.

City University
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NICE

1.1.4

12

Advise low risk nulliparous women to give birth in MLU. ‘If
they plan birth at home... ‘Shouldn’t this say advise
home or MLU and mention the higher but still small
risk associated with home birth? Otherwise what choice is
there for nulliparous women in an area with no midwifery
unit?

Thank you for your comments. The guideline recommends that women should be made
aware of all four options for choosing their place of birth but that the advice the midwife
should give is based on the differential risks for nulliparous and multiparous women of
the different settings.

City University
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NICE

General

General

Thank you for your comments. However, the guideline makes it clear that when
intermittent auscultation is used a Pinard stethoscope or hand held Doppler ultrasound
machine can be used to record the fetal heart rate. These is no reference to the use of
a CTG.

City University
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NICE

1.10

39

Use of Pindar please in auscultationotherwise technology is used and in practice a toco will be
used in the event of no sonicaid.
If continuous cardiotocography, pinard
to auscultate the FHR additionally at periodic instances
Monitoring during labour. Use either a Pinard or doppler
(not doppler or pinard). Pinard auscultation of fetal heart
should be used intermittently with doppler auscultation.

Thank you for your comment. This recommendation has been revised accordingly.
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Normal midwifery skills should be maintained especially in
normal low risk care. There should not be an overuse of
technology by any means however small when it is not
needed.
Doesn't PROMPT training talk about typical and atypical? is
there some disparity here?
Record Keeping for cardiotocography. Document pinard
auscultation at the start and periodic intervals on CTG.
Women whose babies are discovered to be breech in
labour are not included in the category of otherwise normal
women who go on to develop complications. These women
no longer have the choice of a planned pre-labour CS, so
counselling must be different. Also, the evidence base
indicates widespread inconsistencies in management, with
no evidence of difference in fetal outcome. It would be
good to have some national guidance about how providers
should approach this situation. Additionally, methods of
management which require the woman to be in lithotomy
position may be inappropriate in midwifery-led settings or
even dangerous (such as requiring the woman to lie on her
back on the floor). As this guidance will likely lead to more
unanticipated breech births occurring in midwifery-led
settings (where obstetric beds may not be available), future
guidance should consider offering specific guidance about
this situation.
Support for the wording of these recommendations
concerning advice about the place of birth.

Thank you for your comment. However, PROMPT is a teaching aid and should reflect
the clinical guidance which has been updated in this guideline.
Thank you for your comment. This recommendation has been revised accordingly.
Thank you for your comments. However, the woman with a breech presentation in
labour is outside of the scope of this guideline update.

Thank you for your comment. Please note that the recommendation that you mention
has been merged and the final recommendation now reads:


City University
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NICE

1.14.11
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NICE

1.1.5

13
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NICE

1.1.15

22

City University

33

NICE

1.4.2

28

Support for the wording of these recommendations
concerning cardiotocography and cord clamping.
Support for the wording of the more specific
recommendations concerning place of birth. Good to give
providers specific tables to use with women. These are
simple to explain and understand with help.
Good to include the recommendation on not disclosing
personal views and judgement about choices
“Offer a vaginal examination if the woman appears to be in
established labour.” This should be followed by a clear

Explain to both multiparous and nulliparous women that they may choose
any birth setting (home, freestanding midwifery unit, alongside midwifery
unit or obstetric unit), and support them in their choice of setting wherever
they choose to give birth:
o

Advise low-risk multiparous women that planning to give birth at
home or in a midwifery-led unit (freestanding or alongside) is
particularly suitable for them because the rate of interventions is
lower and the outcome for the baby is no different compared with
an obstetric unit.

o

Advise low-risk nulliparous women that planning to give birth in a
midwifery-led unit (freestanding or alongside) is particularly suitable
for them because the rate of interventions is lower and the outcome
for the baby is no different compared with an obstetric unit. Explain
that if they plan birth at home there is a small increase in the risk of
an adverse outcome for the baby. [new 2014]

Thank you for your comment.
Thank you for your comment.

Thank you for your comment.
Thank you for your comment. This recommendation has been revised in light of
stakeholder comments. A cross-reference to recommendation 1.4.5 has also been

PLEASE NOTE: Comments received in the course of consultations carried out by the Institute are published in the interests of openness and transparency, and to promote understanding of how recommendations are developed. The comments are published
as a record of the submissions that the Institute has received, and are not endorsed by the Institute, its officers or advisory committees.

21 of 216

Stakeholder

Or
der
No

Docu
ment

Section
No

Page
No

recommendation to respect the woman’s wishes if she
declines an initial VE.
Good recommendation in reference to description of
decelerations.
Haemorrhage and the woman’s request are situations in
which a change from physiological management to active
management is required. The placenta still being in situ for
over an hour after birth is a situation in which active
management should be offered or advised, but it is not
required and the woman’s wishes should be respected.
Wording should reflect this.

City University

34

NICE

1.10.26

47

City University

35

NICE
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68

City University

36

NICE

2.3

82

Research on the latent stage of labour should also address
the effect of continuity of carer on the number of nulliparous
women who wait until they are in establish labour before
attending the unit or calling a midwife.

City University

37

NICE
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NICE
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General

1

NICE

1.1

12

Editors

2

NICE

1.1

16

Support the call for more research about CTG in
complicated labours.
The Department of Health has no substantive comments to
make, regarding this consultation.
Recs 1.1.2, 1.1.8, 1.1.9 and 1.1.10: do these recs refer just
to low-risk women? (Query from digital editor.) Note that
this is the assumption because they are currently in a
subsection called ‘Women at low risk of complications’, but
it might also be helpful to specify this in the recs.
Rec 1.1.9: at the editorial meeting, it was pointed out that
‘the likelihood of being cared for throughout labour by 1
midwife’ is ambiguous. It would be clearer as ‘the likelihood
of being cared for throughout labour by the same midwife’.
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Tables 7 and 8, and rec 1.14.25: we’ve been told by the
clinicians on the CKD GDG that that there has been a
change to the haematology units used in the UK from g/dl
to g/litre (see the following link for further information:
http://www.pathologyharmony.co.uk/Harmony%20Haemogl
obin%20Units%20Info%20Sheet%20Final.pdf).
(These are 2007 recs but I assume this change will need to
be made).
Rec 1.1.15: this is a bit ambiguous: it might be seen to
mean in discussions with other healthcare professionals
(comment from digital editor). I suggest changing it to
(addition highlighted): ‘When discussing the woman’s
choice of birth with her…’
Education and early assessment section: It was pointed out
at the editorial meeting that there should be a
recommendation or bullet point in this section about advice
for the woman about how to contact her midwife/care team
and what to do in an emergency.
Recs 1.4.2 and 1.4.3: it was pointed out at the editorial
meeting that rec 1.4.3 refers to the results of urinalysis (a
reading of 2+), but rec 1.4.2 doesn’t say that urinalysis
should be carried out. Therefore it makes sense to add
urinalysis to rec 1.4.2.
Rec 1.4.3: this was amended just before consultation and I
was not given the opportunity to edit it.
The wording used is “Transfer the woman to obstetric care

added.
Thank you for your comment.
Thank you for your comments. Consent is required for any intervention in labour. It is
also now covered in recommendation 1.1.14 under the general principles for women's
experience in all birth settings. Thus, if a woman refuses to change from physiological
to active then her wishes should be respected. Even if she were bleeding excessively
consent to change to active management is required. The only exception would be if
she collapsed and were unconscious. Finally, recommendation #30 in 'Patient
experience in adult NHS services.' NICE clinical guidance 138 (2012) addresses the
situation of how to manage patients who decline clinical advice.
Thank you for your comment. The GDG suggested that the effect of continuity of care
on both women's satisfaction with birth and caseload midwifery should be research
recommendations in the 2007 guideline. For this guideline update, the GDG prioritised
the effect of enhanced education in the latent stage as described as a research
recommendation.
Thank you for your comment.
Thank you for your comment.
Thank you for your comment. Yes, these recommendations relate to just low-risk
women. We disagree that further specification is necessary in individual
recommendations as it is already clear from sub heading.

Thank you for your comment. This recommendation has now been revised.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comments. We have revised accordingly.

Thank you for your comment. This has been added to the education and early
assessment section.

Thank you for your comment. This has been revised accordingly.

Thank you for your comment. The statement has been revised as suggested.
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including continuous cardiotocography, following the
general principles for transfer of care described in section
1.6, if any of the following are observed on initial
assessment…”. This means that if any one of the features
in the bullet lists is observed, continuous CTG should be
used: is that the intention? Rec 1.4.6 specifies ‘a risk factor
for, or actual, fetal acidosis’ – so please confirm that all
observations listed in rec 1.4.3 do indicate a risk factor for
or actual fetal acidosis.
I suggest the following minor editing changes for the
sentence below the bullet list:
“If none of these are observed, continue under with
midwife-led care (see also recommendation 1.4.6).”
Rec 1.4.6: again, this was amended just before
consultation and not edited. I suggest the following minor
changes:
1.4.6 Do not perform cardiotocography on admission for
low-risk women in suspected or established labour in any
birth setting, unless the initial assessment (see
recommendations 1.4.2 and 1.4.3) indicates that there is a
risk factor for, or actual, fetal acidosis (see
recommendations 1.4.2 and 1.4.3).
We don’t use ‘on admission’ in any other recs – is it OK
here? It implies a birth unit but the rec says ‘any birth
setting’ (although admittedly CTG isn’t available for home
births).
Would it be helpful to also cross-refer to section 1.10 in this
rec? (note that rec 1.4.11 already cross-refers to section
1.10).
See also comments above about consistency with rec
1.4.3.
Rec 1.10.2: this has ‘Do not offer cardiotocography...’,
whereas rec 1.4.6 has ‘Do not perform cardiotocography…’
(see above). Is this different wording OK?
It was pointed out at the editorial meeting that there is no
mention in section 1.12 about expediting birth. Should there
be? Rec 1.12.23 does mention assessing the need for
caesarean section. Are the recs in the ‘Expediting birth’
subsection (1.13.35 to 1.13.38) in the right place?

Rec 1.13.34: there were comments at the editorial meeting
that this rec (about intrauterine resuscitation) is in the
wrong place: it should be in the either Monitoring during
labour or First stage of labour.
This Intrapartum Care Draft Guideline (ICDG) includes
some very positive statements and recommendations, and
these are important to recognise and congratulate in the
first instance. However, the overall focus and steer of the
research, recommendations and evidence selected for
inclusion are very concerning – not just for the women my
organisation represents (many of whom are healthy women
with healthy pregnancies), but for the wider population of
mothers who have no particular preference of birth mode or
setting, and who may be influenced towards choosing a

Developer’s Response
Please respond to each comment

Thank you for your comment. The GDG consider that CTG is not part of AMU/ FMU
equipment so it is only for 'admission to OU'. The GDG have added 'any birth setting' to
discourage its use. We have also inserted a cross-reference to section 1.10.

Thank you for your comment. We have now aligned the two recommendations.

Thank you for your comments. Recommendation 1.12.23, though not updated for 2014,
nevertheless is correct. If there is no progress after 4 hours in the first stage of labour
then consideration should be given to expediting delivery. However, there is only one
way this could be achieved - by caesarean section. So the inclusion of caesarean
section is clearer. The recommendations in section 1.13.35 to 1.13.38 relate to poor
progress in the second stage. In the second stage if delivery needs to be expedited
then it can either be by an operative vaginal delivery or caesarean section. Section 1.12
deals with the first stage and section 1.13 deals with the second stage of labour. They
should be kept separate.
Thank you for your comment. It has now been placed in the monitoring section.

Thank you for your comments. However, caesarean section was not in the scope of this
guideline, and is addressed in another NICE guideline. Please see CG132
http://www.nice.org.uk/guidance/CG132
Place of birth, but not mode of birth for review was prioritised for update in this
guideline. Please see scope in appendix B.
The reason for the use of the word 'advise' is on the basis of the evidence. For
nulliparous women with low risk pregnancies, opting for delivery at home is associated
with a high transfer rates and a worse outcome for the baby. Thus, advising them
against giving birth in that setting is based on the evidence. That does not apply to
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setting without all the available and relevant information to
help them make a truly informed choice about how they
give birth and not just where.
Firstly, I remain concerned that in 2014, almost three years
after the publication of CG132 and a year after the
publication of QS32, NICE guidance on births in England
and Wales is still referring to caesarean (CS) births as one
collective group, and as such, the GDG has identified CS
avoidance in this ICDG as an important benefit that should
be communicated to women.
And yet at the same time (for example), the ICDG goes to
great lengths to recognise and separate the different types
of midwifery-led units (free-standing and adjacent).

Developer’s Response
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multiparous low-risk women. For all low-risk women delivery in hospital is associated
with a higher rate of interventions (instrumental and caesarean section). Both these
forms of delivery are associated with a higher rate of complications in the woman than
spontaneous vaginal delivery. It is the healthcare professional’s duty to act in women’s
best interests and that means advising about the overall benefit and harm ratios, within
the context of respecting autonomy and choice.

In its Introduction, the ICDG states that “the rate of
intervention (instrumental births and caesarean section)
has increased slightly” and then later on, the lower
incidence of these interventions is presented as one of the
reasons to advise women to give birth at home or in MLUs.
In my feedback comments to the NICE Caesarean QS32
(extract at end of this doc and also pages 6-12 of
http://www.nice.org.uk/nicemedia/live/13987/64084/64084.
pdf), my organisation presented in more detail why it is so
important to distinguish between the different types of CS
in all NICE guidance, but in the context of this guideline
specifically, it is important because many women will want
to avoid interventions such as instrumental birth and
emergency CS, and they deserve to be informed that the
likelihood of these occurring is just as much reduced – if
not more so – with an elective CS compared with planned
home birth or birth in a MLU.
This ICDG covers all intrapartum care up to 42 weeks
EGA, and with stillbirth risk increasing in later gestational
ages, why should women not be informed that an elective
CS can reduce this risk? Planned CS deserves a place in
intrapartum care discussions – even in ‘low risk’
pregnancies.
The other reason my organisation wants to highlight
stillbirth risk here is because the Birthplace study, on which
so much of this ICDG is based, did not include stillbirths
that occurred prior to onset of labour. And this is on top of
the fact that there were already cases of intrapartum
stillbirths or early neonatal deaths that ‘may not have been
included’ in the Birthplace study (more info in note 76
below; Concerned that flawed analysis may be used to
restrict birth choices).
This is very important because if a baby dies in utero at 41
weeks EGA while awaiting spontaneous labour at home for
example, but could have been born healthy at 40 weeks
EGA via planned CS, this is information women should
have access to. What were the GDG’s views on this
specific issue of excluding such stillbirth data please?
***
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Discussion about the reconfiguration of maternity services
is evident throughout this ICDG and its supporting
documents, but my organisation maintains that a narrow
focus on vaginal birth, and an overall push for ‘normal birth
at any cost’ is resulting in too many avoidable deaths,
injuries and near misses in NHS maternity care (surveys of
mothers and NHSLA data certainly bear this out), and very
often it is the delay or failure to perform a CS that is to
blame. In August 2012, advice from the RCOG, RCM and
NCT to CCGs was heavily criticised* by other maternity
user groups for encouraging maternity care with minimal
interventions – and that includes epidurals as well as
planned CS – even if this results in more instrumental
deliveries.
Nevertheless, these attitudes are apparent in some of the
text in this ICDG too. How can this be defended by NICE
as evidence based best practice or care excellence?
*New RCOG guidance urges CCGs to increase births
without epidurals and reduce caesarean rates to 20%
http://birthtraumacanada.org/resources/12-Aug24+RCOG+CCG+Press+Release+Final.pdf
Ideological goals and percentage targets for the number of
births delivered vaginally has never been part of NICE’s
remit, but with some of the contents and wording of this
ICDG, my organisation is concerned that NICE is fast
becoming the latest group to fall in line with the ideological
push for more ‘normal’ births and fewer interventions
(including epidurals and elective CS). My organisation’s
understanding is that NICE stands for care “excellence”,
not care that is ‘normal’ or ‘natural’ only, and I hope to be
reassured in the responses to my comments that when it
comes to childbirth, excellence of care for every woman
and every birth choice is at the heart of this guideline.
***
This guideline is for the care of “healthy women”, and my
organisation is concerned that there is an overarching plan
in this ICDG to expose these women to a greater degree of
risk (e.g. requiring ambulatory transfer during labour) and
reduced choice (e.g. no immediate access to epidurals and
CS) by using the word “advise” instead of “offer” in the
homebirth and MLU recommendations. These women have
just as much to lose as ‘high risk’ women (i.e. their baby’s
and their own health) and they can still experience suffering
should unpredictable and unexpected complications arise.
My organisation’s experience from examining the views of
women is that many perceive birth as being inherently risky
and the majority still want to give birth in hospital where
access to emergency care is most readily available –
regardless of whether their pregnancy has been labelled
‘low’ or ‘high’ risk. Would NICE agree that this ICDG
presents an assumption that all (or certainly most) women
will agree with the perception that birth is inherently safe with intervention needed only rarely - for ‘low risk’
pregnancies?
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***
Section 3 “Place of birth” is dedicated to birth setting, which
appears to reflect a professional interest rather than a
primarily patient interest. Most women choose an OU to
give birth in; and despite decades of efforts by the NCT and
RCM to convince mothers otherwise, it remains a very
small minority who choose homebirth or indeed MLUs. This
ICDG seems to propose that if offering women these
options has not been sufficient to increase take up, then
they should be ‘advised’ to do so. My organisation is
seriously concerned that if this draft wording remains,
women will be bullied into labouring in a birth setting that is
not their own personal preference.
Interestingly, even the 2011 Birthplace study itself, which
features heavily in this ICDG, only concluded that women
should be ‘offered’ different settings, which is very different
to advising them about where and how to give birth: “The
results support a policy of offering healthy women with low
risk pregnancies a choice of birth setting.”
***
Has NICE considered that it may not be asking the right
questions in some places throughout this ICDG? What
women care most about are the overall short- and longterm outcomes for their baby’s and their own health, and
yet the focus in this ICDG is predominantly on where
women give birth (not how), and how any reconfiguration
of services might make (or be seen to make) maternity care
more cost-effective for the NHS.
In Greece for example, a country with one of the lowest
stillbirth and maternal mortality rates in the world, its
elective and emergency CS % rates are reported to be the
opposite of ours (i.e. a higher rate of planned CS and a
lower rate of emergency CS)*. My organisation views this
as a reconfiguration of services and outcomes that would
be worthwhile investigating in any discussion on
intrapartum care. Does the GDG agree?
*Reducing mortality is not as simple as low cesarean rate
good, high cesarean rate bad 14 February 2013
Or is it possibly the case, as Australian doctors alluded to
back in 2003, that there are some questions that some
maternity professionals simply don’t want to discover the
answers to (i.e. “What a disaster it would be if it was found
elective cesarean was safer than vaginal birth.”)?
*Robson & Ellwood, “Should Obstetricians Support a ‘term
Cephalic trial’?” Australian and New Zealand Journal of
Obstetrics and Gynaecology 2003.
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“Giving birth is a life-changing event”.
My organisation has concerns that it is too readily accepted
that this statement includes the ‘natural’ pelvic floor
damage that occurs in childbirth, which can leave women
with short- and long-term urinary and/or anal incontinence,
prolapse or sexual health problems. Yes, having a baby

Thank you for your comments. The long term outcome of birth, including pelvic floor
injury, was not prioritised for this guideline update. Please see scope in appendix B.

PLEASE NOTE: Comments received in the course of consultations carried out by the Institute are published in the interests of openness and transparency, and to promote understanding of how recommendations are developed. The comments are published
as a record of the submissions that the Institute has received, and are not endorsed by the Institute, its officers or advisory committees.

26 of 216

Stakeholder

Or
der
No

Docu
ment

Section
No

Page
No

Comments
Please insert each new comment in a new row.

Developer’s Response
Please respond to each comment

can and does change your life, but the birth process itself
doesn’t always have to, and the risk of pelvic floor damage
deserves greater prominence in discussions with these
healthy women, especially since they are likely to live
longer and have more active lives than ever before in
history.
Elective
Caesarean

3

NICE

General

3

“Good communication”. Suggest changing to “Balanced
(or) Unbiased communication” or making it clearer
elsewhere just what defines “Good”. The risks of PVD are
still understated and the risks of PCD over-exaggerated in
antenatal communication, despite 2011 CG132 NICE
guidance.
Alternatively, suggest adding words in bold to this
sentence, “Good communication, a balanced and
individualised assessment of risks, support…”

Thank you for your comments. The GDG considered this was the best wording for this
recommendation.
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NICE

General

3

Re: “having her wishes respected”. Excellent to include,
and should cover the whole spectrum of birth choices.

Thank you for your comment.

Elective
Caesarean

5

NICE

General

3

There is an inherent assumption that all healthy women
want to or should wait until they “go into labour at term (3742 weeks)”. The risk of stillbirth increases after 38-39
week’s gestation (though women are rarely informed of
this) and a ‘wait and see’ approach simply because the
woman is “healthy” should not be presented as the only
option. NICE’s 2011 CG132 guidance and 2013 QS32
make it clear that women who request a CS should be
supported in their choice, but given that this guideline is
“Intrapartum Care”, surely planned CS is still an option that
should be discussed with women – based on their
individual circumstances (e.g. maternal age, family plans)
and also their own attitude to risk – if they have not gone
into labour naturally by 39-40 weeks’ EGA?

Thank you for your comments. However, caesarean section was not in the scope of this
guideline, and is addressed in another NICE guideline. Please see CG132
http://www.nice.org.uk/guidance/CG132.

Appen
dix Q

Re: “Most women (about two thirds) go into labour
spontaneously”. This leaves a substantial number of
women who do not, and therefore at 39-40 weeks EGA,
there are three routes available to these women:
1. Await spontaneous labour up to 42 weeks EGA
2. Induce labour
3. Schedule an elective CS
My organisation’s concern is that this ICDG leans heavily
towards the first two options, as though they are the only
viable options, with little or no information about the third
option.
NICE may answer here that CS birth is covered by the very
separate guideline CG132, but not only does this miss the
point that CS has a legitimate place in all intrapartum care,
including ‘low risk’ pregnancies and especially when
decision-making at term is occurring (and risk factors may
or may not have changed), but it is noticeable in Appendix
Q of this ICDG that planned home birth was included in the
2004 NICE CS guideline recommendations:
“during their discussions about options for birth, healthy
pregnant women with anticipated uncomplicated
pregnancies should be informed that delivering at home
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reduced the likelihood of CS.’
My organisation believes it is only logical and fair therefore
that planned CS should be included in an Intrapartum Care
guideline that has a very heavy focus on homebirth and
MLUs. Women should be informed ‘during their discussions
about options for birth’ that ‘planned CS at 39-40 weeks
EGA reduces the likelihood of emergency CS, instrumental
VD, transfer during labour, pelvic floor damage and
stillbirth.*
*Evidence/research papers cited in chapter 4 of ‘Choosing
Cesarean, A Natural Birth Plan (Prometheus Books 2012).
Full list can be provided if required.
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NICE

General

3

Re: “new evidence becoming available”
Did NICE search for any new evidence on planned CS
versus planned VD or on pelvic floor morbidity regardless
of setting?

Thank you for your comments. Place of birth was prioritised for this guideline update,
however mode of birth was not. Please see scope in appendix B.
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NICE

General

3

“It is important that the woman is given information and
advice about all available settings… so that she is able to
make a fully informed decision.”
See note 5 above. There appears to be no information
being provided about the OU setting of a planned CS birth,
and yet this does have benefits, including for healthy
women, as noted in CG132. My organisation is curious –
why is this NICE ICDG focusing so heavily on the “home”
and “MLU” settings (and the OU setting for VD only) given
the body of evidence that led to it recommending support
for maternal request CS in 2011?

Thank you for your comments. Place of birth was prioritised for this guideline update,
however mode of birth was not. Please see scope in appendix B.
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NICE

General

3

“Uncertainty and inconsistency of care has been identified
in a number of areas, such as choosing place* of birth…”.
Please insert the words “and mode” or “and type” after
“place”. How a woman gives birth is just as, if not more,
important to her as where she gives birth, and despite the
NICE 2011 CG132 recommendations on maternal request,
my organisation still hears from women whose CS request
is being or has been refused.

Thank you for your comments. Place of birth was prioritised for this guideline update,
however mode of birth was not. Please see scope in appendix B.
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NICE

General

4

Re: “guideline is intended to cover the care of healthy
women with uncomplicated pregnancies entering labour at
low risk of developing intrapartum complications.”
1. This is somewhat confusing since the guideline clearly
makes recommendations for advising women to give birth
at home or in MLUs, and these types of discussions will
have commenced long before pregnancies are “entering
labour”. In fact, most women will discuss place and mode
of birth in some of their earliest antenatal meetings. Would
the GDG agree that ‘entering labour’ is not an optimum
time for these discussions to occur and if so, would the
GDG also agree that planned CS has a place when
discussing the risks and benefits of different birth settings
and birth modes?

Thank you for your comments. Regarding your first point, the first eleven
recommendations of the guideline relate to discussions with women before labour in
order to help them plan their place of birth. Regarding your second point, we have been
explicit about how the protocols were developed, the literature searched and the
relevant publications that were included and excluded in the evidence reviews. The
study to which you refer was excluded for valid reasons as described in Appendix H
['Wrong population - this study compares perinatal mortality and morbidity between low
risk pregnancies attended by midwives in primary care and high risk pregnancies
attended by obstetricians in secondary care (exclude for all comparisons)']. The GDG
considered that the populations were different in terms of the intervention and
comparison, as it was low risk women versus high risk women.

2. There is a view that no pregnancy can truly be described
as “low risk” without the benefit of hindsight, and notably,
the GDG decided to exclude a very important Dutch study
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(Evers et al), which compared the outcomes of babies
following ‘low risk’ and ‘high risk’ births and concluded that
the latter had better outcomes. The fact that one population
was cared for by doctors and the other by midwives should
not have been grounds for exclusion because the key point
is that low risk can become high risk at any point in labour,
and women deserve to be properly informed of this fact.
Elective
Caesarean

10

NICE

General

4

Re: “Aspects of intrapartum care for women at risk of
developing intrapartum complications are covered by a
range of guidelines on specific conditions (see section
3.2)”.
Firstly, ALL women are at risk of developing intrapartum
complications, even those with ‘low risk’ pregnancies; and
again, women deserve to be properly informed of this.

Thank you for your comments. However, caesarean section was not in the scope of this
guideline, and is addressed in another NICE guideline. Please see CG132
http://www.nice.org.uk/guidance/CG132.

Secondly, section 3.2 refers to CG132, but this CS
guidance includes healthy women requesting a CS, so
there is an indisputable crossover. My organisation does
not think it is helpful that this guideline seeks to
compartmentalise CS birth as something entirely ‘separate’
and ‘not the norm’ for healthy women, when in fact more
women request elective CS than choose home birth
(NICE’s own figures), and NICE itself has recommended
that women should be supported in this choice.
If NICE does not refer to and include CS choice in this
guideline, it gives the impression that vaginal birth is how
woman ‘should’ give birth, and means the guidance is in
danger of a) being used against women who seek a CS
and b) giving ‘evidence-based’ support for vaginal birth of
any kind becoming a key measure of a ‘good outcomes’,
which it isn’t.
Elective
Caesarean

11

NICE

General

5

“Patients should have the opportunity to make informed
decisions about their care and treatment”. Excellent
statement for inclusion and my organisation hopes that it
reflects mode and not just place or birth, and also that it
takes into account the fact that a woman’s decision can
alter throughout pregnancy and even after her labour has
commenced. My organisation is aware of numerous cases
for example where a woman planned a VD but then (in late
gestation or during stalled labour) changed her mind and
requested a CS, but this request was refused and seriously
adverse consequences were the result.

Thank you for your comments. The specific circumstance you cite of woman requesting
a caesarean section in late pregnancy or even in labour is not covered by the scope for
the guideline. In addition, NICE guidelines cannot cover every individual situation and
we expect health professionals to make individualised assessments and plans. Adverse
outcomes can occur both after vaginal and caesarean delivery.

Elective
Caesarean

12

NICE

General

6

Excellent statement in paragraph 2 regarding NICE’s
expectation that discussions with patients should include
the woman’s “values and preferences”. It would be
interesting therefore to better understand how the GDG
came to the decision to use the word ‘advise’ in its
recommendations instead of ‘offer’ or ‘support’ in light of
paragraphs such as this one?

Thank you for your comment. The term "advise" is frequently used in situations where
the GDG considered that there was a risk or benefit to be communicated to the women.

Elective
Caesarean

13

NICE

General

6

Explanation of NICE’s recommendation strengths here is
very useful, and for “offer” and “advise” it states that NICE
is therefore “confident that… an intervention will do more
good than harm, and be cost effective.”

Thank you for your comment. The scope of the guideline required the GDG to address
the place of birth and not the mode of birth. If a woman requests an elective caesarean
section it should be made clear in the information provided that this is only available in
the obstetric unit. However, caesarean section was not in the scope of this guideline,
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Importantly however, there remains a distinction in the
English language between offering something to a patient
and advising it. NICE recommended that CS be offered to
women who request it, and yet this guideline suggests that
homebirth and MLU settings should be advised for large
groups of women – whether or not they have personally
requested it…

and is addressed in another NICE guideline. Please see CG132
http://www.nice.org.uk/guidance/CG132.

NICE may respond here that there has never been a large
study carried out on maternal request CS, in the same vein
as the Birthplace study, but if this is the case, would NICE
agree that such a study should be recommended?
It may be hampered by the fact that there are cases where
maternal request is not accurately recorded (e.g. in some
cases it is recorded as a medical reason in order to avert
professional criticism) but at least there would be minimal
chance of data being lost during transfer /or when
complications arise. Or would NICE consider adding a fifth
“setting” to its intrapartum care research list going forward
(e.g. Obstetric Theatre/ OT)?
Elective
Caesarean

14

NICE

General

010

“Advise low-risk multiparous women to plan to give birth at
home or in a midwifery-led unit (freestanding or
alongside).” Please change “advise” to “offer”. E.g.
‘Offer low-risk multiparous women the option of planning
to give birth…’
“Explain that this is because the rate of interventions is
lower…”
Why is the assumption that low intervention rates is a
primary concern for women (especially given that one
important intervention many women do want access to is
an epidural, and the fact that more women currently choose
a CS than choose homebirth), and where has the evidence
for making this assumption come from?
Also, even women who do want to avoid interventions often
still want those interventions immediately accessible in the
event that they are needed – and do not want to transfer to
an obstetric unit in order to access them.
“…and the outcome for the baby is no different compared
with an obstetric unit.”
This is a highly debatable statement, and one that my
organisation does not agree with given the wider evidence
that exists outside of the Birthplace study.

Thank you for your comments. However, healthcare professionals have a duty to act in
patients' best interests and that means advising about the overall benefit and harm
ratios, of course within the context of respecting autonomy and choice.
NICE guidance is drawn up based on the best available evidence and this guidance
was not based on one (albeit large and relevant) study.
It is because the evidence demonstrates that giving birth in an OU is associated with
higher intervention rates for all women, that a midwifery-led unit is safer for a
nulliparous woman's baby and is associated with a lower chance of transfer than a
home birth, and that for multiparous women there is no evidence of greater risks in
association with home birth, that 'advise' was chosen rather than 'offer' for these
different groups. In contrast, all women can decline the advice and the guideline
recommends that women should be supported in their choice irrespective of the advice
they have received.
Please note that the recommendation that you mention has been merged and the final
recommendation now reads:


Explain to both multiparous and nulliparous women that they may choose
any birth setting (home, freestanding midwifery unit, alongside midwifery
unit or obstetric unit), and support them in their choice of setting wherever
they choose to give birth:
o

Advise low-risk multiparous women that planning to give birth at
home or in a midwifery-led unit (freestanding or alongside) is
particularly suitable for them because the rate of interventions is
lower and the outcome for the baby is no different compared with
an obstetric unit.

o

Advise low-risk nulliparous women that planning to give birth in a
midwifery-led unit (freestanding or alongside) is particularly suitable
for them because the rate of interventions is lower and the outcome
for the baby is no different compared with an obstetric unit. Explain
that if they plan birth at home there is a small increase in the risk of
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an adverse outcome for the baby. [new 2014]

Elective
Caesarean

15

NICE

General

010

“so that the woman is in control, is listened to…” [and]
“choices to be made when giving birth”.
This is not consistently happening when women request or
choose a CS birth, and this guideline’s focus on ‘where’ a
woman gives birth ‘vaginally’ does little to help this
situation. Why should a woman choosing one birth mode or
setting be any more ‘in control’ or ‘listened to’ than any
other? Isn’t NICE in danger of prioritising and advocating
one birth choice over another one in this ICDG?

Thank you for your comments. However, caesarean section was not in the scope of this
guideline, and is addressed in another NICE guideline. Please see CG132
http://www.nice.org.uk/guidance/CG132

Elective
Caesarean

16

NICE

General

010

“Maternity services should provide a model of care…
identify overstaffing or understaffing by using workforce
models and/or woman-to-midwife ratios”
Shouldn’t any such workforce planning model also include
safe and appropriate woman-to-obstetrician and woman-toconsultant ratios too? What about consultant care
availability overnight and at weekends for example? The
focus here appears to be on midwives, but this is not the
whole picture, and is certainly not the only area of
shortage. Any discussion on the reconfiguration of
maternity services must surely extend beyond the limits of
midwifery-led care for all ‘low risk’ women?

Thank you for your comment. Please see recommendation 1.1.16 on configuration of
maternity services for one to one care and NICE guideline on safe midwifery staffing for
maternity services to be published in January 2015. Reconfiguration of maternity
services was not within the scope of this guideline

Elective
Caesarean

17

NICE

General

11

“Ensure… robust protocols… for transfer of care between
settings”.
My organisation would like to propose that there is the
same robustness for transfer of care between providers
(i.e. midwives and obstetricians) too. It can be very difficult
for ‘low risk’ women to gain access to obstetricians, both
before and during labour, and it should not be the case that
midwifery-led care is the only model of care that every ‘low
risk’ woman must experience. Midwives are less risk
averse than many doctors*, and women considering a CS
birth may prefer to discuss their reasons directly with a
doctor sooner than is very often allowed.
*Cesarean Delivery or Vaginal Birth: A Survey of Patient
and Clinician thresholds. 2007
http://www.ncbi.nlm.nih.gov/pubmed/17197589

Thank you for your comments. Place of birth was prioritised for this guideline update,
however mode of birth was not. Please see scope in appendix B. Caesarean section
was not in the scope of this guideline, and is addressed in another NICE guideline.
Please see CG132 http://www.nice.org.uk/guidance/CG132

Elective
Caesarean

18

NICE

General

11

“Do not offer or advise clinical intervention…if progressing
normally and the woman and baby are well.”

Thank you for your comments. This section of the guideline was not updated. However,
the recommendation to which you refer (1.12.1 in NICE guideline) applies to the
management provided during the first stage of labour and advises that no intervention is
necessary if progress is normal.

This needs to be clearer – is NICE saying (for example),
‘don’t offer (or advise) an epidural to women who haven’t
asked for one’, or is it saying, ‘if a woman asks for an
epidural, don’t offer one and explain that it is not advisable
since the labour is progressing normally’ etc.?
The latter would be highly subjective, and appears to
contradict other guideline areas re: listening to women and
respecting their choices.
Elective
Caesarean

19

NICE

General

11

Re: “Delayed cord clamping support in third stage of
labour”
My organisation does not seek to criticise this new “key

Thank you for your comments. We think the recommendations in the guideline are
evidence based in as much as there was evidence to review when the
recommendations were being developed.
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priority” but it is noteworthy that this guideline is very keen
to support ‘natural’ birth choices while clamping down on
medical interventions. One set of choices should not be
provided at the expense of another set of choices, and my
organisation would hope that NICE remains independent of
the undeniable ‘politics of birth’ that exist around clinical
evidence.
NICE guidance is supposed to be evidence based, and
aiming for excellence in care, and the evidence is clear that
intervention can be a very good thing*, and can offer many
women – including those with ‘low risk’ pregnancies –
highly satisfactory outcomes.
*Mothers' Satisfaction with Planned Vaginal and Planned
Cesarean Birth (Blomquist et al). Am J Perinatol. 2011 Mar
4 (also see note 67 below).
Elective
Caesarean

20

NICE

1.1

12

Re: “birth is generally very safe”
Life is generally very safe but we are still informed of risks
and choices that might reduce risks in all other aspects of
our lives. All reproductive choices carry risks, and many
involve medical intervention that is welcomed by women.
Why does NICE propose treating birth so differently?

Thank you for your comments. Place of birth, but not mode of birth was prioritised for
review in this guideline. Pelvic floor injury was also not prioritised for update. Please see
scope in appendix B.
However, the GDG considered and ranked morbidities and both instrumental delivery
rates and perineal trauma are there (indirect measures of long term pelvic floor
damage).

The statement above is also a very controversial one
because it depends on the definition of 'safe'. A woman
suffering with severe prolapse after a 'normal' spontaneous
vaginal birth or and a woman whose baby’s heart rate
decelerated and needed resuscitation may not feel that the
birth was very safe, but statistically, her birth will appear in
a ‘positive’ tick box for data collection purposes.
My organisation feels strongly that the deliberate exclusion
of permanent and often symptomatic, pelvic floor damage
associated with all vaginal births can appear very
disingenuous in guidelines such as this one, especially
when vaginal birth is constantly presented as more ‘safe’
than planned CS. The latter assertion is highly debatable in
the experience of many women, and certainly many babies.
Again, it depends on how ‘safe’ is defined and what
parameters are used, which can be highly subjective.
Elective
Caesarean

21

NICE

1.1.2

12

Suggest addition of words in bold here: “wherever and
however she chooses to give birth”

Thank you for your comments. Place of birth, but not mode of birth was prioritised for
review in this guideline. Please see scope in appendix B.

Elective
Caesarean

22

NICE

1.1.3

12

“the outcome for the baby is no different compared with an
obstetric unit”
“there are no differences in outcomes for the baby
associated with planning birth in any setting”

Thank you for your comments. Home birth in a nulliparous woman is associated with an
increased risk of serious medical complication in the baby compared to birth in all other
settings. There is no difference in baby outcome for multiparous women in any setting.
Mode of birth was not prioritised for update in this guideline. Please see scope in
appendix B.

1.1.4
1.1.5

My organisation is unconvinced by these statements and
would like to add that there are differences in outcomes for
babies when the type of birth is considered, and not just
place of birth. There is evidence that planned CS at 39-40
weeks EGA has better outcomes than PVD, so unless CS
is included in intrapartum care comparisons, it is
disingenuous to make such categorical statements about
the care in an obstetric unit.
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23

NICE

1.1.6

14

Suggest addition of word in bold here: “planning vaginal
birth in an obstetric unit…”

Thank you for your comments. Place of birth was prioritised for this guideline update,
however mode of birth was not. Please see scope in appendix B.

Elective
Caesarean

24

NICE

1.1.7

15

Re: “types and frequencies of serious medical problems
that can affect babies… provide this information to women
if they request it”

Thank you for your comments. The GDG felt that because these complications affect
less than 1% of babies born it should not be part of the information routinely given to
women since it would misrepresent the likelihood of these outcomes.

Stakeholder

Comments
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Why are women only to be informed of these risks if they
request it?
Elective
Caesarean

25

NICE

1.1.9

16

Table 5 referred to here – for “likelihood of being
transferred to an obstetric unit” appears to be misleading.
Transfer rates are actually quite high – around 45% for
nulliparous women planning to deliver at home (36.3%
FMUs and 40.2% AMUs), and for multiparous women, 12%
from home and 9.4% from FMUs and 12.5% from AMUs.
Yet Table 5 presents very low percentage rates – this could
confuse women and lull them into a false sense of security.

Thank you for your comments. The table has now been changed and is much clearer. It
now uses the total number of transfers in each of the three non-obstetric settings as the
denominator and the primary reason/indication for transfer as the numerator.

Can NICE explain why the larger transfer rates are not
clearer in the ICDG table?
Elective
Caesarean

26

NICE

1.1.15

22

Re: “do not disclose personal views or judgements about
her choices”. Can the GDG confirm that they also had
planned CS in an obstetric setting in mind when they wrote
this?
Also, the problem is wider than just ‘personal’ views and
judgements, given that professional views and judgements
can be highly critical of maternal request too.

Thank you for your comments. However, caesarean section was not in the scope of this
guideline, and is addressed in another NICE guideline. Please see CG132
http://www.nice.org.uk/guidance/CG132.

Elective
Caesarean

27

NICE

1.1.16

22

Re: “provide a model of care that supports one-to-one care
in labour”. This is an excellent recommendation but my
organisation has concerns about how feasible this will be in
practice. What specific proposals do NICE/the GDG have
to ensure that this happens?

Thank you for your comment. The GDG were very aware of these issues and
acknowledge your concerns. These issues will be considered by NICE’s
implementation and costing teams as tools may not be developed to address all
stakeholder concerns.

Elective
Caesarean

28

NICE

1.2.1

23

“Ensure that the woman is in control of… what is
happening to her”. This is a worthy recommendation, but
my organisation’s concern is that women in labour cannot
always be “in control” because Mother Nature or ‘luck’
ultimately have the greatest power. The idea that women
can be ‘in control’ of labour and that their bodies are
perfectly ‘designed to give birth’ can be problematic
sometimes, and when interventions are needed, women
are left feeling like failures or that their inherent control was
‘taken away from them’.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Elective
Caesarean

29

NICE

1.3.4

25

Re: “Consider providing all low-risk women with an early
assessment of labour…” &
“determine if the woman may need obstetric care in an
obstetric unit, carry out an initial assessment that
comprises”

Thank you for your comments. In most cases a cord presentation will be diagnosed on
vaginal examination though some women may have had a late pregnancy scan. The
value of a scan in late pregnancy was not prioritised for this guideline update.

1.4.2

27

Section 1.4.3 (p.28) refers to observations including “any
abnormal presentation, including cord presentation” but it is
unclear how this should be assessed. The NHS maternity
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service doesn’t currently provide late term ultrasound
scans, so it is unlikely that this is what 1.4.3 refers to for
low risk women. Please advise?
It surprises my organisation, given the growing excellent
research into pre-labour ultrasound assessment, that NICE
does not appear to have considered this for the women
covered by this guideline. For example, a late gestational
age scan can more accurately assess the position of the
umbilical cord and identify any knots within it than ever
before; also amniotic fluid levels and the baby’s position
can often be assessed.
This is an example of where an offered intervention (not all
women will want it) can have very good outcomes for
women and babies as it helps to assess likelihood of
spontaneous and uncomplicated labour occurring, and can
help to avoid foetal distress, prolonged labour, instrumental
delivery and/or emergency CS, and the infant and maternal
birth injuries associated with those.
There is a cost for this, but since this DG supports the
option of midwives travelling out to women’s homes for
their assessment of labour (1.3.4) regardless of planned
place of birth or providing a one-to-one midwifery
assessment “for a minimum of 1 hour”, an ultrasound
assessment for women who would like this is surely equally
feasible? It is at least something worth examining in the
near future?
Elective
Caesarean

30

NICE

1.3.6

26

Excellent recommendation to “ask the woman about the
baby’s movements”; suggest also adding a reassurance
about epidural pain relief here too – e.g. “assure the
woman that an epidural will be provided if requested.”

Thank you for your comments. The issue of the availability of epidural (or lack of it) in
different birth settings is addressed in the place of birth recommendation 1.1.9 in the
NICE guideline.

Elective
Caesarean

31

NICE

1.3.8

26

“offer her…analgesia if needed”. Suggest adding “if needed
or requested”

Elective
Caesarean

32

NICE

1.4.2

27

Suggest addition text here: “determine if the woman may
need or want/prefer obstetric care”

Thank you for your comment. However, your suggestion is already addressed in
recommendation 1.9.3 in the NICE guideline which states ‘If a woman in labour asks for
regional analgesia, comply with her request. This includes women in severe pain in the
first stage of labour.’ The recommendation to which you refer relates to assessment in
the latent phase of labour when it is appropriate to offer analgesia should it be needed
later in the labour.
Thank you for your comment. This recommendation has been revised in light of
stakeholder comments.

Elective
Caesarean

33

NICE

1.4.2

28

“Observations of the unborn baby”
The detection rate of nuchal cord abnormalities is steadily
increasing with improvements in ultrasound technology. In
his work, Professor J H Collins MD, Founder & Chair
Pregnancy Institute in the United States has said,
“Umbilical Cord Accidents can be prenatally diagnosed with
clinical signs, fetal heart rate monitoring and ultrasound.”

Thank you for your comment. The use of ultrasound in the detection rate of nuchal
cord was outside of the scope of this guideline update.

Did the NICE GDG review any information and evidence
such as that presented below?
(Sonography of the Placenta And Umbilical Cord. Bettye
Wilson. Radiologic Technology March/April 2008, Vol.
79/No. 4)

Umbilical cord accidents cannot all be prenatally diagnosed, and many can be
successfully dealt with in labour if they occur (e.g. if detected on heart monitoring by IA
or CTG, or found on vaginal examination, particularly after ARM which is undertaken in
obstetric settings). The GDG consider that prolapse of the cord is not as common as 1
in 300 births to low risk women in normal labour at term; it is much higher in

The guideline also did not examine issues about screening for nuchal cord or other cord
abnormalities as this was also outside of scope of this guideline update. Screening is
the responsibility of the National Screening Committee and they have not
recommended screening for cord abnormalities.
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1.) Umbilical Cord Abnormalities
Abnormalities involving the umbilical cord include:
-Abnormal insertion.
-Vasa previa.
-Abnormal composition.
-Cysts, hematomas and masses.
-Umbilical cord thrombosis.
-Coiling, collapse, knotting and prolapse.
…A normal cord has a single vein and 2 arteries that have
a twisted, rope-like appearance. Absence of twisting
often is associated with a decrease in
fetal movement and a poor pregnancy prognosis.
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prematurity, twins, fetal abnormalities and polyhydramnios - all reasons to transfer into
obstetric care. Cord prolapse was not specified as such in the Birthplace study, but if it
had an impact, this would have been reflected in the overall neonatal outcomes. We
have clarified the details of the guidance about ‘a high head’ being a reason for transfer
into obstetric care
There are always risks and benefits to any intervention. Likewise morbidity and mortality
following elective CS cannot all be predicted or prevented. Elective CS is an
intervention that precedes labour, and is addressed in another NICE guideline. Please
see CG132 http://www.nice.org.uk/guidance/CG132

2.) … e.g. Prolapse of the umbilical cord is a birth
complication that occurs in approximately 1 out of every
300 births. The condition occurs when the umbilical cord
slips through the cervical os into the vagina after the
membranes have ruptured. When this happens the fetus
can put pressure on the cord during delivery, essentially
shutting off the fetal blood supply and causing hypoxia.
This condition can be fatal unless the fetus is delivered
promptly.
3.) True knots occur in approximately 1% of pregnancies,
with the highest rate occurring in monoamnionic twins.
False knots are more common.24 False knots are simply
kinks in the umbilical cord and are not associated with
pregnancy complications.
True knots occur as the result of fetal movement. These
knots are thought to develop during early pregnancy when
there is more amnionic fluid and the fetus is small enough
to perform quite acrobatic maneuvers. True knots also are
associated with advanced maternal
age, multiparity and lengthy umbilical cords. There is a
4-fold increase in fetal demise when a true knot is
present. This is probably caused by compression
of the cord vessels when the knot tightens. Umbilical
cord knots can be readily identified sonographically.
When a true umbilical cord knot is identified, cesarean
delivery often is performed.
The research above is an example of why my organisation
believes that discussions about planned CS have a
legitimate place in any NICE intrapartum care guideline – if
the emphasis truly is on providing best infant and maternal
health outcomes and “excellence” in care. So why has
NICE chosen instead to focus on place of birth and
measuring benefits in terms of reducing medical
intervention and increasing rates of vaginal birth?
Also, in 2008, Professor James Drife* raised concerns that
“Obstetricians have acquiesced too readily at being
excluded from so-called “low-risk” pregnancy, where most
stillbirths occur. These attictudes have been described as
“giving up on getting better”[16] Sooner or later women will
demand improvement, probably through the courts [4], but
surely we do not have to wait for litigation for a public
enquiry before we take action.”
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*Can we reduce perinatal mortality in the UK?
http://informahealthcare.com/doi/pdf/10.1586/17474108.3.1
.1
What is the GDG’s response to the concerns above? Given
that the Birthplace study actually excluded all stillbirths
prior to the onset of labour (stillbirths that, in late gestation,
at full term, will have been just as devastating losses for
families as those that occur during labour), is NICE
convinced that this ICDG goes far enough in its efforts to
reduce stillbirth in all ‘low risk’ pregnancies?
Elective
Caesarean

34

NICE

1.4.2

28

“Palpate the woman’s abdomen to determine…”
Did the GDG also consider and discuss possible ultrasound
assessment in this context?

Thank you for your comment. Ultrasound assessment in this context was outside of the
scope of this guideline update. Please see scope in appendix B.

Elective
Caesarean

35

NICE

1.4.3

29

Suggested text in bold: “If none of these are observed,
continue under midwife care unless the woman is
requesting transfer.”

Thank you for your comment. The recommendation has been revised accordingly.

Elective
Caesarean

36

NICE

1.4.3

29

Re: “suspected intrauterine growth restriction or
macrosomia”
My organisation welcomes this recommendation, but would
like to also see planned CS included in discussions with
women with suspected macrasomia – and not simply
transfer to an OU setting with the expectation that vaginal
delivery is and should be the continued priority.

Thank you for your comments. This recommendation comes from the 'Initial
assessment' section of the guideline. If a woman is recognised in that process to have a
growth restricted or macrosomic fetus then she is no longer 'low risk' and the guideline
does not apply to her. Please note that a clinical guideline on intrapartum care for high
risk women has been commissioned by NICE and will resume development in 2015.
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NICE

1.5.1

30

“Transfer the woman… unless the risks of transfer
outweigh the benefits” This is concerning in the context of a
woman who is requesting transfer for epidural pain relief
who may be advised that the risks of transfer outweigh her
desire for analgesic pain relief.

Elective
Caesarean

38

NICE

1.8.1

34

“ensure their care supports the woman’s choice” Excellent
recommendation; though again in practice, women are
frequently denied pain relief in labour and so concerns
remain.

Thank you for your comments. Such a request would be managed on the basis of the
circumstances. If the fetal head is visible when she makes her request for an epidural
then it would be ill advised to transfer the woman in those circumstances because 'the
risks of transfer outweigh the benefits'. There is a greater risk of an uncontrolled vaginal
delivery during transfer with the risk of perineal trauma to the woman and it would be
too late for the epidural anyway. Conversely if the woman is in early labour then transfer
for regional analgesia could be discussed and arranged.
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline.

Elective
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NICE

1.10.33

49

“Conservative measures… if there are any concerns about
the baby’s wellbeing”.
Why is there no proposed discussion at least of a CS birth
at this point?
My organisation is not suggesting a ‘CS for all approach’
and evidently, CS is not something that many women want
to even consider until absolutely necessary, but there will
be many women who would be open to the procedure, and
may be more than willing to opt for this intervention at an
earlier stage of ‘concerns about baby’s wellbeing’ than
others.
Would the GDG agree that unless this is included in
discussions with women, they cannot truly be being
provided with all available information and all available
choices?

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
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The GDG feel the changes now make the recommendations clearer to follow and
implement.
The need to expedite birth is clearly stated in the recommendations. It is inappropriate
for the mode to be specified. Caesarean section is not the only option. If the woman is
fully dilated an assisted vaginal delivery may be the better option.

Elective
Caesarean

40

NICE

1.10.39

50

“Fetal blood sampling…can help to reduce the need for…
interventions, in particular a caesarean section”. This may
be true but women should also be informed that delaying a
CS can also have risks for their baby. Again, my
organisation is not suggesting a CS approach in all cases
of fetal concern, but discussions about management
decisions in the care of the unborn baby should include
elective CS, as these are associated with much lower risks
than emergency CS.

Thank you for your comment. We have changed the wording as you have suggested.

Suggest adding word to the above: “in particular an
emergency caesarean section”.
Elective
Caesarean

41

NICE

1.12.8

56

It is disappointing that the word “consideration” here was
not changed to “support” (or similar) in the context of a
woman’s desire for pain relief.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Elective
Caesarean

42

NICE

1.13.16

62

It is disappointing that for discussions about a woman’s
“future mode of birth”, NICE has not included/added
planned CS in the list here. It is also very telling that the
emphasis on maternity care is always predominantly in the
context of ‘vaginal birth’ as the ideal end goal. Until this
changes NICE guidelines such as this cannot possibly
provide all the information for women to make a truly
‘informed choice’ when planning how and where to give
birth.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Elective
Caesarean

43

NICE

1.13.33

64

“Advise the woman to have a caesarean section if vaginal
birth is not possible”. There are opportunities earlier than
this for ‘offering’ (not ‘advising’) women to have a CS when
there are already signs that vaginal birth may not be
possible. Why does the NICE GDG advise waiting until this
very latest point to bring CS up in discussions with women?

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Elective
Caesarean

44

NICE

1.13.35

64

“Expediting birth”. The words ‘casearean section’ are
notably absent from this section. Why is this?

Elective
Caesarean

45

Full

General

20

Emergency and elective CS % rates are not separated
here – why is the importance of this distinction still lost on
NICE, even after 2011’s CG132 and 2013’s QS32?

Thank you for your comment. The GDG consider that this is because expediting can be
by an episiotomy, an instrumental vaginal birth or a caesarean section depending on
stage of labour and the degree of urgency.
Thank you for your comments. However, caesarean section was not in the scope of this
guideline, and is addressed in another NICE guideline. Please see CG132
http://www.nice.org.uk/guidance/CG132

The Introduction also completely ignores the group of
perfectly healthy women, with healthy pregnancies, who
choose to have a CS birth. They are actually very good
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candidates for surgery, and will face much lower risks than
women undergoing emergency CS for example.
Why is this? The guideline says “Aspects of intrapartum
care for women at risk of developing intrapartum
complications” are dealt with separately, but given that
every woman and every pregnancy has the potential to
develop complications, and this guideline is aimed at
healthy women, why has the NICE GDG decided to
exclude healthy women who choose a CS from its
contents?

Elective
Caesarean

81

NICE

General

General

My organisation does not seek to endorse the tone or
contents of the articles below, but they do contain some
detailed and interesting critical analysis of the safety and
cost-effectiveness claims made by the Birthplace study. Is
the NICE GDG aware of this analysis, and if so, how does
it defend its use of such a controversial study to actively
promote a maternity services provision that aims to keep as
many women as possible away from hospitals when giving
birth?

Thank you for your comments. The GDG formed its recommendations on the best
available, peer reviewed data. The majority of the links provided relate to non-peer
reviewed opinions or are based on retrospective studies subject to bias.

August 31, 2012 Homebirth will never be cost effective
http://www.skepticalob.com/2012/08/homebirth-will-neverbe-cost-effective.html
April 20, 2012 No, the Birthplace study did not show that
homebirth is more cost effective
http://www.skepticalob.com/2012/04/no-birthplace-studydid-not-show-that.html
December 30, 2011 Homebirth 2011: Statistics and
scientific papers
http://www.skepticalob.com/2011/12/homebirth-2011statistics-and.html
Pargraph 8 refers to Birthplace 2011; also see parags.
1,2,4&7.
December 19, 2011
Birthplace study yields additional disturbing information
http://www.skepticalob.com/2011/12/birthplace-studyyields-additional.html
Elective
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NICE

General

General

Other maternity organisations have expressed concerns
about whether this intrapartum care DG from NICE is
perceived as being truly impartial:
April 28, 2012 Fears women could be forced to give birth
without doctors: campaign group
http://www.telegraph.co.uk/health/healthnews/9230948/Fea
rs-women-could-be-forced-to-give-birth-without-doctorscampaign-group.html

Thank you for your comments. We have been explicit about how the protocols were
developed, the literature searched and the relevant publications that were included and
excluded in the evidence reviews. The study to which you refer was excluded for valid
reasons as described in Appendix H ['Wrong population - this study compares perinatal
mortality and morbidity between low risk pregnancies attended by midwives in primary
care and high risk pregnancies attended by obstetricians in secondary care (exclude for
all comparisons)'] (i.e. it suffers from being a study that does not compare like for like)..

In response to this, “Professor Mark Baker, Director of the
Centre for Clinical Practice at NICE, said: “NICE is
updating its guidelines on the care of women who are
giving birth, to ensure that all women receive the best
possible care at this crucial time in their lives. Firstly, all
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relevant evidence from across the globe is searched,
evaluated and graded. If any evidence does not meet the
criteria it will be identified and excluded.”
My organisation would like to consider some of the studies
that were either not identified, or identified and excluded,
and ask the GDG to comment on concerns:
1. Perinatal Mortality and Severe Morbidity in low and high
risk term Pregnancies in the Netherlands: Prospective
Cohort Study (Evers et al). BMJ2010;341:c5639
This was identified under 'Maternal and neonatal outcomes
associated with different birth settings' but subsequently
excluded for being the “wrong population”.
Can NICE not see a flaw in how it has identified and
included studies, if absolutely relevant evidence like this is
discarded from consideration in an intrapartum care
guideline seeking to identify ‘low risk’ women and give
them different advice (i.e. stay away from OUs and doctors
and be cared for exclusively by midwives unless problems
arise during labour) to ‘high risk’ women?
For those of us with serious concerns about the
recommendations in this ICDG, the exclusion of a study
like this is very significant. Does NICE not want women to
know about studies like this lest they draw their own
conclusions, and choose to remain within OU care?
2. This Canadian study reported higher rates of stillbirth
with midwife-led care but it was excluded because it
compares midwife care and physician care in different
settings, but it still provides important information for
women: Comparison of midwifery care to medical care in
hospitals in the Quebec pilot projects study: clinical
indicators. L'Equipe dEvaluation des Projets-Pilotes SagesFemmes.
3. Would the GDG at least be open to including a section at
the end of this guideline with a list of ‘related and/or
relevant’ research studies and evidence that women and
professionals may want to consider? Studies that don’t
perfectly fit into the strict comparison criteria required by
the GDG, but nonetheless worthy of note?
***
The Netherlands separates births into ‘low risk’ and ‘high
risk’ categories, and midwife-led and consultant-led care,
and it has one of the highest perinatal mortality rates in
Europe. This is true even despite the fact that (unlike most
of the other countries) the Netherlands has limits on what is
classified as a “live birth.” A baby must be of 22 weeks’
gestation or more, and if the gestational age is unknown, its
birth weight must be 500g. Evidently, if all live births were
included for analysis, the country’s perinatal mortality rate
would likely be even worse.
My organisation wants to highlight the above since there
have been suggestions that the attitude of Dutch medical
professionals, which may be based on too much
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confidence in a non-intervention policy, could possibly be
partially at fault,* and this has implications for the
recommendations being proposed in this DG.
*Tony Sheldon, “Prompt Access to Expert Care is among
Advice to reduce Perinatal Deaths in Netherlands,” British
Medical Journal (Clinical Research Ed.) 340 (January 15,
2010): 277; J. M. W. M. Merkus, “Obstetric Care in the
Netherlands under Assessment Again” [in Dutch],
Nederlands Tijdschrift Voor Geneeskunde 152, no. 50
(December 13, 2008): 2707–2708.
Elective
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NICE

General

General

The following study is a very important one, but it is the
type of study that is unlikely to come up on NICE’s
research radar when producing its Intrapartum Care
guideline – mostly because it doesn’t fit neatly within the
parameters that have been set for birth outcome
comparisons. The study is:
Leanne S. Dahlgren et al., “Caesarean Section on Maternal
request: risks and Benefits in healthy Nulliparous Women
and their infants,” Journal of Obstetrics and Gynaecology
Canada 31, no. 9 (September 2009): 808–17.

Thank you for your comments. We have been explicit about how the protocols were
developed, the literature searched and the relevant publications that were included and
excluded in the evidence reviews. The study to which you refer was not identified for
the reasons you acknowledge - namely, it did not conform to the protocol requirements.
Please see appendix E for further details on the evidence review protocols.

The following will help explain its importance, and also
expose the flaw in looking solely at birth settings for infant
and maternal outcomes, instead of looking at types of birth
too:
The researchers examined almost 40,000 term deliveries of
healthy, first-time mothers between 1994 and 2002 by
comparing the outcomes of “planned CS delivery for
breech presentation” with “spontaneous labor with
anticipated VD at term in pregnancies with a cephalicpresenting singleton.” In other words, babies lying in the
wrong position with a CS birth plan were compared with
correct (head-down) position babies with a VD birth plan.
The study found that life-threatening injuries to the mothers
were similar in both groups, but that life-threatening injuries
to babies were decreased in the CS group. Importantly,
more detailed analysis of the PVD group demonstrated that
the increased risk for babies was associated with operative
vaginal births (forceps- and vacuum-assisted deliveries)
and emergency CS, but not with spontaneous vaginal
births.
Mothers deserve to be informed of research and facts like
these, and to be supported in their CS choice if that is what
they choose, and supported in their natural vaginal birth in
the setting of their choice if that is what they choose. Or
does NICE disagree?
Ferring
Pharmaceutic
als

1

Full

General

General

This draft guideline contains no guidance or
recommendation regarding monitoring of strength, duration
and frequency of uterine contractions, particularly in
relation to tachysystole or hyperstimulation. It is stated that
no relevant study was identified related to uterine
contractions in the first or second stage of labour. Can it be
assumed that CTG monitoring is recommended in
preference to monitoring of uterine contractions for fetal

Thank you for your comments. The GDG did make a recommendation about monitoring
the frequency of contractions (see recommendation 1.12.7 in the NICE guideline).
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Full
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1

NICE

General

General

Support from general practitioners for advocating home
birth as a choice for women

Thank you for your comment.

2

NICE

General

General

Concerns that wording around safety issues for home
births is unbalanced, underplaying safety issues for
homebirths and over playing them for consultant led units

Thank you for your comments. However, we think that the recommendations about the
benefits and risks are a balanced reflection of the evidence regarding planning birth in
the four settings.

3

NICE

General

General

Concerns that interpretation/ classification of CTGs is
overly complex and therefore unworkable in clinical
environment

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:

Stakeholder

Comments
Please insert each new comment in a new row.
surveillance?
Regarding epidural analgesia - in Northern Ireland an
epidural infusion is common and "PCEA or intermittent
boluses are not commonly like in England. Likewise the
statement about not using 0.25% bupivacaine for epidurals
routinely is at odds with the practice of a number of
experienced consultants in N.Ireland.
It would be useful if the management and care of women
with induction of labour for post term and light meconium at
term was defined in particular for Midwife-led care.

Thank you for your comment. This is a matter for clinicians to explain/justify variability in
practice. The guideline is for use in the NHS in England and Wales.

Thank you for your comments. However, induction of labour, including indications and
management are covered in another guideline. Please see of labour guideline (CG70)
http://www.nice.org.uk/guidance/CG70.

the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.

Greater
Manchester,
Lancashire
and South
Cumbria SCN
Guidelines
Audit and
Implementatio
n Network

4

NICE

General

General

Support from consultants that this timely document allows
consultants to advocate non obstetric unit delivery for low
risk women. Appropriate risk assessment and counselling
very important.

Thank you for your comment.

3

Full

General

General

Thank you for your comment. This is a matter for clinicians to explain/justify variability in
practice. The guideline is for use in the NHS in England and Wales.

Guidelines
Audit and
Implementatio

4

Full

General

General

Regarding epidural analgesia - in Northern Ireland an
epidural infusion is common and "PCEA or intermittent
boluses are not commonly like in England. Likewise the
statement about not using 0.25% bupivacaine for epidurals
routinely is at odds with the practice of a number of
experienced consultants in N.Ireland.
It would be useful if the management and care of women
with induction of labour for post term and light meconium at
term was defined in particular for Midwife-led care.

Thank you for your comments. However, induction of labour, including indications and
management are covered in another guideline. Please see of labour guideline (CG70)
http://www.nice.org.uk/guidance/CG70.
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5

NICE

1.1.11

21

Para 4 and age 35 are too low. We would like to know what
evidence is being used to underpin these assertions;

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

6

NICE

1.7.3

35

“Do not use team midwifery” – We can not understand this
comment, is this a typo;

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to change it in the
way you suggest.

Comments
Please insert each new comment in a new row.

Please note this recommendation was amended to match current NICE wording style in
the draft guideline. As this amendment was perceived to have altered the strength of
the recommendation the wording will remain the same as the 2007 guideline.
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

7

NICE

1.14.8

67

“Do not use injected water papules” – Research is currently
on-going at the moment into this method of pain relieve and
it is showing favourable results;

8

NICE

1.14.16

68

“Do not use umbilical vein agents” – previous research
showed efficacy of using this method with delay in placenta
detatchment – also, it is not a systemically administered
drug we therefore would like to know the evidence
supporting this practice – Within one of the MLUs in N.
Irealnd there has been a 50% success rate with the use of
20i.u. Oxytocin and 20ml Saline into umbilical vein when
there is delay in placenta seperation in the third stage of
labour.

Thank you for your comments. The GDG noted that there was some evidence that UVI
syntocinon was associated with less manual removals. However, there were also more
cases of primary postpartum haemorrhage. On balance they felt the risk of PPH was
greater than the benefits of manual removal avoided and recommended that UVI
syntocinon should not be used.

This guideline reiterates the importance of putting the
women at the centre of care. It provides detailed guidance
on how this can be effected. We congratulate the GDG on
this.
We welcome the detailed discussion and recommendations
from the Birthplace Study. The inserted tables will be
auseful resource for discussion with patients.

Thank you for your comment.

1.14.18
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Full

1.1.11

17

3

NICE

1.1.11

19

Table 7
Fetal indications for planning delivery in an OU should be
included

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

4

NICE

1.3

25

Guidance on how long a woman should wait in a maternity
triage setting before being reviewed by a healthcare
professional would be welcomed within this section.

Thank you for your comment. The GDG consider that it is not part of the guideline
scope to provide service guidance on how long women should wait in maternity triage.

5

NICE

1.4.2

27

Urinalysis should be included as part of the initial
assessment.

Thank you for your comment. This has been revised accordingly.

6

NICE

1.4.3

28

A pulse of over 120 beats/minute is a significant finding,
and we feel waiting for 30 minutes before transferring the
woman to obstetric care is too long.
Severe hypertension [160/110 mmHg or above] should
prompt an immediate obstetric referral. Not be repeated in
30 minutes.

Thank you for your comment. The GDG felt that a single measurement of the maternal
pulse over 120 beats/minute is not necessarily an indication for immediate transfer.
They reasoned that there are other causes in normal labour for elevation of the
maternal pulse including pain, anxiety. The woman's blood pressure BP may be raised
for similar reasons and waiting 30min may see it drop to normal. 'Hypertension in
pregnancy'. NICE clinical guideline 107 (2010) defines hypertension in pregnancy as
'mild' (BP 140/90-149-99), 'moderate' (150/100-159-110) or 'severe' (>/=160/110). Thus
the threshold for transfer was set at a sustained value (over 30min) of 140/90 or more
and thought that repeating the blood pressure in 30min would be reasonable (assuming
that the woman was not identified to have blood pressure problems in the antenatal
period i.e. 'low-risk'). The GDG also added to the recommendation that a single

30
1.5.1

Thank you for your comment.
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recording of 160/110 or more (‘severe hypertension’) should be considered an absolute
indication for immediate transfer.
Thank you for your comment. The GDG disagree as these have not been validated for
intrapartum care.

Guy's and St
Thomas' NHS
Foundation
Trust
Guy's and St
Thomas' NHS
Foundation
Trust

7

NICE

1.4

27

The use of MEOWS charts for all women in all settings
should be recommended.

8

NICE

1.5.3

32

We strongly feel NICE should not be recommending fetal
blood sampling in the setting of significant meconium.
Meconium contains bile acids, which can alter the fetal
scalp pH during FBS due to contamination.

Guy's and St
Thomas' NHS
Foundation
Trust

9

NICE

1.10

41

Table 10
Variability should be 5-25bpm rather than ≥5bpm.
Increased baseline variability of >25bpm is associated with
rapidly evolving hypoxia.

Guy's and St
Thomas' NHS
Foundation
Trust

10

NICE

1.10

41

We have concerns about introducing a new classification
system for the interpretation of CTGs. Only recently that
midwives and obstetricians have become familiar with the
current normal / suspicious / pathological classification.
This has taken 6 or 7 years to embed into practice, and
although not a perfect system the proposed system in this
current draft guideline is not a significant improvement –
therefore we consider it is far safer to continue with the
current 3-tier system. Indeed the current NICE
classification has begun to be used through out the world
[FIGO recommendation].
We applaud the attempt to make the classification more
focused on the understanding of fetal physiology, but its
complexity doesn’t make it suitable for use in a busy clinical
environment.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:

Again we would like to echo the comment above about
changing a classification system that midwives and
obstetricians are just becoming familiar with.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:

Guy's and St
Thomas' NHS
Foundation
Trust

11

NICE

1.10.26

47

Thank you for your comments. The guideline recommends that significant meconium is
an indication for CTG rather than FBS. FBS should only be considered if the CTG is not
normal. The GDG were of the view that when an FBS is undertaken, it is normal
practice to clean the fetal scalp of amniotic fluid, blood and meconium. They feel this
approaches lessens the likelihood of contamination of the sample and misleading
results.
Thank you for your comments. However, there were no data about baseline variability
>25 bpm. This is explained and discussed in detail in in the evidence to
recommendation section 10.3.11 of the full guideline.

the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.

the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.
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Guy's and St
Thomas' NHS
Foundation
Trust

12

NICE

1.10.29

48

More emphasis should be placed here on “the bigger
picture” of intrapartum monitoring – 30 minutes is a long
time for those babies most at risk [IUGR, syntocinon,
pyrexia, meconium].

Thank you for your comment. The GDG consider that this is adequately covered in
recommendation 1.10.31.

Guy's and St
Thomas' NHS
Foundation
Trust

13

NICE

1.10.38

50

Cochrane reviews in 2008 & 2013 have concluded that
fetal blood sampling [FBS] does not reduce the Caesarean
section rate nor improve perinatal outcomes. We feel there
is undue emphasis in the guideline on the use of FBS when
the evidence base for its use is of low quality.

Thank you for your comments. This topic is extensively reviewed in the guideline update
and the systematic review is part of the evidence considered. GRADE Table 98 in the
full guideline summarises the findings of studies comparing CTG plus FBS vs either
CTG alone or intermittent auscultation. This shows that there were significantly more
instrumental vaginal deliveries and caesarean sections in women with CTG monitoring
supported by FBS. However, set against that were the findings of lower incidence of
cord blood acidosis (significant in the Stein study), need for neonatal resuscitation
(significant in the Stein study), neonatal seizures (significant in the RCTs) and low
apgar scores (significant in the Stein study). In addition, GRADE tables 105 and 106
which report the predictive accuracy for FBS values, show very good positive predictive
values for adverse neonatal outcome with a pH <7.20 and very good positive predictive
values and moderately good negative predictive values for a FBS pH threshold of 7.10.
GRADE Table 108 shows a very good positive predictive accuracy of a FBS of <7.10
for a cord arterial pH of <7.10. Finally, GRADE Tables 107 and 109 report correlation
data. Table 107 shows a significant correlations between low FBS pH values and low
Apgar scores and Table 109 shows a good correlation between FBS pH values and
cord arterial pH values (correlation coefficient 0.76). No evidence of the serious
complications of the procedure you mention was identified in the systematic review. In
the light of the benefit in terms of neonatal outcomes when FBS is used as an adjunct to
CTG and the predictive accuracy and correlation data showing significant relationships
between low FBS values and adverse neonatal outcomes, notwithstanding the increase
risk of operative delivery, the GDG felt there was justification for recommending the use
of FBS.

Guy's and St
Thomas' NHS
Foundation
Trust

14

NICE

1.10.39

50

The statement – “The procedure can help to reduce the
need for further, more serious interventions, in particular a
caesarean section” is not in keeping with the conclusions of
the Cochrane reviews.

Thank you for your comments. This topic is extensively reviewed in the guideline update
and the systematic review is part of the evidence considered. GRADE Table 98 in the
full guideline summarises the findings of studies comparing CTG plus FBS vs either
CTG alone or intermittent auscultation. This shows that there were significantly more
instrumental vaginal deliveries and caesarean sections in women with CTG monitoring
supported by FBS. However, set against that were the findings of lower incidence of
cord blood acidosis (significant in the Stein study), need for neonatal resuscitation
(significant in the Stein study), neonatal seizures (significant in the RCTs) and low
apgar scores (significant in the Stein study). In addition, GRADE tables 105 and 106
which report the predictive accuracy for FBS values, show very good positive predictive
values for adverse neonatal outcome with a pH <7.20 and very good positive predictive
values and moderately good negative predictive values for a FBS pH threshold of 7.10.
GRADE Table 108 shows a very good positive predictive accuracy of a FBS of <7.10
for a cord arterial pH of <7.10. Finally, GRADE Tables 107 and 109 report correlation
data. Table 107 shows a significant correlations between low FBS pH values and low
Apgar scores and Table 109 shows a good correlation between FBS pH values and
cord arterial pH values (correlation coefficient 0.76). No evidence of the serious
complications of the procedure you mention was identified in the systematic review. In
the light of the benefit in terms of neonatal outcomes when FBS is used as an adjunct to
CTG and the predictive accuracy and correlation data showing significant relationships
between low FBS values and adverse neonatal outcomes, notwithstanding the increase
risk of operative delivery, the GDG felt there was justification for recommending the use
of FBS.

Guy's and St
Thomas' NHS
Foundation

16

NICE

1.12.7

55

Some guidance around how frequently women should
empty their bladder would be useful.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Stakeholder

1.10.51

Comments
Please insert each new comment in a new row.
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Guy's and St
Thomas' NHS
Foundation
Trust

17

NICE

1.13.2
1.13.25

59
63

Guy's and St
Thomas' NHS
Foundation
Trust

18

NICE

1.14.29

Homerton
University
Hospital NHS
Foundation
Trust

1

NICE

Homerton
University
Hospital NHS
Foundation
Trust

2

Homerton
University
Hospital NHS
Foundation
Trust
Homerton
University
Hospital NHS
Foundation
Trust
Homerton
University
Hospital NHS
Foundation
Trust
Homerton

Stakeholder

Comments
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Trust

Clarity needed.
“but do not start oxytocin.”
We suggest this is changed to;
“but do not start oxytocin routinely.”
As in another section of the guideline [Full, 12.6.2.5 / 196,
p573] it states
“Consideration should be given to the use of oxytocin, with
the offer of regional analgesia, for nulliparous women if
contractions are inadequate at the onset of the second
stage”.

Thank you for your comments. This section of the guideline was not updated. The
wording of this recommendation has only been amended for the update to take into
consideration the possibility of labour taking place in one of four different settings.
However, in that rewording the text to which you refer has been amended to be more
aligned with the other recommendation you mention. The full recommendation now
states: ‘An obstetrician should assess a woman with confirmed delay in the second
stage (after transfer to obstetric-led care following the general principles for transfer of
care described in section 1.6) but do not before considering the use of start oxytocin’.

70

The GDG should consider the manufacturers
recommendations regarding the timing of repeat doses of
ergometrine and syntometrine. These are powerful
vasoconstricitve drugs and doses are recommended to be
2 hours apart.
Also consideration should be given to the use of
intramuscular oxytocin in a homebirth or midwifery led
setting, prior to the transfer to an OU.

Thank you for your comment. All NICE guidelines include a standard statement in the
introduction: "The guideline will assume that prescribers will use a drug’s summary of
product characteristics to inform decisions made with individual patients".

1.1.11

21

Thank you for your comment. Changes have been made to ensure consistency with
recommendation 1.14.29 of the NICE guideline: ‘Para 4 or more’ (instead of ‘…6 or
more’) and ‘Age over 35 at booking’ (instead of ‘Age over 40…’).

NICE

1.3.10

27

3

NICE

1.4.2

27

Table 6. It appears from the guideline explanation on page
9 that the evidence for this table has not been reviewed so
why is there a change to the parity of women and the age
where individual assessment may be required? There is a
danger of many professionals interpreting that this would
not make them eligible for a birth centre setting. Thus
reducing the numbers of women being eligible to use the
birth centre.
There is not a lot of evidence available regarding
complementary therapies but where it does exist (e.g.
Burns, 2000) it does support its use. Do not agree with the
wording “Do not offer”. The guideline otherwise provides
limited information as to supporting women at this stage of
their labour which can be a painful and anxious time for
many women. Complementary therapies can provide
additional strategies. Agree that the women should be
given information that the evidence is limited regarding its
use.
We would recommend that respirations were also recorded
on initial assessment as this would give a baseline if there
were any deviations during labour

4

NICE

1.4.3

28

1.4.4 states that if birth is imminent, assess whether birth in
the current location is preferable to transferring. Therefore
1.4.3 should include an assessment of cervical dilation if
clinically appropriate.

Thank you for your comment. However, we feel the phrase 'if birth is imminent' in the
recommendation means that a clinical assessment of the current status of labour
progression has been undertaken. This could include a vaginal examination if
appropriate but it might be that the baby's head is visible and no vaginal examination is
needed.
Thank you for your comment. We are unable to modify the wording of recommendations
that relate to clinical areas not updated in this guideline.

1.4.4
5

NICE

General

General

The wording of “do not offer” in various places throughout
the guideline seems inappropriate where the evidence has
not been reviewed. These are meant to be guidelines
whereas this wording turns the document into protocol.

6

NICE

1.12.7

55

We would recommend that respirations were also

Thank you for your comments. Evidence from Burns study that was related to latent
phase was reviewed and the study is incorporated in a systematic review which has
been included (Smith 2011). However, the evidence does not support these
complementary therapies for pain relief. Thus, the GDG made the 'do not offer or
advise' recommendation. The GDG were of the view that unless there was evidence of
clinical benefit then the NHS could not be expected to fund these procedures.

Thank you for your comment. The GDG disagree as this guideline applies to low risk
women with a normal cardio-respiratory system.

Thank you for your comment. The recommendation you mention has not been updated
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recorded. Respirations are often the first indication of a
deteriorating woman.

as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Many aspects of pregnancy and postpartum delivery are
improved if Vitamin D levels are increased.
This includes: Fertility, Gestational Diabetes, PreEclampsia, Bacterial Vaginosis, Fewer emergency Csections, Muscle strength for better delivery and especially
postpartum depression.
More at:
www.vitamindwiki.com/Overview+Pregnancy+and+vitamin
+D
Many aspects of the health of both the baby and pregnant
woman are improved if Omega-3 levels are increased.
Examples are given where a supplement of 600 mg DHA/d
in the last half of gestation resulted in overall greater
gestation duration and infant size
More at:
www.expertomega3.com/omega-3-study.asp?id=21
I’m unclear what this recommendation means. What
should senior staff actually do to meet the
recommendation? Can it be measured? And why is the
recommendation only aimed at senior staff?

Thank you for your comment. This is outside of the scope of this guideline update.

I don’t understand what this recommendation means. Will
its meaning be clear to practitioners reading the guidance?
Could/should further clarification be provided?
Repetitive use of the word ‘most’ in the second paragraph.

Thank you for your comments. We have revised the wording to make the meaning
clearer.

Thank you for your comments. The ‘Introduction’ to the NICE version makes it clear that
‘The guideline is intended to cover the care of healthy women with uncomplicated
pregnancies entering labour at low risk of developing intrapartum complications. In
addition, recommendations are included that address the care of women who start
labour as ‘low risk’ but who go on to develop complications.’ Thus, the guideline covers
mainly the care of low risk women in labour under the care of midwives but also women
who develop certain complications in labour when not only midwives but also
obstetricians, anaesthetists and neonatal paediatricians may be involved.
Thank you for your comment. There is an overarching recommendation that all options
and their implications regarding place of birth should be presented to women and
another that health professionals should support women in their choice. However, the
GDG were of the view that on balance the evidence supported a recommendation to
advise nulliparous women to give birth in a midwifery led unit.
Please note that the recommendation that you mention has been merged and the final
recommendation now reads:

1

Full

General

General

HQT
Diagnostics

2

Full

General

General

Implementatio
n

1

NICE

1.1.14

21

Implementatio
n

2

NICE

1.6.1

32

King’s College
Hospital
King’s College
Hospital

4

NICE

General

3

5

NICE

General

3

This section could be streamlined/made more succinct.
With greater clarity of who the guideline applies to i.e.
provide a definition- healthcare professionals may interpret
the word ‘healthy’ as those women under midwife led care,
this guideline will also be appropriate for some women
under obstetric led care

King’s College
Hospital

6

NICE

1.1.4

12

Consider re-wording the advice for nulliparous women and
homebirth-may reduce the option for this group of women.
Reads negatively- needs more balance between choice,
risks and benefits.

Thank you for your comment. Supplements are outside of the scope of this guideline
update.

Thank you for your comment. Senior staff are required to set standards of behaviour
and practice. It is important that senior members of the team provide the role models for
the rest of the 'team'. Of course other members of the team should behave
appropriately but this recommendation is about leadership.

Thank you for your comment. We have now revised this paragraph.



Explain to both multiparous and nulliparous women that they may choose
any birth setting (home, freestanding midwifery unit, alongside midwifery
unit or obstetric unit), and support them in their choice of setting wherever
they choose to give birth:
o

Advise low-risk multiparous women that planning to give birth at
home or in a midwifery-led unit (freestanding or alongside) is
particularly suitable for them because the rate of interventions is
lower and the outcome for the baby is no different compared with
an obstetric unit.
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o

King’s College
Hospital

7

NICE

1.1.2

12

King’s College
Hospital

8

NICE

1.14.11

11

King’s College
Hospital

9

NICE

1.1.11

King’s College
Hospital
King’s College
Hospital
King’s College
Hospital
King’s College
Hospital

10

NICE

11

Advise low-risk nulliparous women that planning to give birth in a
midwifery-led unit (freestanding or alongside) is particularly suitable
for them because the rate of interventions is lower and the outcome
for the baby is no different compared with an obstetric unit. Explain
that if they plan birth at home there is a small increase in the risk of
an adverse outcome for the baby. [new 2014]

Further information is required on birth place choice
‘outside of guidance’ or recommendation. What happens in
the event that a woman chooses to birth her baby in a birth
setting that is not recommended/not within the providers
guidance e.g. VBAC declining birth on the obstetric led unit
and wanting to give birth in either a free standing or
alongside midwifery unit. If the woman has discussed this
request with a senior midwife (Supervisor of
midwives/Consultant Midwife) and or a senior obstetrician
and still declines the recommendation is the provider able
to decline this request? What is the agreed pathway for this
group of women? How will this be facilitated- need to
consider midwives scope of practice, experience of caring
for women who are at higher risk of developing intrapartum
complications who work in low risk care settings.
Consider the use of terminology e.g. delayed or deferred
cord clamping to aid clinicians discussions with women and
documentation of care.

Thank you for your comments. This circumstance was not covered in the scope for the
guideline update which is for low-risk women. The ‘Introduction’ to the NICE version
makes it clear that ‘The guideline is intended to cover the care of healthy women with
uncomplicated pregnancies entering labour at low risk of developing intrapartum
complications.. However, recommendation 30 in the 'Patient experience in adult NHS
services.' NICE clinical guidance 138 (2012) addresses the situation of how to manage
patients who decline clinical advice.

21

Table 9: What is the rationale/evidence base for the
proposed changes to Para 4 and age 35 for individual
assessment when planning place of birth? Not clear what
value this is going to add and may serve as a
barrier/obstruct choice.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

1.4.2

27

Include respirations in the baseline observations.

NICE

1.4.7

30

12

NICE

1.10.3

39

13

NICE

1.10.7

40

Avoid mixed terminology either refer to ‘latent phase’ or
‘established labour’ as opposed to ‘early labour’.
Helpful to have low, moderate and high risk indications for
CTG.
Be careful with mixed terminology ‘a normal trace is
reassuring’- in clinical practice there is a mixture of
terminology used to describe a CTG ‘reassuring’ and ‘nonreassuring’ are used incorrectly to describe the trace
overall (rather than the features of the trace) instead of
normal, suspicious, pathological.
Further information required re-the risks/benefits of CEFM
i.e. it is a screening tool for hypoxia, the false positive rate
etc…

Thank you for your comment. The GDG disagree as this applies to low risk women with
a normal cardio-respiratory system.
Thank you for your comment. The term now used is "labour".

Thank you for your comment. We are unsure of your suggested change in the
recommendation mentioned.

Thank you for your comment.
Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and

PLEASE NOTE: Comments received in the course of consultations carried out by the Institute are published in the interests of openness and transparency, and to promote understanding of how recommendations are developed. The comments are published
as a record of the submissions that the Institute has received, and are not endorsed by the Institute, its officers or advisory committees.

47 of 216

Stakeholder

Or
der
No

Docu
ment

Section
No

Page
No

Developer’s Response
Please respond to each comment

Comments
Please insert each new comment in a new row.
implement.

King’s College
Hospital

14

NICE

1.10.9

41

Expand upon this recommendation i.e. the benefits of
telemetry versus not using it e.g. mobility.

King’s College
Hospital

15

NICE

1.12.7

55

Include respirations in 4 hourly observations.

King’s College
Hospital
King’s College
Hospital
King’s College
Hospital

16

NICE

1.13.2

59

Include respirations in hourly observations.

17

NICE

1.16.1

76

Include respirations in initial assessment post birth.

25

Full

General

General

King’s College
Hospital

26

NICE

1.1.4

12

If health care professionals follow these guidelines I think
they will help ensure care provided to women in labour is
women-centred, humane and respectful.
The wording of this recommendation is likely to reduce the
option of home birth for nulliparous women. The GDG are
clear about their rationale for the conclusion that there is a
(small) increased risk for the baby when a homebirth is
planned. However for individual women this risk may be
acceptable and there are potential benefits of planning birth
at home for nullips in terms of reducing intervention,
although these benefits are available in MLUs, they may
wish to consider home birth. Suggest wording is altered
slightly to maintain support for choice of place of birth whilst
acknowledging evidence regarding risks and benefits. E.G
Low-risk nulliparous women should be offered a choice of
place of birth to include home birth or midwifery-led unit
(freestanding or along-side) but should be advised that
planning a homebirth may have a small increased risk of an
adverse outcome for the baby. Planning birth in a MLU or
an obstetric unit has no increased risk for the baby AND
importantly; interventions in labour for nulliparous are lower
in all non- obstetric unit settings. This may be particularly
important when considering the impact on future
childbearing.

King’s College
Hospital

27

NICE

1.1.11

21

King’s College
Hospital

28

NICE

1.4.2

27

King’s College
Hospital

29

NICE

1.4.6
1.4.11

29
30

Table 9: What is the rationale for decreasing the parity to
Para 4 and decreasing age at booking to 35 years when
recommending individual assessment when planning place
of birth. This is a change from 2007 that does not appear to
have any evidence presented for these changes.
Increased clarity regarding observations on the unborn
baby at initial assessment in labour is helpful. There is a
tendency to use a CTG in triage areas.

Very helpful to have recommendation that CTG is
discontinued after 20 minutes if the trace is normal
following an indication to use a CTG.

Thank you for your comment. The full justification for this recommendation can be found
in the linking evidence to recommendation section which can be found in section 10.6.6
of the full guideline.
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
Thank you for your comment. The GDG disagree as the guideline applies to low risk
women with a normal cardio-respiratory system.
Thank you for your comment. The GDG disagree as the guideline applies to low risk
women with a normal cardio-respiratory system.
Thank you for your comment.

Thank you for your comments. The GDG consider that women should be made aware
of all the options and their implications. There is sufficient evidence for health
professionals to advise women on place of birth depending on their parity but women
should be supported in their choice.
Please note that the recommendation that you mention has been merged and the final
recommendation now reads:


Explain to both multiparous and nulliparous women that they may choose
any birth setting (home, freestanding midwifery unit, alongside midwifery
unit or obstetric unit), and support them in their choice of setting wherever
they choose to give birth:
o

Advise low-risk multiparous women that planning to give birth at
home or in a midwifery-led unit (freestanding or alongside) is
particularly suitable for them because the rate of interventions is
lower and the outcome for the baby is no different compared with
an obstetric unit.

o

Advise low-risk nulliparous women that planning to give birth in a
midwifery-led unit (freestanding or alongside) is particularly suitable
for them because the rate of interventions is lower and the outcome
for the baby is no different compared with an obstetric unit. Explain
that if they plan birth at home there is a small increase in the risk of
an adverse outcome for the baby. [new 2014]

Thank you for your comment. Two changes have been made in table 9 for

consistency with recommendation 1.14.29: ‘Para 4 or more’ (instead of ‘…6 or
more’) and ‘Age over 35 at booking’ (instead of ‘Age over 40…’).
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
Thank you for your comment.

Thank you for your comment. The recommendation to discontinue the CTG only applies
to the circumstance where there was a suspicion of abnormality of the FHR on
auscultation. All other indications for continuous FHR monitoring require the monitoring
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to continue until the birth of the baby.
King’s College
Hospital
King’s College
Hospital

30

NICE

1.10.8
1.5.2

40
31

31

NICE

1.10.9

41

King’s College
Hospital

33

NICE

1.10.38

50

King’s College
Hospital

34

NICE

1.14.31

71

King’s College
Hospital
King’s College
London

35

NICE

1.15.18
2.1

82

1

Full

General

General

King’s College
London

2

NICE

1.1

12

King’s College
London

3

NICE

1.1.4

12

King’s College
London

4

NICE

1.1.1

12

Increased clarity regarding meconium stained liquor is
helpful
It may be helpful to clarify why telemetry should be offered
eg women may find it less restrictive and mobility may be
facilitated.
Is this realistic recommendation? To discuss undertaking
an FBS with a consultant obstetrician before doing it?

Very important to acknowledge the effect of emergency
situations on the woman and her family and recommend a
member of the health care team is allocated to provide
support.
Very important statement about the future provision of
information related to place of birth.
If health care professionals follow these guidelines I think
they will help ensure care provided to women in labour is
women-centred, humane and respectful.
The new guidance on place of birth is very welcome and
provides a strong basis for informed decision making in
relation to planning place of birth.
The wording of this recommendation is likely to reduce the
option of home birth for nulliparous women. The GDG are
clear about their rationale for the conclusion that there is a
(small) increased risk for the baby when a homebirth is
planned. However for individual women this risk may be
acceptable and there are potential benefits of planning birth
at home for nullips in terms of reducing intervention,
although these benefits are available in MLUs, they may
wish to consider home birth. Suggest wording is altered
slightly to maintain support for choice of place of birth whilst
acknowledging evidence regarding risks and benefits. E.G
Low-risk nulliparous women should be offered a choice of
place of birth to include home birth or midwifery-led unit
(freestanding or along-side) but should be advised that
planning a homebirth may have a small increased risk of an
adverse outcome for the baby. Planning birth in a MLU or
an obstetric unit has no increased risk for the baby AND
importantly; interventions in labour for nulliparous are lower
in all non- obstetric unit settings. This may be particularly
important when considering the impact on future
childbearing.

The draft guidance outlines the use of the terms ‘explain’
and ‘advise’ and I can see the rationale for advising low risk
nulliparous women to give birth in a midwifery unit but not
at home, given that ‘advise’ constitutes a ‘strong
recommendation’ in NICE guidance (as detailed on p.6).
The difficulty however lies in this use of language – in

Thank you for your comment.
Thank you for your comment. The full justification for this recommendation can be found
in the linking evidence to recommendation section which can be found in section 10.6.6
of the full guideline.
Thank you for your comment. We have deleted the recommendation about discussing
the decision to perform a FBS with a consultant. There are now recommendations
relating to only three circumstances when an FBS should be discussed with a
consultant: the finding of an abnormal result, inability to obtain a sample and before
taking a third sample.
Thank you for your comment.

Thank you for your comment.
Thank you for your comment.

Thank you for your comment.

Thank you for your comments. The GDG consider that women should be made aware
of all the options and their implications. There is sufficient evidence for health
professionals to advise women on place of birth depending on their parity and women
should be supported in their choice.
Please note that the recommendation that you mention has been merged and the final
recommendation now reads:


Explain to both multiparous and nulliparous women that they may choose
any birth setting (home, freestanding midwifery unit, alongside midwifery
unit or obstetric unit), and support them in their choice of setting wherever
they choose to give birth:
o

Advise low-risk multiparous women that planning to give birth at
home or in a midwifery-led unit (freestanding or alongside) is
particularly suitable for them because the rate of interventions is
lower and the outcome for the baby is no different compared with
an obstetric unit.

o

Advise low-risk nulliparous women that planning to give birth in a
midwifery-led unit (freestanding or alongside) is particularly suitable
for them because the rate of interventions is lower and the outcome
for the baby is no different compared with an obstetric unit. Explain
that if they plan birth at home there is a small increase in the risk of
an adverse outcome for the baby. [new 2014]

Thank you for your comments. The GDG felt the evidence was strong enough to use
the word 'advise' in the context of the recommendations regarding place of birth for
nulliparous and multiparous women. Nonetheless all options remain open to women
and it is recommended that they are supported in their final decision irrespective of the
advice they have been given. The guidance says that it is choice of the four settings for
birth that commissioners should provide for women. We do not see how services could
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common understanding ‘advise’ has a variety of meanings,
and could mean ‘suggest’ or ‘propose’ and is not
synonymous with ‘strong’ recommendation. The separation
of statement 1.1.4 from 1.1.2 is also problematic and may
be interpreted to mean that choice of home birth is only
available to low risk multiparous women. One solution
would be to retain the wording but make statements 1.1.3
and 1.1.4 bullet points below statement 1.1.2, so that the
provision of choice is presented as universal (which I think
the guideline intends) but that within this, the clinical
recommendation reflects the Birthplace evidence (also
what the guidance intends).
In effect, if the NICE guidance falls short of recommending
home birth for nulliparous women (or hospital OU birth for
low risk nulliparous and multiparous women), these may be
considered interventions that NICE is advising against
(which is effectively the case); such services could then be
withdrawn, reduced or have access limited/hampered to
women, with NICE guidance used as justification of this. If
the overall goal of the guidance is to support informed
choice, then the guidance should be explicit that women
have these choices, as well as explicit that risks and
benefits of each should be explained to each woman.

then be withdrawn, reduced or have access limited/hampered to women, with NICE
guidance used as justification.
Please note that the recommendation that you mention has been merged and the final
recommendation now reads:

What is the rationale for decreasing the parity to Para 4
and decreasing age at booking to 35 years when
recommending individual assessment when planning place
of birth. This is a change from 2007 that does not appear to
have any evidence presented for these changes.
Increased clarity regarding observations on the unborn
baby at initial assessment in labour is helpful. There is a
tendency to use a CTG in triage areas.

Thank you for your comment. Two changes have been made in table 9 for consistency
with recommendation 1.14.29: ‘Para 4 or more’ (instead of ‘…6 or more’) and ‘Age over
35 at booking’ (instead of ‘Age over 40…’).

Very helpful to have recommendation that CTG is
discontinued after 20 minutes if the trace is normal
following an indication to use a CTG.

Thank you for your comment.

Increased clarity regarding meconium stained liquor is
helpful
It may be helpful to clarify why telemetry should be offered
eg women may find it less restrictive and mobility may be
facilitated.
Is this realistic recommendation? To discuss undertaking
an FBS with a consultant obstetrician before doing it?

Thank you for your comment.

King’s College
London

6

NICE

1.1.11

21

King’s College
London

8

NICE

1.4.2

27

King’s College
London

9

NICE

1.4.6
1.4.11

29
30

King’s College
London
King’s College
London

10

NICE

1.10.8
1.5.2

40
31

11

NICE

1.10.9

41

King’s College
London

13

NICE

1.10.38

50

King’s College
London

14

NICE

1.14.31

71

Very important to acknowledge the effect of emergency
situations on the woman and her family and recommend a
member of the health care team is allocated to provide
support.

King’s College
London
King’s College

15

NICE

1.15.18
2.1

82

22

Full

1.1.11

19

Very important statement about the future provision of
information related to place of birth.
mentions ultrasound diagnosis of oligo/polyhydramnious



Explain to both multiparous and nulliparous women that they may choose
any birth setting (home, freestanding midwifery unit, alongside midwifery
unit or obstetric unit), and support them in their choice of setting wherever
they choose to give birth:
o

Advise low-risk multiparous women that planning to give birth at
home or in a midwifery-led unit (freestanding or alongside) is
particularly suitable for them because the rate of interventions is
lower and the outcome for the baby is no different compared with
an obstetric unit.

o

Advise low-risk nulliparous women that planning to give birth in a
midwifery-led unit (freestanding or alongside) is particularly suitable
for them because the rate of interventions is lower and the outcome
for the baby is no different compared with an obstetric unit. Explain
that if they plan birth at home there is a small increase in the risk of
an adverse outcome for the baby. [new 2014]

Thank you for your comment.

Thank you for your comment. The full justification for this recommendation can be found
in the linking evidence to recommendation section which can be found in section 10.6.6
of the full guideline.
Thank you for your comment. We have deleted the recommendation about discussing
the decision to perform a FBS with a consultant. There are now recommendations
relating to only three circumstances when an FBS should be discussed with a
consultant: the finding of an abnormal result, inability to obtain a sample and before
taking a third sample.
Thank you for your comment.

Thank you for your comment.
Thank you for your comment. The recommendation you mention has not been updated
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London
London
Labour Ward
Leads Group

1

NICE

1.1.4

12

1.1.6

14

Although the absolute risk of poor neonatal outcome for
nulliparous women in a home birth setting remains small,
we feel it is important that women are made aware the
relative risk is twice that of women who plan to deliver in a
freestanding midwife unit [FMU], an alongside midwifery
unit [AMU] or in an obstetric unit [OU].

Developer’s Response
Please respond to each comment
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
Thank you for your comment. The relative risks and absolute risks are presented in the
GRADE profiles in section 3.2 of the full guideline.

London
Labour Ward
Leads Group

2

NICE

1.1.11

18

Table 6
Endocrine conditions are missing from this table
Women with pre-existing diabetes should plan to deliver in
an OU

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

London
Labour Ward
Leads Group

3

NICE

1.1.11

19

Table 7
Fetal indications for planning delivery in an OU should be
included

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

London
Labour Ward
Leads Group

4

NICE

1.3

25

Guidance on how long a woman should wait in a maternity
triage setting before being reviewed by a healthcare
professional would be welcomed within this section.

Thank you for your comment. The GDG consider that it is not part of the guideline
scope to provide service guidance on how long women should wait in maternity triage.

London
Labour Ward
Leads Group
London
Labour Ward
Leads Group

5

NICE

1.4.2

27

Urinalysis and respiratory rate should be included as part of
the initial assessment.

6

NICE

1.4.3

28

A pulse of over 120 beats/minute is a significant finding,
and we feel waiting for 30 minutes before transferring the
woman to obstetric care is too long.
Severe hypertension [160/110 mmHg or above] should
prompt an immediate obstetric referral. Not just repeat the
blood pressure in 30 minutes.

1.5.1

30

Thank you for your comment. The GDG agree with the addition of 'urinalysis', but do not
agree with the addition of respiratory rate as this applies to low risk women with a
normal cardio-respiratory system.
Thank you for your comment. The GDG felt that a single measurement of the maternal
pulse over 120 beats/minute is not an indication for immediate transfer. They reasoned
that there are other causes in normal labour for elevation of the maternal pulse
including pain, anxiety. The woman's blood pressure BP may be raised for similar
reasons and waiting 30min may see it drop to normal. 'Hypertension in pregnancy'.
NICE clinical guideline 107 (2010) defines hypertension in pregnancy as 'mild' (BP
140/90-149-99),'moderate' (150/100-159-110) or 'severe' (>/=160/110). Thus the
threshold for transfer was set at a sustained value (over 30min) of 140/90 or more and
thought that repeating the blood pressure in 30min would be reasonable (assuming that
the woman was not identified to have blood pressure problems in the antenatal period
i.e. 'low-risk'). The GDG also added to the recommendation that a single recording of
160/110 (‘severe hypertension’) should be considered an absolute indication for
immediate transfer.
Thank you for your comment. The GDG disagree as these have not been validated.

London
Labour Ward
Leads Group
London
Labour Ward
Leads Group

7

NICE

1.4

27

The use of MEOWS charts for all women in all settings
should be recommended by the guideline.

8

NICE

1.5.3

32

We strongly feel NICE should not be recommending fetal
blood sampling in the setting of significant meconium.
Meconium contains bile acids, which can alter the fetal
scalp pH during FBS due to contamination.

London
Labour Ward
Leads Group

9

NICE

1.10

41

Table 10
Variability should be 5-25bpm rather than ≥5bpm.
Increased baseline variability of >25bpm is associated with
rapidly evolving hypoxia.

London
Labour Ward
Leads Group

10

NICE

1.10

41

We have serious concerns about introducing a new
classification system for the interpretation of CTGs. It is
only recently that midwives and obstetricians have become
familiar with the current normal / suspicious / pathological
classification. This has taken 6 or 7 years to embed into

Thank you for your comments. The guideline recommends that significant meconium is
an indication for CTG rather than FBS. FBS should only be considered if the CTG is not
normal. The GDG were of the view that when an FBS is undertaken, it is normal
practice to clean the fetal scalp of amniotic fluid, blood and meconium. They feel this
approaches lessens the likelihood of contamination of the sample and misleading
results.
Thank you for your comments. However, there were no data about baseline variability
>25 bpm. This is explained and discussed in detail in the chapter.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
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practice, and although not a perfect system the proposed
system in this current draft guideline is not a significant
improvement – therefore we consider it is far safer to
continue with the current 3-tier system. Indeed the current
NICE classification has begun to be used through out the
world [FIGO recommendation].
We applaud the attempt to make the classification more
focused on the understanding of fetal physiology, but its
complexity doesn’t make it suitable for use in a busy clinical
environment.

versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.

Again we would like to echo the comment above about
changing a classification system that midwives and
obstetricians are just becoming familiar with.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:

Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.

the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.
London
Labour Ward
Leads Group

12

NICE

1.10.29

48

More emphasis should be placed here on “the bigger
picture” of intrapartum monitoring – 30 minutes is a long
time for those babies most at risk [IUGR, syntocinon,
pyrexia, meconium].

Thank you for your comment. The GDG consider that this is adequately covered in
recommendation 1.10.31.

London
Labour Ward
Leads Group

13

NICE

1.10.38

50

Cochrane reviews in 2008 & 2013 have concluded that
fetal blood sampling [FBS] does not reduce the Caesarean
section rate nor improve perinatal outcomes. We feel there
is undue emphasis in the guideline on the use of FBS when
the evidence base for its use is of low quality.

Thank you for your comments. This topic is extensively reviewed in the guideline update
and the systematic review is part of the evidence considered. GRADE Table 98 in the
full guideline summarises the findings of studies comparing CTG plus FBS vs either
CTG alone or intermittent auscultation. This shows that there were significantly more
instrumental vaginal deliveries and caesarean sections in women with CTG monitoring
supported by FBS. However, set against that were the findings of lower incidence of
cord blood acidosis (significant in the Stein study), need for neonatal resuscitation
(significant in the Stein study), neonatal seizures (significant in the RCTs) and low
apgar scores (significant in the Stein study). In addition, GRADE tables 105 and 106
which report the predictive accuracy for FBS values, show very good positive predictive
values for adverse neonatal outcome with a pH <7.20 and very good positive predictive
values and moderately good negative predictive values for a FBS pH threshold of 7.10.
GRADE Table 108 shows a very good positive predictive accuracy of a FBS of <7.10
for a cord arterial pH of <7.10. Finally, GRADE Tables 107 and 109 report correlation
data. Table 107 shows a significant correlations between low FBS pH values and low
Apgar scores and Table 109 shows a good correlation between FBS pH values and
cord arterial pH values (correlation coefficient 0.76). No evidence of the serious

1.10.51
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London
Labour Ward
Leads Group

14

NICE

1.10.39

50

The statement – “The procedure can help to reduce the
need for further, more serious interventions, in particular a
caesarean section” is not in keeping with the conclusions of
the Cochrane reviews.

London
Labour Ward
Leads Group

15

NICE

1.10

39

We would like to ask the GDG to re-consider the evidence
regarding their recommendations for the use of ST-analysis
[STAN]. There is evidence that STAN reduces instrumental
deliveries and admissions to the neonatal unit.

London
Labour Ward
Leads Group

16

NICE

1.12.7

55

Some guidance around how frequently women should
empty their bladder would be useful.

London
Labour Ward
Leads Group

17

NICE

1.13.2
1.13.25

59
63

London
Labour Ward
Leads Group

18

NICE

1.14.29

70
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complications of the procedure you mention was identified in the systematic review. In
the light of the benefit in terms of neonatal outcomes when FBS is used as an adjunct to
CTG and the predictive accuracy and correlation data showing significant relationships
between low FBS values and adverse neonatal outcomes, notwithstanding the increase
risk of operative delivery, the GDG felt there was justification for recommending the use
of FBS.
.
Thank you for your comments. This topic is extensively reviewed in the guideline update
and the systematic review is part of the evidence considered. GRADE Table 98 in the
full guideline summarises the findings of studies comparing CTG plus FBS vs either
CTG alone or intermittent auscultation. This shows that there were significantly more
instrumental vaginal deliveries and caesarean sections in women with CTG monitoring
supported by FBS. However, set against that were the findings of lower incidence of
cord blood acidosis (significant in the Stein study), need for neonatal resuscitation
(significant in the Stein study), neonatal seizures (significant in the RCTs) and low
apgar scores (significant in the Stein study). In addition, GRADE tables 105 and 106
which report the predictive accuracy for FBS values, show very good positive predictive
values for adverse neonatal outcome with a pH <7.20 and very good positive predictive
values and moderately good negative predictive values for a FBS pH threshold of 7.10.
GRADE Table 108 shows a very good positive predictive accuracy of a FBS of <7.10
for a cord arterial pH of <7.10. Finally, GRADE Tables 107 and 109 report correlation
data. Table 107 shows a significant correlations between low FBS pH values and low
Apgar scores and Table 109 shows a good correlation between FBS pH values and
cord arterial pH values (correlation coefficient 0.76). No evidence of the serious
complications of the procedure you mention was identified in the systematic review. In
the light of the benefit in terms of neonatal outcomes when FBS is used as an adjunct to
CTG and the predictive accuracy and correlation data showing significant relationships
between low FBS values and adverse neonatal outcomes, notwithstanding the increase
risk of operative delivery, the GDG felt there was justification for recommending the use
of FBS.
Thank you for your comment. The GDG was aware of a large ongoing US trial which
was designed to evaluate the use of ST waveform analysis in conjunction with CTG
versus CTG alone. The GDG felt that this trial was likely to provide pertinent results
which had the potential to impact on any recommendations that the group made and
thus felt it inappropriate to make recommendations prior to these findings being
published.
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Clarity needed.
“but do not start oxytocin.”
We suggest this is changed to;
“but do not start oxytocin routinely.”
As in another section of the guideline [Full, 12.6.2.5 / 196,
p573] it states
“Consideration should be given to the use of oxytocin, with
the offer of regional analgesia, for nulliparous women if
contractions are inadequate at the onset of the second
stage”.

Thank you for your comments. This section of the guideline was not updated. The
wording of this recommendation has only been amended for the update to take into
consideration the possibility of labour taking place in one of four different settings.
However, in that rewording the text to which you refer has been amended to be more
aligned with the other recommendation you mention. The full recommendation now
states: ‘An obstetrician should assess a woman with confirmed delay in the second
stage (after transfer to obstetric-led care following the general principles for transfer of
care described in section 1.6) but do not before considering the use of start oxytocin’.

The GDG should consider the manufacturers
recommendations regarding the timing of repeat doses of
ergometrine and syntometrine. These are powerful

Thank you for your comment. All NICE guidelines include a standard statement in the
introduction: "The guideline will assume that prescribers will use a drug’s summary of
product characteristics to inform decisions made with individual patients".
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vasoconstricitve drugs and doses are recommended to be
2 hours apart.
Also consideration should be given to the use of
intramuscular oxytocin in a homebirth or midwifery led
setting, prior to the transfer to an OU.
London
Labour Ward
Leads Group
MacDonald
Obstetric
Medicine
Society

19

NICE

1.16.1

76

We would like a MEOWS chart recommended for all
women in the postnatal period.

Thank you for your comment. The GDG consider that MEOWS charts have not been
validated and there are more than one version.

1

NICE

General

General

It is not clear from the draft if there is gong to be a pathway
or algorithm to enable clinicians and women to work their
way through this huge piece of work

MacDonald
Obstetric
Medicine
Society
MacDonald
Obstetric
Medicine
Society

2

NICE

General

General

The change in grading of recommendations from A to D to
“Must do” etc may be easier for the lay reader but is more
difficult to follow for clinicians

Thank you for your comment. Please note that as part of the guidance, a care pathway
is available in appendix R of the full guideline. NICE also produce a pathway of the
recommendations on this topic, that gives access to the products that NICE has
produced to support implementation of its guidance. This pathway will be available on
the NICE website.
Thank you for your comment.

7

Full

General

General

As a guideline of 805 pages ( summary 127) it is difficult to
imagine that many will have the time to review the whole
guideline and this therefore brings the whole “peer review”
process into question as well as making the guideline
unwieldy for clinicians

MacDonald
Obstetric
Medicine
Society

10

NICE

1.10.38

50

Cochrane reviews in 2008 & 2013 have concluded that
fetal blood sampling [FBS] does not reduce the Caesarean
section rate nor improve perinatal outcomes. We feel there
is undue emphasis in the guideline on the use of FBS when
the evidence base for its use is of low quality.

50

The statement – “The procedure can help to reduce the
need for further, more serious interventions, in particular a
caesarean section” is not in keeping with the conclusions of
the Cochrane reviews.

1.10.51

MacDonald
Obstetric
Medicine
Society

11

NICE

1.10.39

Thank you for your comment. Whilst we appreciate your concern, it is important that we
follow NICE processes in being systematic and transparent, and therefore we need to
include all the evidence as it was reviewed. That is why NICE publishes the NICE
guideline which is the short summary of all the recommendations, which can be easily
accessed by the busy clinician and also the NICE pathway which usually represent all
of NICE's recommendations on a topic, and give access to the products that NICE has
produced to support implementation of its guidance.
Thank you for your comments. This topic is extensively reviewed in the guideline update
and the systematic review is part of the evidence considered. GRADE Table 98 in the
full guideline summarises the findings of studies comparing CTG plus FBS vs either
CTG alone or intermittent auscultation. This shows that there were significantly more
instrumental vaginal deliveries and caesarean sections in women with CTG monitoring
supported by FBS. However, set against that were the findings of lower incidence of
cord blood acidosis (significant in the Stein study), need for neonatal resuscitation
(significant in the Stein study), neonatal seizures (significant in the RCTs) and low
apgar scores (significant in the Stein study). In addition, GRADE tables 105 and 106
which report the predictive accuracy for FBS values, show very good positive predictive
values for adverse neonatal outcome with a pH <7.20 and very good positive predictive
values and moderately good negative predictive values for a FBS pH threshold of 7.10.
GRADE Table 108 shows a very good positive predictive accuracy of a FBS of <7.10
for a cord arterial pH of <7.10. Finally, GRADE Tables 107 and 109 report correlation
data. Table 107 shows a significant correlations between low FBS pH values and low
Apgar scores and Table 109 shows a good correlation between FBS pH values and
cord arterial pH values (correlation coefficient 0.76). No evidence of the serious
complications of the procedure you mention was identified in the systematic review. In
the light of the benefit in terms of neonatal outcomes when FBS is used as an adjunct to
CTG and the predictive accuracy and correlation data showing significant relationships
between low FBS values and adverse neonatal outcomes, notwithstanding the increase
risk of operative delivery, the GDG felt there was justification for recommending the use
of FBS.
Thank you for your comments. This topic is extensively reviewed in the guideline update
and the systematic review is part of the evidence considered. GRADE Table 98 in the
full guideline summarises the findings of studies comparing CTG plus FBS vs either
CTG alone or intermittent auscultation. This shows that there were significantly more
instrumental vaginal deliveries and caesarean sections in women with CTG monitoring
supported by FBS. However, set against that were the findings of lower incidence of
cord blood acidosis (significant in the Stein study), need for neonatal resuscitation
(significant in the Stein study), neonatal seizures (significant in the RCTs) and low
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apgar scores (significant in the Stein study). In addition, GRADE tables 105 and 106
which report the predictive accuracy for FBS values, show very good positive predictive
values for adverse neonatal outcome with a pH <7.20 and very good positive predictive
values and moderately good negative predictive values for a FBS pH threshold of 7.10.
GRADE Table 108 shows a very good positive predictive accuracy of a FBS of <7.10
for a cord arterial pH of <7.10. Finally, GRADE Tables 107 and 109 report correlation
data. Table 107 shows a significant correlations between low FBS pH values and low
Apgar scores and Table 109 shows a good correlation between FBS pH values and
cord arterial pH values (correlation coefficient 0.76). No evidence of the serious
complications of the procedure you mention was identified in the systematic review. In
the light of the benefit in terms of neonatal outcomes when FBS is used as an adjunct to
CTG and the predictive accuracy and correlation data showing significant relationships
between low FBS values and adverse neonatal outcomes, notwithstanding the increase
risk of operative delivery, the GDG felt there was justification for recommending the use
of FBS.

MacDonald
Obstetric
Medicine
Society

12

NICE

1.10

39

We would like to ask the GDG to re-consider the evidence
regarding their recommendations for the use of ST-analysis
[STAN]. There is evidence that STAN reduces instrumental
deliveries and admissions to the neonatal unit.

National
Childbirth
Trust

1

NICE

General

General

NCT welcomes this guideline for care of healthy women in
labour, and appreciates the opportunity to give our
comments and suggestions for modification. It is clear that
a huge amount of work has gone into developing this
document, both from the research team and the GDG, and
that updating is proving a challenging task. We very much
welcome the focus on woman-centred care and the
introductory paragraph:

Thank you for your comment. The GDG was aware of a large ongoing US trial which
was designed to evaluate the use of ST waveform analysis in conjunction with CTG
versus CTG alone. The GDG felt that this trial was likely to provide pertinent results
which had the potential to impact on any recommendations that the group made and
thus felt it inappropriate to make recommendations prior to these findings being
published.
Thank you for your comment

“Giving birth is a life-changing event, and the care that a
woman receives during labour has the potential to affect
her both physically and emotionally in the short and longer
term. Good communication, support and compassion from
staff, and having her wishes respected, can contribute to
making birth a positive experience for the woman and her
birth partner(s).”
National
Childbirth
Trust

2

NICE

General

General

NCT particularly welcomes the positive recommendations
regarding choice of place of birth, and prioritising of this for
implementation, although we are suggesting changes to
focus on women’s choice of place of birth rather than
advising them where to give birth

Thank you for your comment.

See Comments 20, 21.
National
Childbirth
Trust

3

NICE

General

General

NCT particularly welcomes the recommended delay in cord
clamping, although we have suggestions on the specific
wording on these recommendations

Thank you for your comment.

See comments 111 to 114.
National
Childbirth
Trust

4

NICE

General

General

We think the provision of Tables 1-4 (NICE, 1.1.5, p13-15)
is an excellent idea, as in our experience a significant
number of parents want to see the numbers so they can
make their own assessment as to level of risk.

Thank you for your comment.
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National
Childbirth
Trust

5

NICE

General

General

We would like to see throughout the documents much more
on providing information to enable women to make
informed choices, rather than advising her on what to do.
These are healthy women with straightforward
pregnancies, and informed choice or shared decision
making should be the focus. So we would like to see many
more ‘inform’ or ‘explain’ rather than ‘advise’.

Thank you for your comment. The GDG have considered your comment and whilst they
agree that in "explain" and "inform" may be appropriate in several recommendations,
there are other where "advise" should be used as there may be particular benefits/risks
that the healthcare professional should communicate to women.

National
Childbirth
Trust

6

NICE

General

6

We are concerned that some recommendations have been
made where cost effectiveness has overridden clinical
effectiveness. We understand the importance of this for
the NHS, but we believe women have the right to know
when an intervention is clinically effective but is not being
recommended due to cost effectiveness data. We would
like to see this information added to any recommendation
where this has arisen.

Thank you for your comment. Each new recommendation that has been drafted for this
updated guideline will have a linking evidence to recommendation (LETR) section which
provides a transparent overview of the discussion of the GDG. This includes, the key
outcomes that were used; balancing benefits and harms, and clinical and cost
effectiveness, and any other considerations that can impact on the GDG's decisionmaking.
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See NICE p6 “We use ‘consider’ when we are confident
that an intervention will do more good than harm for most
patients, and be cost effective,…”
National
Childbirth
Trust

7

NICE

General

General

Whilst we understand that this is a NICE decision rather
than the GDG, NCT feels very strongly that the strength of
evidence for the recommendations should be re-instated.

Thank you for your comment. Please note that although NICE does not use overall
summaries for the strength of the recommendations, NICE uses the wording of
recommendations to reflect their strength.

We have found it difficult to establish the strength of
evidence supporting a recommendation from the wording
being used. We find the GRADE and WHO way of
presenting this information (giving the strength of a
recommendation and the quality of the evidence on which
there recommendation is based) much easier to follow. We
particularly would like to see the Good Practice Point
(GPP) reinstated as we feel it is critical for the reader to be
able to differentiate between GPP and evidence based
recommendations.
National
Childbirth
Trust

8

Full

General

General

NCT feels it is particularly important to add references to
the statements in the section ‘Evidence to
recommendations’ so that readers can fully understand the
decisions made by the GDG for the recommendations it is
making.

Thank you for your comment. References for the studies, will be found in the evidence
review (both evidence tables, and evidence profile). The LETR section is not intended
to duplicate all the information contained in the evidence review, but a summary of the
discussions of the GDG whilst reviewing the evidence and how this led them to the
wording of the recommendations.

National
Childbirth
Trust

9

Full

General

General

We think it would be helpful if NICE were to document how
it decided what to clarify and what not to clarify from the
2007 guideline.

Thank you for your comment. NICE follows a transparent method for determining
whether a guideline needs to be updated and stakeholders are involved in this process.
The areas identified in the final review decision will feed into the scope for the update
guideline. For further details please see section 14.1 on updating clinical guidelines and
section 2 on the scoping process of the NICE Guidelines Manual.

See comments: 33, 77, 100, 101
National
Childbirth
Trust

10

NICE

General

General

We recommend that in the NICE version there is a link
relating to the page in the Full Guideline and to pages in
any relevant appendices.

Thank you for your comment. The NICE guideline has a standard template across all
guidelines. However, the full list of recommendation in the full guideline is linked with
the recommendations in each chapter and by right clicking the mouse, you will be
directed to the chapter where the evidence is described.

We have found it very time consuming to track down the
evidence behind some of the recommendations due to lack
of such links.
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It is extremely confusing to have different numbering in the
full GL and the NICE version. We assumed that the NICE
version would have the same chapters as the full GL but
just list the recommendations – this appears not to be the
case.
There are sections in the NICE version that do not have a
corresponding section in the main guideline and it is
therefore unclear where the evidence is supporting these
recommendations. This appears to be the case for:
‘Ongoing assessment’, ‘Principles of transfer’ and ‘Care in
established labour’ – these sections are in the NICE
version without any equivalent chapter in the Full guideline.
Also ‘Prelabour rupture of membranes’ is a chapter in the
Full guideline between ‘Initial assessment at the onset of
labour’ and ‘Coping with pain in labour – non-epidural’
whereas in the NICE version it comes between sections on
‘Monitoring’ and ‘First stage of labour’.
National
Childbirth
Trust

11

NICE

General

General

We feel there needs to be better explanation of the
decisions around what is changed and what cannot be
changed from the 2007 guideline.
See Comments 33 and 77

National
Childbirth
Trust
National
Childbirth
Trust

12

NICE

General

General

We would welcome an Index in the NICE version as there
is in the Full Guideline.

13

NICE

General

7

We believe that the wording ought to be consistent
throughout the document and not have different meanings
between the 2007 version and the 2014 version.

Thank you for your comment. Please see appendix B of the full guideline which
contains the scope for the updated guideline. The draft scope for this guideline update
was subject to a stakeholder workshop and consultation process where stakeholder's
input was sought. The clinical areas outlined in the update scope are those where
substantial new evidence has been identified since the 2007 guideline. According to
NICE processes, developers are only required to update recommendations related to
the clinical areas covered by the scope. For more details please see guidelines manual
on http://www.nice.org.uk/article/PMG6/chapter/1%20Introduction.
Thank you for your comment. The NICE guideline has a standard template across all
guidelines and we are unable to revise its current format.
Thank you for your comment. Whilst we appreciate your point, it is NICE process that
only updated recommendations should follow current methods. To change the wording
that denotes the strength of the recommendation would not be possible without a
systematic review.

e.g. NICE p7 “NICE began using this approach to denote
the strength of recommendations in guidelines that started
development after publication of the 2009 version of ‘The
guidelines manual’ (January 2009). This does not apply to
any recommendations shaded in grey and ending [2007]
(see ‘Update information’ box below for details about how
recommendations are labelled). In particular, for
recommendations labelled [2007], the word ‘consider’ may
not necessarily be used to denote the strength of the
recommendation.”
We suggest the appropriate changes are made to the 2014
document so that there is consistency through the
document.
National
Childbirth
Trust

14

NICE

General

6

We find using wording to represent the strength of
evidence very difficult to grasp, and we feel it does not give
the reader the information he/she needs..

Thank you for your comment.

We much prefer the suggestions made in Grade, and used
by WHO in its guidelines, where a recommendation is
labelled as either a strong or weak recommendation with
the quality of the evidence which supports the
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recommendation also given (ranging from high to very low).
Grade software and guidance manual:
http://tech.cochrane.org/revman/otherresources/gradepro/download

National
Childbirth
Trust

15

NICE

General

010

We welcome the highlighting of the chosen
recommendations on Place of birth; Monitoring and Third
stage in the Key recommendations, and felt that these are
key aspects for good care women and babies, but with the
following suggestions:




National
Childbirth
Trust

16

National
Childbirth
Trust

17

NICE

General

10

Place of birth: NCT does not support advising women
where they should plan to give birth. We suggest
specific modifications to the wording to support the
focus being on giving women information to enable
them to make their own informed choices (see
Comments 20, 21 )
Third stage: we are aware there is no evidence to
support the 1 & 5 minute recommendations on timing of
cord clamping (Comments 111-114) and there is
evidence to say CCT is not a requirement for good third
stage care (Comments 115).

We suggest this is an additional key recommendation:
1.10.8 If continuous cardiotocography has been used
because of concerns arising from intermittent auscultation
but there are no concerning features on the
cardiotocograph trace after 20 minutes, remove the
cardiotocograph and return to intermittent auscultation.
[new 2014]

NICE

1.14.0

65

We suggest this is an additional key recommendation:
“Recognise that the third stage of labour is when the
mother greets and starts to get to know her baby. This time
is precious and any care which may need to be given
should be sensitive to this”.

Thank you for your comments. The word 'advise' was used after careful consideration
by the GDG as they felt that whilst healthcare professionals should present women with
all options for birth, it was their professional responsibility to advise what was supported
by the evidence. The GDG have also reordered the recommendations so that
supporting choice is in front of the ‘advise’ recommendations (i.e. to support and
respect women's autonomy first, but give advice as professionals).
Please note that the recommendation that you mention has been merged and the final
recommendation now reads:


Explain to both multiparous and nulliparous women that they may choose
any birth setting (home, freestanding midwifery unit, alongside midwifery
unit or obstetric unit), and support them in their choice of setting wherever
they choose to give birth:
o

Advise low-risk multiparous women that planning to give birth at
home or in a midwifery-led unit (freestanding or alongside) is
particularly suitable for them because the rate of interventions is
lower and the outcome for the baby is no different compared with
an obstetric unit.

o

Advise low-risk nulliparous women that planning to give birth in a
midwifery-led unit (freestanding or alongside) is particularly suitable
for them because the rate of interventions is lower and the outcome
for the baby is no different compared with an obstetric unit. Explain
that if they plan birth at home there is a small increase in the risk of
an adverse outcome for the baby. [new 2014]

Regarding the choice of wording for the third stage recommendations: a) the time limits
for cord clamping were chosen on the basis of the intervals used in the studies reported
(the shortest interval studied in 'delayed' cord clamping studies was 1 minute and the
longest was 5 minutes); b) in the majority of studies that formed the basis of the
evidence supporting the recommendations for the third stage, controlled cord traction
was a component.
Thank you for your comment. The GDG voted on the key priorities for implementation
before the guideline went out for consultation and consider that the list still stands. For
further information on how the GDG select these recommendations please see section
9.4 of the NICE guidelines manual
http://www.nice.org.uk/article/PMG6/chapter/1%20Introduction.

Thank you for your comment. The GDG voted on the key priorities for implementation
before the guideline went out for consultation and consider that the list still stands. For
further information on how the GDG select these recommendations please see section
9.4 of the NICE guidelines manual
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National
Childbirth
Trust

18

NICE

1.1.1

12

(Full GL Ch 3, page 75)
NCT particularly welcomes:
Explain to women who are at low risk of complications that
giving birth is generally very safe for both the woman and
her baby. [2014]

Thank you for your comments.

National
Childbirth
Trust

19

NICE

1.1.2

12

NCT believes it is important to be explicit and so we
suggest:

Thank you for your comment. The recommendation has been revised accordingly.

“1.1.2 Explain to both nulliparous and multiparous women
that they may choose any birth setting (home, freestanding
midwifery unit, alongside midwifery unit or obstetric unit),
and support them in their choice of setting wherever they
choose to give birth. [new 2014]”
National
Childbirth
Trust

20

NICE

1.1.3

12

After careful reflection and discussion, NCT does not
support advising women where they should plan to give
birth. Instead, we feel women should be ‘advised that there
are advantages’ to planning birth in different settings: So
we suggest:

Thank you for your comment. The GDG disagree with your suggested revisions as they
consider that "advantages" may be too subjective when healthcare professionals have a
duty to act in patients' best interests and that means advising about the overall benefit
and harm ratios, within the context of respecting autonomy and choice.

“1.1.3 Advise low-risk multiparous women that there are
advantages in planning to give birth at home or in a
midwifery-led unit (freestanding or alongside) rather than
an obstetric unit. Explain that this is because the rate of
interventions is lower and the outcome for the baby is no
different compared with an obstetric unit. [new 2014]”
Hence we are suggesting changes to the Key
Recommendations as well (Comment 14 )
National
Childbirth
Trust

21

NICE

1.1.4

12

We are concerned that nulliparous women may not be
supported in their choices and therefore feel some
amendments are needed to clarify this, so we suggest:
“1.1.4 Advise low-risk nulliparous women that there are
advantages in planning to give birth in a midwifery-led unit
(freestanding or alongside) rather than an obstetric unit.
Explain that this is because the rate of interventions is
lower and the outcome for the baby is no different
compared with an obstetric unit. Explain that, but if they
plan birth at home the rate of interventions is lower but is a
small increase in the risk of an adverse outcome for the
baby. [new 2014]”

Thank you for your comment. The GDG disagree with your suggested revisions as they
consider that "advantages" may be too subjective when healthcare professionals have a
duty to act in patients' best interests and that means advising about the overall benefit
and harm ratios, within the context of respecting autonomy and choice.
Please note that the recommendation that you mention has been merged and the final
recommendation now reads:


Explain to both multiparous and nulliparous women that they may choose
any birth setting (home, freestanding midwifery unit, alongside midwifery
unit or obstetric unit), and support them in their choice of setting wherever
they choose to give birth:
o

Advise low-risk multiparous women that planning to give birth at
home or in a midwifery-led unit (freestanding or alongside) is
particularly suitable for them because the rate of interventions is
lower and the outcome for the baby is no different compared with
an obstetric unit.

o

Advise low-risk nulliparous women that planning to give birth in a
midwifery-led unit (freestanding or alongside) is particularly suitable
for them because the rate of interventions is lower and the outcome
for the baby is no different compared with an obstetric unit. Explain
that if they plan birth at home there is a small increase in the risk of

Hence we are suggesting changes to the Key
Recommendations as well (Comment 14 )
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National
Childbirth
Trust

22

NICE

1.1.5

13

Table 1 Rates of spontaneous vaginal birth, transfer to an
obstetric unit and obstetric interventions for each planned
place of birth: multiparous women at low-risk of
complications: is very clearly presented and provides very
useful information.

Thank you for your comment. The Blix data was also included in table 1 and table 3 for
home birth and OU. The GDG appreciate that the Birthplace figures apply specifically to
England, however the Blix study was included in the evidence review as it also matched
the inclusion criteria set out by the protocol. The evidence from the Blix study is of very
low quality because of the study's limitations, and a full discussion of the evidence used
to inform recommendations regarding place of birth can be found in section 3.2.9

But we are not sure why Blix is referenced as well as
Birthplace. Are the data solely Birthplace data? This needs
to be made explicit and clear. The note in the full report
states ‘the data included in the recommendations are
drawn largely from Birthplace UK (2011). However, we
believe only the Birthplace data is relevant for the data
provided here.
We suggest the Blix data is removed from Table 1.
National
Childbirth
Trust

23

NICE

1.1.5

14

Table 2 Outcomes for the baby for each planned place of
birth: multiparous women at low risk of complications: is
very clearly presented and provides very useful
information.

Thank you for your comment.
The data is not adjusted and it includes women at low risk of complications (including
those with complications at the start of labour). Please see GRADE tables (numbers 6575) in appendix J.

But please state explicitly whether these data the adjusted
or non-adjusted data (ie including or excluding women
found to have ‘complicating conditions’ at the start of care
in labour?
National
Childbirth
Trust

24

NICE

1.1.6

15

Table 3 Rates of spontaneous vaginal birth, transfer to an
obstetric unit and obstetric interventions for each planned
place of birth: nulliparous women at low risk of
complications: is very clearly presented and provides very
useful information.

Thank you for your comments. The Blix paper fulfilled the criteria set out by the protocol
for this question. In fact though the Birthplace study contributed a substantial part of the
data used in the review of place of birth, there were a total of 27 other studies included
only one of which was the Blix paper. All of these publications fulfilled the criteria of the
protocol.

But we are not sure why Blix is referenced as well as
Birthplace. Are the data solely Birthplace data? This needs
to be made explicit and clear. The note in the full report
states ‘the data included in the recommendations are
drawn largely from Birthplace UK (2011). However, we
believe only the Birthplace data is relevant here.
We suggest the Blix data is removed from Table 3.
National
Childbirth
Trust

25

NICE

1.1.6

15

Table 4 Outcomes for the baby for each planned place of
birth: nulliparous women at low risk of complications: is
very clearly presented and provides very useful
information.

Thank you for your comment. The data mentioned is not adjusted and women at low
risk of complications (including those with complications at the start of labour) were
included.

But please state explicitly whether these data are the
adjusted or non-adjusted data (ie including or excluding
women found to have ‘complicating conditions’ at the start
of care in labour? It would appear that the non-adjusted
data may be reported as footnote 3 on p282 (Appendices)
states: 3 6.9% the women in the alongside midwifery unit
group and 19.5% of women in the obstetric unit group had
complicating conditions at onset of labour.
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National
Childbirth
Trust

26

NICE

1.1.5

13

Table 1 and 3: 'The numbers in table 1 do not quite add up.
If 92/1000 multiparous women experience either CS (35),
forceps (20) and ventouse (37), then is does not
seem possible that 925/1000 have a spontaneous birth.
908/1000 seems more likely. Is the discrepancy due to
some women experiencing more than one of these three
interventions? If so, it would be useful to add this as a
footnote.' The same question applies for the data presented
for nulliparous women.'

Thank you for your comment. The numbers in the tables you mention have now been
corrected.

National
Childbirth
Trust

28

NICE

1.1.7

15

“1.1.7 Ensure that you are familiar with the types and
frequencies of serious medical problems that can affect
babies, in order to be able to provide this information to
women if they request it (see appendix B). [new 2014]”

Thank you for your comment.
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NCT believes that this a useful and important
recommendation based on the evidence and parents’
needs.
National
Childbirth
Trust

29

NICE

1.1.8

16

2

“1.1.8 Commissioners and providers should ensure that all
4 birth settings are available to all women (in the local area
or in a neighbouring area). [new 2014]”

Thank you for your comment.

NCT particularly welcomes this recommendation. We
believe that this a useful and important
recommendation based on the evidence and parents’
needs.
National
Childbirth
Trust

30

NICE

1.1.9

16

“1.1.9 Give the woman the following information, including
local statistics, about all local birth settings:……”

Thank you for your comment.

NCT welcomes this recommendation. Local statistics
are vital for informed decision-making.
National
Childbirth
Trust

31

NICE

1.1.9

17

Table 5 Most common reasons for transfer to an
obstetric unit:

Thank you for your comments. Tables 1 and 3 in the NICE guideline show the transfer
rates for multiparous and nulliparous women respectively. Table 5 in the NICE guideline
shows the reasons for the transfer in all women.

It would be helpful to state that this is all women (if
retained). We would like to see a table for nullips and
one for multips, including a row of the total
number/percentage transferred.
National
Childbirth
Trust

32

NICE

1.1.10

17

“1.1.10 If an opinion is sought by either the midwife or the
woman about the choice of planned place of birth, this
should be obtained from a senior midwife (consultant or
supervisor of midwives), and/or a consultant obstetrician if
there are obstetric issues. [new 2014]”

Thank you for your comment.

NCT welcomes this recommendation.
National
Childbirth
Trust

33

NICE

1.1.11

21

Table 9 Other factors indicating individual assessment
when planning place of birth:

Thank you for your comment. Two changes have been made in table 9 for consistency
with recommendation 1.14.29 of the NICE guideline: ‘Para 4 or more’ (instead of ‘…6 or
more’) and ‘Age over 35 at booking’ (instead of ‘Age over 40…’).

The revisions to ‘para 4’ and ‘age over 35’ are not
explained. An explanation, with references, would be
helpful. Maternal age data seems to be from
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Li,Y., Townend,J., Rowe,R., Knight,M., Brocklehurst,P.,
Hollowell,J., The effect of maternal age and planned place
of birth on intrapartum outcomes in healthy women with
straightforward pregnancies: secondary analysis of the
Birthplace national prospective cohort study, BMJ Open, 4,
e004026-, 2014 (Appendix P164)
We think it would be helpful if NICE were to document how
it decided what to clarify and what not to clarify from the
2007 guideline.
Links to Comment: 9
National
Childbirth
Trust

34

National
Childbirth
Trust

35

NICE

1.1.12

21

1.1.12-15 Women’s experiences in all birth settings:

Thank you for your comment.

NCT welcomes the emphasis and recommendations on
women’s experience in all birth settings.
NICE

1.1.16

22

“1.1.16 Maternity services should:
 provide a model of care that supports one-to-one care
in labour and
 benchmark services and identify overstaffing or
understaffing by using workforce planning models
and/or woman-to-midwife ratios. [new 2014]”

Thank you for your comment.

NCT welcomes the emphasis and recommendation on oneto-one care.
National
Childbirth
Trust

36

National
Childbirth
Trust

57

National
Childbirth
Trust

58

NICE

1.1.17

22

1.1.17-20 Service organisation and clinical governance:
NCT welcomes the emphasis and recommendations on
service organisation and clinical governance.

NICE

1.3.2

25

1.3.2 to 1.3.8 Education and early assessment:

Thank you for your comment.

NCT welcomes the recommendations on Education and
early assessment for/during the Latent phase of labour.
NICE

1.3.3

25

We suggest adding a new bullet point at
1.3.3 Offer all nulliparous women antenatal education
about the signs of labour, consisting of:


National
Childbirth
Trust

Thank you for your comment.

59

NICE

1.3.4

25

Thank you for your comment. The GDG disagree with this suggestion as this
recommendation focuses on educating women about the signs of labour and the point
you make is covered in recommendation 1.3.6.

and also the need for emotional support and physical
comfort measures

“1.3.4 Consider providing all nulliparous women with an
early assessment of labour, either:
 at home (regardless of planned place of birth) or
 in an assessment facility in her planned place of birth,
comprising one-to-one midwifery care for a minimum of
1 hour. [new 2014]”

Thank you for your comment. Evidence regarding one hour 1:1 is derived from the
Hodnett (2008) study. Please see GRADE table 77 in appendix J.

NCT likes the recommendation to ‘consider’ ‘one-to-one
midwifery care for a minimum of one hour’, however, it is
unclear on what evidence this is based. There is some
evidence indicating that there are clinical risks associated
with admitting women to a facility before they are in
established labour. We wonder if the GDG has considered
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this. Is this a good practice point (GPP) or based on social
science evidence of women’s experiences?
National
Childbirth
Trust

60

NICE

1.3.6

26

We suggest adding extra bullet points:



Ask about how well her emotional support and physical
comfort needs are being met.
Provide guidance and support for the woman’s
partner/birth companion if she has one, including the
value of using massage to reduce anxiety during the
first stage of labour (Jones et al, 2012; Full p238)

Thank you for your comment. The GDG consider that your first bullet point is covered
by recommendations 1.2.2 and 1.4.1. The GDG have also revised the recommendation
in light of your second bullet point, but consider that the value of using massage is
sufficiently covered in recommendation 1.3.9 f the NICE guideline.

Jones 2012: Jones L, et al. 2012. Pain management for
women in labour: an overview of systematic reviews.
Cochrane Database of Systematic Reviews 2012, Issue 3.
National
Childbirth
Trust

61

NICE

1.3.8

26

1.3.8 If a woman seeks advice or attends a midwifery-led or
obstetric-led unit with painful contractions, but is not in
established labour:

Thank you for your comment. This recommendation has been revised accordingly.

Last bullet, please amend to:


National
Childbirth
Trust

62

NICE

1.3.9

26

Full

NICE

5.2.8.43

289

1.9.3

36

encourage her to remain at or return home, unless
doing so leads to a significant risk that she could give
birth without a midwife present or psychological
distress. [new 2014]

We suggest:

Thank you for your comments. However, as you did not provide evidence or references
to support your suggested revisions, we are therefore unable to accept your suggestion.

“1.3.9 Inform the woman and her birth partner(s) that
focussed breathing, mobility,, use of warm water in a bath
or shower, and massage may make contractions easier to
cope with during the latent phase. Full immersion in water
may possibly slow labour down in the latent phase so
encourage women to balance their need for pain
management and the possibility that their labour could be
longer overall". [new 2014]”
This information would also be useful for women requesting
regional analgesia see Recommendation 1.9.3, NICE page
36.

National
Childbirth
Trust

64

NICE

Full

1.3.10

5.2.6.2

27

287

“1.3.10 Do not offer or advise aromatherapy, yoga or
acupressure for pain relief during the latent phase. If a
woman wants to use any of these techniques, respect her
wishes. [new 2014]”

Thank you for your comments. There was no evidence to support the use of these
modalities for pain relief so the GDG made the 'do not offer or advise' recommendation.
The GDG were of the view that unless there was evidence of clinical benefit then the
NHS could not be expected to fund these procedures.

NCT feels that this recommendation is very negatively
worded and should be replaced. We think ‘respect her
wishes’ is not positive enough and offering support rather
than just respect is more ‘woman-centred’.

Thank you for your comments. Regarding the evidence, the review for this section was
for non-pharmalogical pain relief during the latent phase. The Jones et al 2012 paper is
included in another systematic review (Smith 2012) which is already included in our
review. Therefore related evidence was identified. The Chaillet 2014 study is related to
active phase of labour. Finally, there was no evidence to support the use of these
modalities for pain relief so the GDG made the 'do not offer or advise' recommendation.
The GDG were of the view that unless there was evidence of benefit then the NHS
could not be expected to fund these procedures. We do not think the current wording of
the recommendations needs changing.

We appreciate the lack of evidence on clinical outcomes,
however, there is also no evidence that aromatherapy,
yoga and acupressure do harm, and and there is some
positive evidence as acknowledged by the GDG:-
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“The GDG noted that for the comparison between
breathing exercises and massage or yoga with “usual
care”, there was statistically significantly reduced pain
intensity during both the latent and active phases of labour
for women in the intervention groups. The GDG noted that
although the studies were very small and some were poorly
designed, this finding was borne out by their own
experience. It was recognised that the improvement in
outcomes could have been due to having the focused
support of a birth companion, rather than as a result of the
breathing exercises and/or massage per se.” (Full, p287).
Also the Cochrane overview on pain management in labour
(Jones 2012) found, though not specifically for latent
phase:
“What works
Evidence suggests that epidural, combined spinal epidural
(CSE) and inhaled analgesia effectively manage pain in
labour, but may give rise to adverse effects….
What may work
There is some evidence to suggest that immersion in
water, relaxation, acupuncture, massage and local
anaesthetic nerve blocks or non-opioid drugs may improve
management of labour pain, with few adverse effects….
Insufficient evidence
There is insufficient evidence to make judgements on
whether or not hypnosis, biofeedback, sterile water
injection, aromatherapy, TENS, or parenteral opioids are
more effective than placebo or other interventions for pain
management in labour…”
A recent meta-analysis also found non-pharmacological
pain management helpful as part of hospital pain relief
strategies (Chaillet 2014), and we think these nonpharmacological approaches may also be helpful in the
latent phase of labour, and should be discussed in the
antenatal period (see Comment 60)
We suggest:
“1.3.10 Support women who wish to use aromatherapy,
yoga or acupressure for emotional support and physical
comfort measures during the latent phase of labour.. [new
2014]”
NCT does not accept the reasoning that: because yoga
needs to be taught by a trained teacher this was sufficient
reason to say that it would not be ‘be universally advised’,
given that ‘yoga did have some promising results’. It is very
important at least to acknowledge explicitly the ‘promising
results’ as yoga is not harmful and has other health
benefits (BP lowering; stress reduction).
Jones L, et al. 2012. Pain management for women in
labour: an overview of systematic reviews. Cochrane
Database of Systematic Reviews 2012, Issue 3.
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Chaillet et al 2014. Nonpharmacologic approaches for pain
management during labor compared with usual care: a
meta-analysis. Birth 2014; 42(2):122-37

National
Childbirth
Trust

65

NICE

1.3.11

27

We were surprised to see no references to/studies on use
of TENS during the latent stage of labour. Anecdotally,
women often use TENS during the latent phase and report
its usefulness as a physical comfort measure.

Thank you for your comment. TENS was reviewed in the original guideline (see Section
8.4 in the full guideline. It was not an effective analgesic in established labour and there
is a recommendation against its use in that setting 1.8.10 in the NICE guideline). It was
a review topic for the update. However, no studies of its use in the latent phase were
identified.

We suggest adding a recommendation here:
“1.3.11 Inform women that there have been no high quality
studies on using TENS in the latent phase of labour, but
some women have found it useful”.

Full
National
Childbirth
Trust

66

National
Childbirth
Trust

68

NICE

1.4.1

27

(Full ch6, page 290) We welcome this recommendation

Thank you for your comment.

1.4.1 When performing an initial assessment of a woman in
labour, listen to her story and take into account her
emotional and psychological needs. [new 2014]
NICE

1.4.5

29

We welcome this new recommendation and suggest the
following bullet point to this recommendation.

Thank you for your comments. The GDG discussed your suggestion. Midwives, like all
health care professionals, should be trained and confident in their professional skills
and there is no need for a recommendation stating that.

1.4.5 When conducting a vaginal examination:
 be sure that the examination is necessary and will add
important information to the decision-making process
 recognise that a vaginal examination can be very
distressing for a woman, especially if she is already in
pain, highly anxious and in an unfamiliar environment
 explain the reason for the examination and what will be
involved
 ensure the woman’s consent, privacy, dignity and
comfort
 explain sensitively the findings of the examination and
any impact on the birth plan to the woman and her birth
partner(s).
 midwives should be trained and should be confident to
do vaginal examinations in positions which women find
most comfortable, rather than moving women onto their
backs, as many women find lying on their backs
uncomfortable and more painful.
See Comments 67
National
Childbirth
Trust

69

NICE

1.4.5

29

We believe this recommendation on ‘When conducting a
vaginal examination’ above (Comment 60) is very important
and should come earlier in the document. We suggest it is
moved to the

Thank you for your comment. The GDG have considered your request, but think this
recommendation is still better placed in the initial assessment section.

‘Care throughout labour’ section
and then reminders are added with links to this
recommendation at the appropriate places in the
document.
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National
Childbirth
Trust

73

NICE

1.5

30

We note there seems to be no corresponding section in the
full guideline explaining the evidence behind these
recommendations.

National
Childbirth
Trust

74

NICE

1.5.2

31

We are unsure what ‘tenacious’ means in the definition of
significant meconium and feel this word needs to be
removed or replaced

National
Childbirth
Trust

75

NICE

1.6

32

We welcome these new recommendations on transfer of
care.

Stakeholder

Comments
Please insert each new comment in a new row.

However, we note there seems to be no corresponding
section in the full guideline explaining the evidence behind
these recommendations. We wonder if they are ‘Good
Practice Points’ – and if so we strongly believe they need to
be labelled as such – and there still needs to be a
corresponding chapter in the full guideline explaining what
led the GDG to these specific recommendations.
National
Childbirth
Trust

76

NICE

1.6.3

32

1.6.3 When arranging transfer of care, the midwife
attending the labour should contact the ambulance service
(if appropriate) and the coordinating midwife in the obstetric
unit. The coordinating midwife should then alert the
relevant healthcare professionals (obstetric, anaesthetic
and neonatal). [new 2014]

Developer’s Response
Please respond to each comment

Thank you for your comment. The GDG discussed ongoing observations during labour
with particular reference to ensuring that these were appropriate for all birth settings
and that thresholds for transfer to obstetric care in an obstetric unit were identified and
included in the guideline recommendations. They considered the existing
recommendations from the original guideline for observations in established labour in
conjunction with the new recommendations made for initial assessment and thresholds
for transfer at initial assessment and used these as a basis for compiling
recommendations for ongoing assessment during labour and thresholds for transfer to
obstetric care. They noted that when a woman is labouring outside an obstetric unit the
time taken for transfer and the stage of labour needs to be taken into account and
transfer only undertaken if safe to do so and bearing in mind the likelihood of the
woman giving birth whilst in transit.
Thank you for your comment. The GDG used the term that was reported in the studies
included as part of the evidence review.

Thank you for your comments. As this section in the chapter makes clear, there was no
evidence that addressed the review questions: 'What factors should be included in an
initial assessment at first contact in labour (or suspected labour), and what thresholds in
these variables would prompt referral to an obstetrician?' So the GDG used a
consensus approach looking at the common features in a series of labour ward
protocols that were in current use and producing the guidance on this basis. NICE no
longer uses the 'Good practice point' scoring system.

Thank you for your comment. We agree and have added a further bullet point in
recommendation 1.6.4 in light of your suggestion.

1.6.4 When arranging transfer of care, ensure the following:
 Before transfer, the woman is dressed, wrapped in a
blanket or otherwise covered in a way that she feels is
comfortable and appropriate.
 The woman is made to feel as comfortable as possible
before and during transfer.
 Any ambulance staff or other personnel involved are
aware that some positions may make the woman
uncomfortable or afraid and could affect her labour, so
she should be encouraged to choose how to move and
what position to adopt if possible, in accordance with
ambulance service protocols.
 Communication and companionship are maintained.
Explain the arrangements for transfer to the woman
and her birth partner(s). A midwife who has been
involved in her care up to that point should travel with
her and carry out a handover of care that involves the
woman. [new 2014]
We would also suggest something needs to be added
about the birth companion and how they transfer. So we
suggest an additional bullet point:
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Arrangements should be in place to enable the
woman’s birth companion to travel with her in the
ambulance if this is what the woman wishes. If this is
not possible there should be some arrangement to
ensure the companion has appropriate transport.

We believe this is an issue of support for the woman and
also equity especially if the birth companion has no
transport of their own.
National
Childbirth
Trust

77

NICE

1.7.3

33

We object in strong measure to inclusion in the revised
guideline of this recommendation:
“1.7.3 Do not use team midwifery (defined as a group of
midwives providing care and taking shared responsibility
for a group of women from the antenatal, through
intrapartum to the postnatal period). [2007]”

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to change it in the
way you suggest.
Please note this recommendation was amended to match current NICE wording style in
the draft guideline. As this amendment was perceived to have altered the strength of
the recommendation the wording will remain the same as the 2007 guideline.

which is based on pre-2007 evidence. There is a large
and growing body of evidence to show that continuity
models of care are beneficial for women’s wellbeing
and satisfaction with care. The recommendation does
not define ‘team’. To say sweepingly ‘Do not use team
midwifery’ is potentially damaging and may stifle
innovation in commissioning and in development of
continuity models. (cf Sandall et al 2013 Midwife-led
continuity models versus other models of care for
childbearing women - See more at:
http://summaries.cochrane.org/CD004667/midwife-ledcontinuity-models-versus-other-models-of-care-forchildbearing-women#sthash.OtqT18vD.dpuf) Please
either:
a) remove this statement, or
b) add a very clear health warning that this is out
of date (nothing else is discussed regarding
models of care, such as caseload midwifery).
Please confirm that this will be addressed clearly in
the forthcoming guidance on maternity workforce,
following review of evidence – and state this explicitly
in the Intrapartum Care guideline.

Links to Comment: 9
We think it would be helpful if NICE were to document how
it decided what to clarify and what not to clarify from the
2007 guideline.
Sandall J, Soltani H, Gates S, Shennan
A,DevaneD.Midwife-led continuity models versus other
models of care for childbearing
women. Cochrane Database of Systematic Reviews 2013,
Issue 8.
National
Childbirth

78

NICE
Full

1.8

34

(also Full ch 8, page 309)
We understand that this section has only had word

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way

PLEASE NOTE: Comments received in the course of consultations carried out by the Institute are published in the interests of openness and transparency, and to promote understanding of how recommendations are developed. The comments are published
as a record of the submissions that the Institute has received, and are not endorsed by the Institute, its officers or advisory committees.

67 of 216

Stakeholder

Or
der
No

Docu
ment

Section
No

Page
No

Trust

National
Childbirth
Trust

79

NICE

1.8.2

35
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changes from the 2007 guideline for clarification, hence our
comments will be around clarification.

you suggest.

We suggest ahead of 1.8.2, adding the following
recommendation:

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

“Inform the woman that choosing positions such as
upright/forward leaning and sidelying can help her cope
with labour and that she can change positions when she
need to throughout labour”.
National
Childbirth
Trust

80

NICE

1.8.7

35

We feel that ‘Do not use/offer…’ is inconsistent with the
overall ethos of offering choice to women, and we feel it is
particularly important for women to have choice of pain
management in labour. We suggest using the wording
used in other recommendations, namely:

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

“If a woman chooses injected water papules, support her in
this choice”

National
Childbirth
Trust

81

National
Childbirth
Trust

82

National
Childbirth
Trust

83

NICE

1.8.8

35

Similarly:
“If a woman chooses acupuncture, acupressure or
hypnosis, support her in this choice”

NICE

1.8.10

35

Similar to above:
“If a woman arrives on labour ward using transcutaneous
electrical nerve stimulation (TENS),support her in this
choice. Inform women who are not using TENS on arrival
that the evidence shows it is not effective when started in
active labour”

NICE

1.8.15

35

In order to provide clarification for women, we think this
recommendation would be better if it said :

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

1.8.15 Inform women before they accept opioid drugs, that
they should not enter water (a birthing pool or bath) within
2 hours of opioid administration or if they feel drowsy.
[2007]
National
Childbirth
Trust

87

NICE

1.10

39

(Full GL ch 10 page 365) We feel that it is important to
have guidance on monitoring in the IPC guideline, but we
also feel that much of the information would be better in a
Manual on CTG, which can be referred to in the guideline.
This is because we understand that the information on
specifically how to use and interpret CTGs will apply
generally to the use of CTG’s in labour, and is not specific
to healthy women only. Most women covered by in this
guideline will be monitored using IA.

National
Childbirth
Trust

88

NICE

1.10.3

39

We feel ‘non-significant (light) meconium’ needs to be
defined. It would help to have a list of definitions with the
NICE version document.

Thank you for your comments. At present there is no high-risk intrapartum care
guideline which is where the section on fetal monitoring should be located. However,
fetal monitoring is important in clinical practice and it was decided before the original
guideline was produced that fetal monitoring should be included. NICE have
commissioned a guideline on high risk intrapartum care. In time the sections in this
guideline which apply to women with risk factors may be relocated.

Thank you for your comments. The definitions of ‘non-significant’ (‘light’) and ‘significant’
(‘heavy’, ‘thick’) meconium are given in the Glossary.
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89

NICE

1.10.8

40

Comments
Please insert each new comment in a new row.
We welcome this recommendation, believe it will be very
helpful for women and suggest it is a key recommendation
1.10.8 If continuous cardiotocography has been used
because of concerns arising from intermittent auscultation
but there are no concerning features on the
cardiotocograph trace after 20 minutes, remove the
cardiotocograph and return to intermittent auscultation.
[new 2014]

National
Childbirth
Trust

90

NICE

1.10.9

41

We also welcome this recommendation, but feel it needs
additional information for women and suggest:
“1.10.9 Offer telemetry to any woman who needs
continuous cardiotocography during labour. [new 2014]”

Developer’s Response
Please respond to each comment

Thank you for your comment. The GDG voted on the key priorities for implementation
before the guideline went out for consultation and consider that the list still stands. For
further information on how the GDG select these recommendations please see section
9.4 of the NICE guidelines manual

Thank you for your comment. These issues will be considered by NICE’s
implementation and costing teams but tools may not be developed to address all
stakeholder concerns.

We understand that some units use telemetry with external
monitors, but if any units still use internal telemetry
monitors then we feel women need to be informed about
the need for ruptured membranes and the use of the clip on
the baby’s head.
We suggest that staff are trained in the use of telemetry
and that units ensure they have sufficient telemetry for
women who require continuous monitoring as this enables
them to remain mobile.

National
Childbirth
Trust

91

NICE

1.10.9

41

rd

We welcome the 3 bullet in Overall care, but would like to
see the statement strengthened and suggest:

Thank you for your comment. This recommendation has been revised in light of
stakeholder comments.

“Ensure that the focus of care remains on the woman
rather than the cardiotocograph trace and that she is
encouraged and assisted to continue to be mobile and
change position as she feels she needs to.”
We appreciate that reminders regarding mobilisation and
the left lateral position are included further down the table
(eg p42), however it is our experience that many women
are left in one position once CTG use has commenced
(especially if epidural analgesia has been administered).
We therefore feel that greater emphasis needs to be given
in this section to the importance of mobility in helping a
woman achieve a straightforward vaginal birth.
National
Childbirth
Trust

92

NICE

1.10.10

1.10.15

44

We think there should be greater clarity in this section
regarding when it is appropriate to discontinue CTG
monitoring.
We acknowledge that this is mentioned in section 1.10.8
(p40) “If continuous cardiotocography has been used
because of concerns arising from intermittent auscultation
but there are no concerning features on the
cardiotocograph trace after 20 minutes, remove the
cardiotocograph and return to intermittent auscultation “ but
feel it needs restating next to the detailed guidelines on
overall care.

Thank you for your comments. Regarding your first comment that greater clarity is
needed about when CTG monitoring can be discontinued. We would disagree. There is
only one circumstance when this is recommended (recommendation 1.10.7) and it is
the one you quote. Regarding the second comment about explaining things and
informing women. Again we think that this is addressed in recommendations 1.10.6 and
1.10.11.

PLEASE NOTE: Comments received in the course of consultations carried out by the Institute are published in the interests of openness and transparency, and to promote understanding of how recommendations are developed. The comments are published
as a record of the submissions that the Institute has received, and are not endorsed by the Institute, its officers or advisory committees.

69 of 216

Stakeholder

Or
der
No

Docu
ment

Section
No

Page
No

Comments
Please insert each new comment in a new row.

Developer’s Response
Please respond to each comment

We feel this section is lacking in emphasis on explaining
things and informing women. The call for “a culture of
respect” is a real strength of this document, and we think it
would help to re-state it in this section that a lack of
communication often leads to fear and anxiety for labouring
women and their birth partners.
National
Childbirth
Trust

93

NICE

1.10.15

39

We suggest changing

Thank you for your comment. This recommendation has been revised in light of
stakeholder comments.

1.10.15 If the cardiotocography parameters of baseline
fetal heart rate and baseline variability are normal and not
changing, continue cardiotocography and normal care,
since the risk of fetal acidosis is low. [new 2014]
this recommendation seems to be at odds with:
1.10.18
“1.10.8 If continuous cardiotocography has been used
because of concerns arising from intermittent auscultation
but there are no concerning features on the
cardiotocograph trace after 20 minutes, remove the
cardiotocograph and return to intermittent auscultation “
We suggest either 1.10.15 should be re-worded to clarify
exactly what is meant, or it should be reworded to say:
1.10.15 If the cardiotocography parameters of baseline
fetal heart rate and baseline variability are normal and not
changing, return to intermittent auscultation and normal
care, since the risk of fetal acidosis is low. [new 2014]

National
Childbirth
Trust

95

NICE

1.12

54

(also Full ch11 page 507)
We understand that this section is greyed out and so not
for comment but we have the following suggestions for
clarification.

National
Childbirth
Trust

96

NICE

1.12.7

56

5 bullet point :
The Cochrane review on VEs reports:

th

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

“we found no evidence to support or reject the use of
routine vaginal examinations in labour to improve outcomes
for women and babies.” (Downe 2012)
and so we think it is important to support women who do
not wish to have VEs . Their disadvantage is not only
unpleasant but they can disrupt women’s focus on labour
and hence potentially impact on the progress of labour. We
suggest:
1.12.7
 offer a vaginal examination 4-hourly or if there is
concern about progress or in response to the woman’s
wishes (after abdominal palpation and assessment of
vaginal loss) but support women who do not wish to
have one as there is no established benefit of regular
vaginal examinations.
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Ref: Downe S, Gyte GML, Dahlen HG, Singata M. Routine
vaginal examinations for assessing progress of labour to
improve outcomes for women and babies at term.
Cochrane Database of Systematic Reviews 2013, Issue 7.
National
Childbirth
Trust

97

NICE

1.12.16

57

This wording does not seem to fit with supporting women’s
informed choices so we suggest:

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

1.12.16 Offer women with suspected delay in the
established first stage of labour a vaginal examination 2
hours later, and diagnose delay if progress is less than 1
cm. [2007]
National
Childbirth
Trust

98

NICE

1.13.7

61

(Also Full ch 12 page 562) Discourage the woman from
lying supine or semi-supine in the second stage of labour
and encourage her to adopt any other position that she
finds most comfortable. [2007]

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Supine/semi supine positions for pushing are very common
still so we would like to see this highlighted as a key
recommendation.
National
Childbirth
Trust

99

NICE

1.13.23

63

We understand that these new recommendations must be
Good Practice Points as the evidence in this section has
not been reviewed.

Thank you for your comment. However, as you point out. This part of the guideline was
not updated and therefore we cannot change the recommendations.

We would also like to suggest prior to medical interventions
in second stage, that midwives assist women to change
position and this may help.
This links to comment 9
National
Childbirth
Trust

100

NICE

1.13.35

64

We understand that this new recommendation must be
Good Practice Point as the evidence in this section has not
been reviewed.

Thank you for your comment.

See Comment 9
National
Childbirth
Trust

101

NICE

1.14

65

(Also Full GL ch 13, page 601) We welcome the
recommendation to defer cord clamping although we are
aware of the lack of evidence for the 1 and 5 minutes the
GDG is recommending, and feel this needs to be made
clear. See below.

Thank you for your comments. The studies reviewed for the timing of cord clamping
question set different thresholds for the 'deferred clamping' group. The shortest was 1
minute and the longest was 5 minutes. Therefore the GDG made the recommendation
setting the limit of no earlier than 1min and no later than 5min on the basis of the
evidence.

We are aware that early cord clamping was introduced
before the evolution to ‘evidence based medicine’ and
before it was clear that the baby loses a potential 1/3 – ¼
of its blood volume through immediate cord clamping. Lay
people struggle to understand why it is thought that babies
would do better without this blood, and we believe the
focus should be on those who choose to intervene in a
physiological evolutionary process by early cord clamping
to show their intervention does ‘more good than harm’. We
would like the wording to be changed to make it clear that
early clamping is the major intervention.
National

102

NICE

1.14.0

65

Whilst we understand clinicians’ concerns around PPH, we

Thank you for your comment. The GDG agree and have developed a new
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woman the third stage of labour is the time when she
greets her baby for the first time, and any care during this
period needs to be sensitive to this.
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recommendation (1.14.24) in light of your comment.

We, therefore, suggest an additional recommendation:
“Recognise that the third stage of labour is when the
mother greets and starts to get to know her baby. This time
is precious and any care which may need to be given
should be sensitive to this”.
We suggest this is a Key recommendation
National
Childbirth
Trust

104

NICE

1.14.1

65

The definition of ‘modified active management’: current
evidence supports more flexibility as to whether CCT is
used or not – see comment 115 below. So we would
suggest:
‘Modified’ active management of the third stage involves a
package of care comprising the following components:
 routine use of uterotonic drugs

National
Childbirth
Trust

National
Childbirth
Trust

105

NICE

1.14.1



deferred clamping and cutting of the cord



controlled cord traction or gravity and maternal
effort after signs of separation of the placenta.

65
Physiological management of the third stage involves a
package of care comprising the following components:
 no routine use of uterotonic drugs

106

NICE

1.14.2

65



no clamping of the cord until pulsation has stopped



delivery of the placenta by gravity and maternal effort.
[new 2014]

“1.14.2..Diagnose a prolonged third stage of labour if it is
not completed within 30 minutes of the birth with modified
active management …”
We believe it is really important for women that the
evidence base for the definition of prolonged third stage
and retained placenta is clear. Suggesting that a prolonged
third stage needs intervention at 30 minutes after birth
means there is interruption of the mother and her baby
getting to know each other at 30 minutes with the setting up
of an IV line. It is important therefore to know the absolute
increased risk between 30 and 60 minutes for healthy
women, and how many more placentas will be delivered
normally between 30-60 minutes? We believe this
information needs to be in the full guideline.

Thank you for your comment. The GDG have revised this section and no longer refer to
modified active management. It now is referred to as active management. However, in
all but one of the studies reviewed by the GDG, active management comprised all three
components – use of uterotonic drug, clamping and cutting the cord AND controlled
cord traction when the placenta was separated. Therefore, the GDG felt that all three
should be included in the recommendation.

Thank you for your comment. The GDG have now expanded the relevant LETR in
section 13.1.6 to say that the components of physiological management varied in the
studies and provided a further breakdown of possible components.

Thank you for your comments. We note your reference to the WHO document and the
suggestion that this is an arbitrary limit. However, though this topic was not identified in
the scope for the guideline update, it should be noted that the majority of studies
reviewed for the Management of Retained Placenta question set 30 minutes as the
threshold for the diagnosis.

WHO makes the following comments (WHO 2012):
“The WHO guide, “Managing complications in pregnancy
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and childbirth” (WHO, 2007), states that if a
placenta is not expelled within 30 minutes after the delivery
of a baby, the woman should be diagnosed
as having a retained placenta. Since there is no evidence
for or against this definition, the delay used
before this condition is diagnosed is left to the judgement of
the clinician.”
“The same WHO guide also suggests that in the absence
of haemorrhage, the woman should be observed
for a further 30 minutes after the initial 30 minutes, before
the manual removal of the placenta is attempted.
The GDG noted that spontaneous expulsion of the placenta
can still occur, even in the absence
of bleeding. A conservative approach is therefore advised
and the timing of the manual removal of the
placenta as a definitive treatment is left to the judgement of
the clinician.”
WHO 2012 “WHO recommendations for the prevention and
treatment of postpartum haemorrhage”
http://www.who.int/reproductivehealth/publications/maternal
_perinatal_health/9789241548502/en/
WHO 2007 “Managing complications in pregnancy and
childbirth”
http://www.who.int/maternal_child_adolescent/documents/
who_mps_0705/en/
National
Childbirth
Trust

107

National
Childbirth
Trust

108

NICE

1.14.5

66

We welcome this recommendation

Thank you for your comment.

1.14.5 Explain to the woman antenatally about what to
expect with each package of care for managing the third
stage of labour and the benefits and risks associated with
each. Document in her notes if she has a preference,. [new
2014]
NICE

1.14.6

66

We suggest:

Thank you for your comment. The GDG have agreed to remove "modified" throughout"
and should now read "active management" which is line with the evidence retrieved.

“1.14.6 Explain to the woman antenatally that modified
active management……………………….”

We think it is more appropriate to explain to the women
about the risk factors for modified active management,
rather than active management, as modified active
management is what the GDG is recommending. If this
evidence is not available, then there needs to be an
explanation as to why modified active management is
recommended.
See Comment 102
National
Childbirth
Trust

109

NICE

1.14.8

67

We suggest this recommendation is modified:
Discuss with the woman, at initial assessment, about the
different ways of supporting her during the delivery of the

Thank you for your comment. The GDG consider that this is addressed in
recommendation 1.14.10 in the NICE guideline: 'If a woman at low risk of postpartum
haemorrhage requests physiological management of the third stage, support her in her
choice'
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placenta and ask if she has any preferences. [new 2014]
The Cochrane review (Begley 2011) reported “In the
subgroup of women at low risk of excessive bleeding, there
were similar findings, except there was no significant
difference identified between groups for severe
haemorrhage or maternal Hb less than 9 g/dL (at 24 to 72
hours).”
Begley CM, Gyte GML, Devane D, McGuire W,Weeks A.
Active versus expectant management for women in the
third stage of labour. Cochrane Database of Systematic
Reviews 2011, Issue 11.
National
Childbirth
Trust

110

NICE

1.14.11

67

We understand that the evidence on each component of
the current practice of active management of third stage in
labour is difficult to assess because of the interrelation
between the components, but we suggest recommendation
is modified thus:
1.14.11 After administering oxytocin, clamp and cut the
cord:
Do not clamp the cord earlier than 1 minute from the birth
of the baby, do not rush but delay clamping until the baby
has established regular breathing or cord pulsation ceases.
We understand from the full guideline that there is no good
evidence base for delaying for only one minute – though
this is what other guidelines suggest e.g. WHO 2012, and
UK Resuscitation Council (2010). We understand it was an
arbitrary decision (withouttid evidence) for definition of early
and delayed used in the Cochrane review (McDonald
2013). Liverpool Women’s Hospital now recommends a
delay of 2 minutes. We feel this uncertainty needs to be
reflected here, so women and clinicians know that this a
recommendation from the GDG.

Thank you for your comments. We reviewed individual studies that fulfilled the criteria in
our review protocol. Not all the studies in the Cochrane review fulfilled those criteria.
Specifically the Farrar study was not included in our evidence review as we were
specifically looking at early cord clamping versus late cord clamping. The Farrar study
was assessing the estimated volume of blood transfused from the placenta after birth of
the baby and when this was complete. The 1 minute cut-off was included in the
recommendation because this was the lowest interval used to define ‘delayed cord
clamping’ in the studies reviewed.

There is also evidence from the Farrar 2011 study that the
mean length of placental transfusion is 2 minutes with
some babies continuing for 5 minutes.
See also next comment 112
Refs:
WHO 2012 “WHO recommendations for the prevention and
treatment of postpartum haemorrhage”
http://www.who.int/reproductivehealth/publications/maternal
_perinatal_health/9789241548502/en/
Resuscitation Council (UK). Resuscitation Guidelines,
October 2010. NICE accredited July 2012.
http://www.resus.org.uk/pages/GL2010.pdf
McDonald SJ, Middleton P, Dowswell T, Morris PS. Effect
of timing of umbilical cord clamping of term infants
on maternal and neonatal outcomes. Cochrane Database
of Systematic Reviews 2013, Issue 7.
Farrar D, Airey R, Law G, Tuffnell D, Cattle B, Duley L.
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Measuring placental transfusion for term births: weighing
babies with cord intact. BJOG 2011;118:70–75.
National
Childbirth
Trust

111

NICE

1.14.11

67

Recommendation 1.14.11 has several bullet points and we
would like to suggest modifications to these, and have
separated our suggestions to different Comments below,
Comments 113 to 115
We suggest the following modification:
1.14.11 After administering oxytocin, clamp and cut the
cord:
Do not clamp the cord earlier than 1 minute from the birth
of the baby, do not rush but delay until the baby has
established regular breathing or cord pulsation ceases. In
addition, it seems logical that it is those babies who are
struggling to breathe who are possibly most in need of an
intact circulation with the placenta, and we suggest training
for clinicians to give care at the bedside for these babies to
enable them to receive placental transfusion alongside
clinical care.

Thank you for your comments.
We found no evidence to support your suggested additions/amendments to
recommendation 1.14.11.
We do not think the CORD Pilot RCT is relevant to this review. The CORD pilot trial is a
trial comparing immediate versus deferred cord clamping for very preterm birth (before
32 weeks). It does not apply to our guideline. We did not find any study investigating
neonatal resuscitation with respect to time of cord clamping in term infants.
We agree with you that the recommendations about timing of cord clamping assume the
baby is well. Recommendation 1.15.13 addresses this.

Although this is very recent evidence (papers are in
process of being submitted for publication) the CORD Pilot
RCT (http://www.nottingham.ac.uk/nctu/otherresearch/pretermbirth/projects/pilot-randomised-trial.aspx)
part of the Nottingham Research on ‘Improving quality of
care and outcome at very preterm birth’, has shown that
care of babies can be provided at the bedside for babies
less than 32 weeks gestation, both using the Life Start
trolley and also without this trolley. Care given at the
bedside included: providing respiratory support, mask
ventilation and intubation (refs). Also women valued being
able to see and touch their babies during treatment at the
bedside.
The CORD Pilot RCT information has been presented in
th
posters at European Society of Paediatric Research, 54
Annual Meeting, Porto, Portugal , October 2013 (Yoxall
2013; Schoonakker 2013 ) and Perinatal Medicine
Conference at Harrogate 2014.
We suggest using the same wording as the UK
Resuscitation Council Guidelines (2010) in Chapter 11
(Newborn Life Support) as this is a NICE accredited
document. This document states:
“For uncompromised babies, a delay in cord clamping of at
least one minute from the complete delivery of the infant, is
now recommended. As yet there is insufficient evidence to
recommend an appropriate time for clamping the cord in
babies who are severely compromised at birth. For babies
requiring resuscitation, resuscitative intervention remains
the priority.”
So we suggest a separate recommendation:
1.14.?? As yet there is insufficient evidence to recommend
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an appropriate time for clamping the cord in babies who are
severely compromised at birth. For babies requiring
resuscitation, resuscitative intervention remains the priority
and staff should be trained to give this care at the bedside
to support delayed cord clamping.
Refs:
Yoxall CW, Thomas M, Weeks A, Ayres S, Duley L.
Evaluation od the Life Start trolley to provide neonatal
resuscitation at the maternal bedside. .Available at p429 of
https://www.eiseverywhere.com/file_uploads/9206db9fe962
868d47f709b38365ec5e_9349_abstract_book_-_25sett13it-it.pdf. European Society for Pediatric Research; 2013;
Oporto, Portugual.

Schoonakker B, Dorling, J, Oddie, S, Batra, D,. Grace, N,
Duley, L. Bedside resuscitation of preterm infants with cord
intact is achievable using standard resuscitaire.Available at
p430 of
https://www.eiseverywhere.com/file_uploads/9206db9fe962
868d47f709b38365ec5e_9349_abstract_book_-_25sett13it-it.pdf. European Society for Pediatric Research; 2013;
Oporto, Portugual.
Also posters at the Perinatal Medicine 2014, conference in
Harrogate 11-13 June 2014.
http://www.perinatalmedicine2014.ukevents.org/
Copies of posters at the end of the document.
If the GDG wishes further information on the CORD
trial, then the contact details are available on the
website: http://www.nottingham.ac.uk/nctu/otherresearch/pretermbirth/index.aspx Also publications will
be posted on the website when available – all will be
free access.
National
Childbirth
Trust

112

NICE

1.14.11

67



Clamp and cut the cord when regular respiration is
established, bearing in mind that current evidence
suggests this can take several minutes..

Thank you for your comment. However, the evidence we reviewed did not look at the
timing of cord clamping and cutting with respect to when regular respirations were
established. Hence there was no mention of this in the recommendation.

Ref:
Farrar D, Airey R, Law G, Tuffnell D, Cattle B, Duley L.
Measuring placental transfusion for term births: weighing
babies with cord intact. BJOG 2011;118:70–75.

National
Childbirth
Trust

113

National
Childbirth

114

NICE

1.14.11

67

If the woman requests that the cord is clamped and cut
later, or is not clamped at all, support her in her choice.
[new 2014]

Thank you for your comment. Recommendation 1.14.10 states ‘If a woman at low risk of
postpartum haemorrhage requests physiological management of the third stage,
support her in her choice.’ However, the GDG were not prepared to recommend
supporting a woman’s choice to decline one or more components of active
management if she was at risk of post-partum haemorrhage. They felt that was
irresponsible practice.

Controlled cord traction (CCT) is not necessarily needed for
delivery of the placenta and some women find it painful and

Thank you for your comments. However, as three of the four studies reviewed used
three components in their 'active management' package (oxytocic, clamping and cutting

For last bullet point, we suggest:


NICE

1.14.12

67
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unpleasant. So we suggest:
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cord and controlled cord traction) the GDG were of the view that all three should be
recommended.

1.14.12 After cutting the cord, use controlled cord traction
or gravity and maternal effort . [new 2014]
There is evidence that controlled cord traction is not
necessary for third stage management (Gülmezoglu et al
2012.). This trial concluded that: “Although the hypothesis
of non-inferiority was not met, omission of controlled cord
traction has very little effect on the risk of severe
haemorrhage” (Gülmezoglu et al 2012).
A recent meta-analysis showed similar findings, but also
identified an increase in manual removal of the placenta
with no CCT. However this meta-analysis included all the
Gülmezoglu trial data, and so included the use of
ergometrine. In addition, in the French trial (DeneuxTharaux 2013) included manual removal of placenta was
undertaken at 30 minutes. So these are factors to
consider.
Ref:
Gülmezoglu et al 2012. Active management of the third
stage of labour with and without controlled cord traction: a
randomised, controlled, non-inferiority trial Lancet,
Published inline March 6,DOI:10.1016/S01406736(12)60206-2
Du et al 2014. Active management of the third stage of
labor with and without controlled cord
traction: a systematic review and metaanalysis of
randomized controlled trials. Acta Obstet Gynecol Scand
2014; 93:626–633.
Deneux-Tharaux et al 2013. Effect of routine controlled
cord traction as part of the active management of the third
stage of labour on postpartum haemorrhage: multicentre
randomised controlled trial (TRACOR). BMJ
2013;346:f1541 doi: 10.1136/bmj.f1541 (Published 28
March 2013)
National
Childbirth
Trust

115

NICE

1.14.19

68

We welcome this recommendation:

Thank you for your comment.

1.14.19 Do not use intravenous oxytocic agents to deliver a
retained placenta. [new 2014]
We understand some clinicians do use this and it is an
unevaluated practice.

National
Childbirth
Trust

116

NICE

1.14.20

68

1.14.20 If the placenta is retained and the woman is
bleeding, give intravenous oxytocic agents [new 2014]

Thank you for your comment.

We feel the re-ordering of the wording in this
recommendation is clearer and avoids the possible
confusion when reading in recommendation 1.14.19 “Do
not use intravenous oxytocin…” then 1.14.20 starts “Give
intravenous oxytocin…”
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We welcome the recommendations for analgesia for
women with interventions to treat retained placenta, and to
transfer her to an obstetric unit if she is not already there.

Thank you for your comment.

72

(also Full ch 14, page 689) We would like to suggest a first
bullet point:

Thank you for your comments. We think recommendation 1.15.17 addresses the issue
of minimising the separation of mother and baby. The GDG did not review any evidence
about resuscitation with regard the cord being intact or the location of the baby for that
resuscitation and, thus, no recommendation was developed. However, recommendation
1.15.17 is stating that separation of the mother and baby should be minimised does add
‘taking into consideration the clinical circumstances’. Resuscitation of the baby is the
priority and it may be that this can only be adequately undertaken on a resuscitaire a
few feet away from the mother.

Comments
Please insert each new comment in a new row.

1.14.22
1.14.23
1.14.24
National
Childbirth
Trust

119

NICE

1.15.3



Where possible, avoid separation of the mother and
baby. Keep the cord intact and provide care at the
maternal bedside.

See Comments 112
National
Childbirth
Trust

120

NICE

1.15.3

72

We understand that if cord clamping is delayed then values
for cord blood gasses will change with time, and so
clinicians need to use the appropriate standard curves for
interpretation. So we suggest an additional bullet point:


National
Childbirth
Trust

121

NICE

1.15.8

72

Thank you for your comments. This topic was not in the scope for the guideline update.

Cord blood gas values will change with time and the
appropriate standards for the time of cord clamping
need to be used.

It would be useful if this recommendation included more
recognition of the aim of initiating breastfeeding before
separation, or extra care for women wanting to breastfeed
who haven't had that first feed within the first hour. We
suggest:

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

1.15.8 Avoid separation of a woman and her baby or
interruption of skin to skin contact within the first hours
after the birth, for routine postnatal procedures, for example
weighing, measuring and bathing, unless these measures
are requested by the woman, or are necessary for the
immediate care of the baby.[2007]
BFI recommends weighing be delayed until after the first
feed, and other checks can be carried out during skin to
skin or with weighing afterwards. They say '..Many mothers
have fed back to us at assessment, how much they
appreciated the sensitive way they were cared for after the
birth with the midwife leaving them and their partner with
the baby for a significant period, sometimes
hours.' (http://www.unicef.org.uk/BabyFriendly/HealthProfessionals/going-baby-friendly/FAQs/BreastfeedingFAQ/How-much-time-should-mothers-and-babies-be-givenin-skin-to-skin-contact/)

National
Childbirth
Trust

122

NICE

1.15.17

73

We welcome this recommendation:

Thank you for your comment.

1.15.17 Minimise separation of the baby and mother, taking
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into account the clinical circumstances. [new 2014]
National
Childbirth
Trust

123

NICE

1.15.18

73

National
Childbirth
Trust

124

NICE

1.16

76

National
Federation of
Women’s
Institutes

1

NICE

1.1.2

12

National
Federation of
Women’s
Institutes

2

NICE

1.1.8.

16

National
Federation of
Women’s
Institutes

3

NICE

1.1.9

16

We also welcome this recommendation:

Thank you for your comment.

1.15.18 Throughout an emergency situation in which the
baby needs resuscitation, allocate a member of the
healthcare team to talk with, and offer support to, the
woman and any birth partner(s). [new 2014]
(Also Full ch 14)
We welcome the additions to the section. We would also
like to see women being provided with information about
the expected time perineal trauma will take to heal and
where to seek further advice if this is not happening. It is
our experience that a significant number of women are still
experiencing perineal pain more than six weeks after the
birth of their baby, and either accept this as normal or do
not receive support from their GP. We appreciate that this
longer period is covered by the Postnatal Care guideline
(CG37) however we believe that every opportunity should
be taken to emphasise that long lasting discomfort and
dysfunction after the birth of a baby is not normal.
We welcome NICE’s guidance which instructs health
practitioners to allow women to birth in the location most
appropriate to her (1.1.2). Our own research found the
location that most women want to give birth in is not
recorded by providers in an easily retrieval format.
Moreover, their choices are not reflected in the data on
where they actually give birth in the end and that this is not
always due to clinical factors. We welcome NICE’s
instruction to take women’s choices seriously.
We are very pleased that NICE have instructed
commissioners to provide the full range of birthing locations
for women. Our own research found only 14% of women
(n=5,500) were given four options of birthing location
despite choice being a cornerstone of maternity policy for
over a decade.
We welcome the instruction that women should be
informed of the ‘likelihood’ of different aspects of quality
care. We believe this gives a strong push to Trusts to take
the measurement and attainment of these indicators
seriously.

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.

Thank you for your comments.

Thank you for your comment.

Thank you for your comment. The GDG were very aware of these issues and
acknowledge your concerns.

In particular, we strongly endorse the instruction that
women should be informed of the likelihood that they will
be cared for in labour by a known midwife. Our research
found great satisfaction amongst women who were able to
build a relationship with a midwife during pregnancy or
labour, and conversely the deep frustration (and,
sometimes, fear) when they were cared for by different
midwives. We sincerely hope the inclusion of this
instruction will improve the figure of women who birth with a
midwife they previously know – our research found this was
only 12%. Even women who gave birth in the location that
they had planned 6 months earlier only had a 14% chance
of knowing their midwife prior to birth.
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We believe there is some inconsistency in the way ‘care
from 1 midwife throughout labour’ is being understood by
women and how the ‘proportion of women receiving 1:1
care in each birth setting’ is measured by providers. While
we welcome this information being conveyed to women we
have reservations about whether it will allow true like-forlike comparisons because there is no consistency in
approach:







National
Federation of
Women’s
Institutes
National
Federation of
Women’s
Institutes

4

NICE

1.1.12

21

5

NICE

1.1.16

22

National

1

Full

General

General

We asked Trusts/Boards about their provision of
1:1 care and 55 provided figures from their own
measurement: 23 of these report 100% or ‘all
women’, though 15 did not specify how this 100%
was measured.
Some Trusts/Boards measured the delivery of 1:1
care in labour daily, others do monthly audits, or
seven-day snapshots three times a year.
Others use patient surveys but discrepancies can
exist between what women report and what Trusts
and boards measure. For instance, a Trust in the
South West found ‘a survey of women in June
2012 showed that 92% of women felt they had
one-to-one care in labour when they wanted it’, but
its own audit two months later in August 2012 put
the delivery of one-to-one care at only 67% of
women.
The use of patient surveys to define the ‘likelihood’
of receiving care from ‘1 midwife throughout labour’
or the ‘proportion who receive 1:1 care’ may be
problematic. The answers from mums to our
question about whether they received 1:1 care
show that the definition of 1:1 is not easily
understood by women. Many women say they had
1:1 care and then described their experience in the
comments field showing this clearly wasn’t the
case.

However, despite these data problems, we believe the
importance NICE has placed on this indicator will prompt
more accurate and consistent data collection on this
indicator and ultimately help women make more informed
choices.
We welcome the addition of instructions for respectful,
compassionate and woman-centred care and especially the
instruction to senior staff to lead by example.
We welcome the instruction for providers to ensure they
plan their workforce around 1:1 care but we would like the
words ‘for all women’ to be included. Our research found
almost all Trusts who said their 1:1 care provision was at
90% or above had no plans to make changes improve this.
We would like to see clearer guidance that 1:1 care for
100% of women is goal worth aiming for. We also think this
is important to note as Trusts told us that a 70% rate was
‘the standard’ and so anything above this was considered
by them to be sufficient.
Findings from the Birthplace in England study have been

Thank you for your comment.

Thank you for your comment. We have revised this recommendation accordingly.
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widely used by the GDG to formulate guidelines relating to
planned birth setting. The GDG appears to be aware of the
strengths and limitations of the Birthplace study and
appears to have taken these into account when considering
the evidence. We are aware however that some
organisations may submit comments about the possible
effect of non-response bias on the validity of Birthplace
findings so we would like to put on record the response that
we have previously made to these criticisms.

Developer’s Response
Please respond to each comment
Thank you for these comments and for providing this additional information, which we
have used to improve the text and to respond to stakeholder comments.

(1) Claims that the inclusion of data from Freestanding
Midwifery Units with response rates of less than 85%
may have led to underestimation of the adverse
perinatal event rate in planned FMU births compared
with planned OU births
Response: We cannot rule out the possibility that nonresponse may have led to the under-reporting of important
outcome events and could have biased our findings, but for
the reasons explained below we believe that the magnitude
of any non-response bias is likely to be such that it would
not affect our overall conclusions regarding the safety of
different planned birth settings:
 The relatively high transfer rates in the nonobstetric unit settings suggests that the way we
collected data when women transferred to another
location did work. Also, although we report on the
proportion of units achieving an 85% response
rate, the response rates achieved in the majority of
sites was, in fact, substantially higher.


The response rate achieved in the 35 FMUs (66%
of all included FMUs) that met the target response
rate of 85% or more was actually 97%, ie those
units included 97% of eligible births. This makes
us fairly confident that any non-response bias
would have had a very small effect on the adverse
perinatal outcome event rate estimated in this
subset of units. A sensitivity analysis (discussed
further below) found that the adverse perinatal
outcome event rate in nulliparous women without
complicating conditions at the start of care in
labour was 5.2 events per 1000 births in the 35
FMUs with a high response rate, compared with
4.5 events per 1000 births in the equivalent main
analysis. This relatively small difference (~15%)
suggests that the effect of non-response on
outcomes in planned FMU births is likely to be
small, and would not have affected our overall
conclusion that perinatal outcomes were not
significantly different in planned FMU births
compared with planned OU births. Indeed, we
have estimated that we would have had to miss 7
adverse perinatal events in the FMU group
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(equivalent to a crude event rate of approximately
6.1 events per 1000 births) for the unadjusted
FMU event rate for nulliparous women
without complicating conditions at the start of care
in labour to differ significantly from that
observed in the obstetric unit group in the main
analysis (table 25, SDO report).

(2) Claim that the Birthplace authors misinterpreted or
ignored the findings of a sensitivity analysis reported
in Table 59 of the final report. This shows an analysis
of the primary perinatal outcome by planned place of
birth and parity in the subgroup of units/trusts with a
documented response rate of >=85%, with the analysis
restricted to women without complicating conditions at
start of care in labour
Response: A detailed pre-specified analysis plan was
produced for the cohort study to ensure that we were not
misled by spurious associations when undertaking the
analysis. This plan set out what comparisons would be
made, what outcomes would be included (as well as how
composite outcomes would be constructed) and was
reviewed and signed off by our Independent Advisory
Group. This was to ensure that there could be no
accusations of data-dredging.
Table 59 in appendix 6 of the SDO report related to the
findings of one of several sensitivity analyses conducted.
The results of the main analyses (Table 25) show that for
nulliparous women without complicating conditions at the
start of care in labour, adverse perinatal outcomes were not
significantly more common in planned FMU births
compared with planned obstetric unit births (adjusted odds
ratio 1.4, 95% CI 0.74 – 2.65).
It may be helpful to explain the purpose of the additional
sensitivity analyses reported in tables 57 to 59 of the
Birthplace NIHR report 4 (appendix 6) and to explain how
these were interpreted by the Birthplace investigators:
 In many large studies, a range of additional
analyses are undertaken to make sure the results
are reliable. A decision to change the conclusions
based on these additional analyses is made only if
the additional analyses produce convincing
evidence that the main results are wrong. This was
not the case with Birthplace for the following
reasons. First, these additional analyses (Appendix
6) involve doing lots more statistical tests so they
can throw up spurious associations by chance, so
it’s important to be cautious about interpreting
these findings without taking account of this fact.
Second, the results have to be believable. For
example, in the analysis shown in Table 59, the
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outcomes for first time mothers in the hospital
obstetric unit appear to be better than the
outcomes for women having a second or
subsequent baby in the hospital obstetric units.
This is contrary to what is known about risks for
first babies and clearly illustrates the type of
spurious result that sensitivity analyses can throw
up.
These are the reasons for not using this result to
change the overall findings reported in the main
BMJ article (or other Birthplace reports). The
sensitivity analyses were all fully reported in
supplementary material published with the BMJ
article so the journal’s peer reviewers would have
been aware of these results and clearly considered
that these did not undermine the findings reported
in the main article.
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General

very positive focus on normality and midwifery-led care

Thank you for your comment.

14

Full

General

General
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Neoventa
Medical

1

Full

10.5

10.8

General

Thanks for giving Neoventa Medical, one of the registered
stakeholder’s for the NICE Intrapartum Care Clinical
Guideline, the opportunity to comment on the recent
th
distributed guideline dated March 9 , 2014. We appreciate
that NICE officially states that all their recommendations
are based on the best available evidence of the most
effective care.
From 2012 to 2013, five meta-analyses (MAs) on the value
of CTG combined with fetal ECG ST analysis (CTG+ST)
versus CTG alone were published (1-5), but in the NICE
Clinical Guideline draft only the Cochrane Review (1) was
included. In order to fully evaluate the evidence of CTG+ST
analysis, all published MAs should be included.
A recent critical appraisal of the five MAs and the five
randomized controlled trials (RCTs) (6-10), with revised
data in two trials (11-13), on which the MAs were based,
showed numerous errors and bias in the MAs as well as in
the RCTs (14,15). No MA contained complete and relevant
data from all 5 RCTs. Errors were either introduced in
handling of the original or imputed data or arose from not
recognizing essential differences among the RCTs,
particularly in their inclusion criteria and outcome
parameters.
In one of the RCTs (9), the inclusion criterion “abnormal
CTG” was in conflict with the premise for CTG+ST analysis,
as ST events may not appear when fetal hypoxia is already
present. This eligibility criterion differed substantially from
the other four RCTs and was a violation of the ST analysis
clinical guidelines (16,17). According to the Cochrane
Handbook for Systematic Reviews of Interventions (18),
this is a severe bias and the trial should therefore not be

Thank you for your comments.
1. We only used one metanalysis (Neilsen 2013) in the review. Regarding the others
you mention, two (Becker 2012; Potti 2012) were excluded because all of the studies in
their reviews are included in Neilson 2013. The third systematic review (Berghella,
2011) was only a conference abstract.
2. We have acknowledged the limitations of the studies that formed the basis of the
Neilsen (2013) review and as a result the quality of the outcomes is generally scored as
‘low’ or ‘very low’.
3. Removal of the Vayssière (2007) study for the reasons you describe did not affect the
outcomes.
4. The protocol for this review set out that RCT data would be used in preference to
observational studies because they are of a higher quality.
5. We note the points you make about the distinction between the pH of fetal scalp
blood and that of fetal extracellular fluid. However, neither of these were outcomes in
our protocol. The GDG prioritised cord arterial pH values as one of the key outcomes to
be extracted.
6. The GDG noted that from the meta-analysis that: there were no significant
differences in the rates of perinatal death, caesarean section, severe metabolic
acidosis, neonatal encephalopathy, neonatal resuscitation and low Apgar scores, but
acknowledged that there were significantly lower rates of the following in the women
being monitored with both CTG and FECG – fetal blood sampling, operative vaginal
deliveries, and admissions to NNICU.
7. However, the GDG, given the currently available evidence, especially the finding of
no significant differences observed for the majority of key outcomes (death,
encephalopathy, neonatal resuscitation, caesarean section rates, severe metabolic
acidosis)and the poor quality of studies, along with the high degree of uncertainty
associated with the health economic analysis, concluded that recommending the use of
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pooled together with the other RCTs in MAs or other
systematic reviews.

Developer’s Response
Please respond to each comment
ECG in conjunction with CTG could not be justified.

Metabolic acidosis, an essential perinatal outcome
parameter in the NICE Clinical Guideline draft and in many
other publications, was presented as a mixture of metabolic
acidosis in blood and metabolic acidosis in extracellular
fluid in the Cochrane Review (1) and in two other MAs
(3,4). The Cochrane Review (1) aimed to assess metabolic
acidosis in blood and these data were correctly
represented from two RCTs (8,10,12,13), but from the
other three RCTs (6,7,9) data from extracellular fluid was
presented. This is incorrect, since the metabolic acidosis
rate in blood is substantially higher than when calculated in
extracellular fluid (19,20). In one of the RCTs (8), the
number of newborns with metabolic acidosis in blood was
70% higher than when the calculation was transformed to
metabolic acidosis in extracellular fluid (14). Thus, when
metabolic acidosis is used as an outcome parameter in
MAs and other comparisons, the fetal fluid compartment for
calculation of metabolic acidosis should not be a mixture of
blood and extracellular fluid calculations.
After correction of the uncovered errors described above,
and other important errors, and exclusion of the RCT (8)
that violated the ST analysis clinical guidelines (16,17), a
new MA showed that CTG+ST monitoring significantly
reduced the fetal scalp blood sampling usage (risk ratio
0.64; 95% confidence interval 0.47–0.88) (Figure 1), total
operative delivery rate (0.93; 0.88–0.99) (Figure 2) and
metabolic acidosis rate (0.61; 0.41–0.91) (Figure 3) (15).
Figure 1. New meta-analysis of the usage of fetal scalp
blood sampling in labor (15).

Figure 2. New meta-analysis of total operative delivery
(sum of cesarean sections and instrumental vaginal
deliveries (15).
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Figure 3. New meta-analysis of neonatal metabolic acidosis
in extracellular fluid (15).

In summary, the NICE Clinical Guideline draft is incomplete
as it contains only one of the MAs performed. Furthermore,
not only the Cochrane Review but also the other MAs
contain errors, which must be considered when interpreting
results and evaluating conclusions. The MAs contained
errors in handling of original data, unwarranted
inclusion/exclusions of trials, and variable definitions of
outcomes. Several of the errors were due to discrepancies
among the RCTs, but errors were also created de novo in
the MAs or through a failure to recognize important
differences in data presentations in the RCTs. A recent MA
using corrected RCT data showed significant beneficial
effects of CTG+ST analysis on perinatal outcome.
Moreover, the NICE Clinical Guideline draft does not
contain any references to the numerous observational
studies published (e.g. 21-26). It is not natural that results
from RCTs and MAs will give the same results in the
clinical situation. Published observational studies are
therefore important to show whether a method can be
safely implemented in the clinic. In fact, several of these
observational studies argue that CTG+ST analysis has
contributed to significant clinical improvements. Examples
are a 92 % reduction in metabolic acidosis and 26 %
reduction in cesarean sections (24), and a 79 % reduction
in metabolic acidosis and 13 % reduction in cesarean
sections (26), after implementing CTG+ST analysis along
with structured education of staff.
Finally, we are very surprised and disappointed that NICE
continues to recommend the use of Fetal Scalp Blood
Sampling (FSBS) to reduce the rate of cesarean delivery
when there is no evidence supporting this. On the other
hand, NICE has not recommended the use of CTG+ST
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analysis when a Cochrane review concludes that CTG+ST
analysis reduces the number of operative vaginal deliveries
as well as the number of babies admitted to special care
unit (1). We argue that all fetal monitoring methods, FSBS
included, should be exposed to the same rigorous scrutiny.
Neoventa Medical recognise that NICE is aware of the Stan
US trial. The US trial was closed in March 2014 after
11.000 patients enrolled. The analysis of data is currently
going on and the results will be published during the
second half on 2014. Given that NICE is mentioning this in
the recommendation, we take that as an opportunity to
supplement with the results when data published.
We look forward to the next draft of the NICE Clinical
Guideline on intrapartum care, and we thank you for
considering our comments.
NHS Choices

1

NICE

General

General

We welcome this guideline and have no comments onits
content.
NHS England has no substantive comments to make
regarding this consultation
Re outcome: not true in Wales (see accompanying
document)

NHS England

1

NICE

General

General

Pembrokeshir
e Health
Concern

1

NICE

1.1.3

12

Pembrokeshir
e Health
Concern

2

NICE

1.1.5

13

Re outcome: not true in Wales (see accompanying
document)
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e Health
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3

NICE

1.1.6

14

Too much reliance on Birthplace in England study (BiE)
which is flawed; All Wales Perinatal Survey 2012 shows
much worse results than BiE. BiE does not apply in Wales
(see accompanying document)

Royal
Berkshire
NHS
Foundation
Trust
Royal College
of Anaesthetis

5

NICE

General

General

The change of wordage to ‘DO NOT’ rather than it is not
recommended especially to some interventions that are
relatively harmless is rather dictatorial. It is supposed to be
guidance and also limits potential for midwifery research

1

NICE

General

3

“Areas of uncertainty and inconsistency have been
identified in a number of areas…These and other related
topics are addressed in this guideline update.” Lay
members questioned whether the guidelines would
realistically be able to address all areas, given the
uncertainty of labour and possible complications.

Thank you for your comment.
Thank you for your comment.
Thank you for your comments. The guidance on place of birth were developed by the
GDG on the basis of their review of the best published evidence. In this case the
Birthplace study formed a major part of that evidence. We appreciate that the
experience of local trust regarding the risks associated with different birthplace settings
may be different in the risks reported in the guideline. As with all clinical guidelines, the
recommendations represent guidance for practice. It is not mandated and it is always
up to those trusts to determine how the recommendations would be best implemented
for their local practice.
Thank you for your comments. The guidance on place of birth were developed by the
GDG on the basis of their review of the best published evidence. In this case the
Birthplace study formed a major part of that evidence. We appreciate that the
experience of local trust regarding the risks associated with different birthplace settings
may be different in the risks reported in the guideline. As with all clinical guidelines, the
recommendations represent guidance for practice. It is not mandated and it is always
up to those trusts to determine how the recommendations would be best implemented
for their local practice.
Thank you for your comments. The guidance on place of birth were developed by the
GDG on the basis of their review of the best published evidence. In this case the
Birthplace study formed a major part of that evidence. We appreciate that the
experience of local trust regarding the risks associated with different birthplace settings
may be different in the risks reported in the guideline. As with all clinical guidelines, the
recommendations represent guidance for practice. It is not mandated and it is always
up to those trusts to determine how the recommendations would be best implemented
for their local practice.
Thank you for your comments. The 'do not' style of recommendations reflects the NICE
process to make recommendations active and direct. It still remains as guidance and is
not mandatory. The GDG does not see how it limits midwifery research.

Thank you for your comments. The GDG consider that the Intrapartum Care guideline
covers topics which are relevant to over 85% of women in labour.
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NICE

General

5

Our lay members would like this section and the guideline
to reinforce that informed decisions should be supported by
good birth planning discussions ante-natally covering all
potential events and outcomes.

Royal College
of Anaesthetis

3

NICE

General

8

Our lay members welcome that new recommendations
have been made to 15 topics.

Royal College
of Anaesthetis

4

NICE

General

10

“Advise low risk multiparous women to plan to give birth at
home or in a midwifery –led unit”… Our lay members are
concerned that this will not be suitable in some cases,
perhaps due to personal circumstances or cultural attitudes
to labour, and these women should not be pressurised in
giving birth in an environment where they are not
comfortable.
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Thank you for your comment. The GDG consider that your points are well covered in
the recommendations. All our recommendations will be implemented locally. It is also
important to point out that NICE will be producing implementation tools shortly after the
guideline is published and these will include a costing tool to assist trusts in
implementing the guideline.
Thank you for your comment.

Thank you for your comments. The GDG agree with you and included the phrase 'and
support them in their choice of setting wherever they/she chooses to give birth' in the
first two recommendations of the guideline.
Please note that the recommendation that you mention has been merged and the final
recommendation now reads:


Explain to both multiparous and nulliparous women that they may choose
any birth setting (home, freestanding midwifery unit, alongside midwifery
unit or obstetric unit), and support them in their choice of setting wherever
they choose to give birth:
o

Advise low-risk multiparous women that planning to give birth at
home or in a midwifery-led unit (freestanding or alongside) is
particularly suitable for them because the rate of interventions is
lower and the outcome for the baby is no different compared with
an obstetric unit.

o

Advise low-risk nulliparous women that planning to give birth in a
midwifery-led unit (freestanding or alongside) is particularly suitable
for them because the rate of interventions is lower and the outcome
for the baby is no different compared with an obstetric unit. Explain
that if they plan birth at home there is a small increase in the risk of
an adverse outcome for the baby. [new 2014]

Royal College
of Anaesthetis

5

NICE

General

10

“Maternity services should provide a model of care that
supports one to one care in labour…” This is a laudable
aspiration, but is it realistic given the current squeeze on
hospital budgets and the shortage of midwives?

Thank you for your comment. These issues will be considered by NICE’s
implementation and costing teams but tools may not be developed to address all
stakeholder concerns.

Royal College
of Anaesthetis

6

NICE

General

11

“Ensure that there are robust protocols in place for transfer
of care between settings”…again, this is a welcome
recommendation, but unachievable if the required staff and
resources are not available.

Thank you for your comment. These issues will be considered by NICE’s
implementation and costing teams but tools may not be developed to address all
stakeholder concerns.

Royal College
of Anaesthetis

7

NICE

1.1.5

13

For Table 1, which NICE recommends midwives should
use to advise women to give birth at home, our lay
members feel that a rate of 86 transfers to an obstetric unit
per 1000 multiparous women is quite high and may not be
very reassuring to patients.

Royal College
of Anaesthetis

8

NICE

1.1.9

16

Royal College
of Anaesthetis

9

NICE

1.1.9

16

“The likelihood of being cared for in labour by a familiar
midwife” – Lay members welcome this recommendation;
this will be important to many women giving them a sense
of greater confidence.
“The likelihood of being transferred to an obstetric unit (if
this is not the woman's chosen place of birth), the reasons

Thank you for your comments. In fact the recommendation is that nulliparous women
are advised to give birth in a midwifery-led unit and that multiparous women are advised
to give birth in any of the non-obstetric units based on the evidence of risk or lack of it.
In addition there is a recommendation about discussing with women all aspects of
different places of birth when they are thinking about their choice. This includes
likelihood of transfer.
Thank you for your comment.

Thank you for your comment.
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why this might happen and the time it may take.”
Very important for isolated rural community settings.

Royal College
of Anaesthetis

10

NICE

1.1.13

21

“…So that the woman is in control, is listened to and is
cared for with compassion” – a worthy goal, but this will not
be applicable to some groups, such as non-adult patients
and women with mental incapacity.

Thank you for your comments. It is part of standard NICE process that if someone does
not have capacity to make decisions, healthcare professionals should follow the code of
practice that accompanies the Mental Capacity Act and the supplementary code of
practice on deprivation of liberty safeguards. The Mental Capacity Act is referenced in
the introductory section of the NICE guideline, under ‘Women-centred care’.

Royal College
of Anaesthetis

11

NICE

1.3

25

“In an assessment facility in her planned place of birth,
comprising one to one midwifery care for a minimum of 1
hour”. Our lay members have questioned if this is sufficient.

Thank you for your comment. The GDG consider that this is a minimum threshold and if
it is not sufficient then they would expect the midwife to use clinical judgement.

Royal College
of Anaesthetis

12

NICE

1.3.5

26

Thank you for your comment.

Royal College
of Anaesthetis

13

NICE

1.3.10

27

“Consider providing all women with telephone triage
assessment provided by a dedicated triage midwife”. Our
lay members fully support this recommendation.
“Do not offer or advise aromatherapy, yoga or acupressure
for pain relief during the latent phase” –
Our lay members have questioned if this recommendation
is based on clinical evidence.

Royal College
of Anaesthetis

14

NICE

1.4.2

28

“Offer a vaginal examination if the woman appears to be in
established labour” – Our lay members are surprised that
this is a new recommendation as they thought this type of
examination would be standard.

Thank you for your comment. This recommendation has been revised in light of
stakeholder comments. A cross-reference to recommendation 1.4.5 has also been
added.

Royal College
of Anaesthetis

15

NICE

1.4.3

28

Our lay members are very happy with the general
principles for transfer of care – all 9 observations.

Thank you for your comment.

Royal College
of Anaesthetis

16

NICE

1.4.4

29

“If birth is imminent, assess whether birth in the current
location is preferable to transferring the woman to an
obstetric unit.”
This is absolutely vital but leaving this assessment until
birth is imminent is rather late. This would pose a risk to
patients living in isolated rural areas.

Thank you for your comments. This recommendation is one of several in the section
that deals with transfer of women to an obstetric setting. They should be seen as a
group of recommendations dealing with that issue. The preceding recommendation
deals with indications for transfer and this recommendation deals with the circumstance
where, though there may be an indication for transfer it could be considered more
prudent for the woman not to be moved.

Royal College
of Anaesthetis

17

NICE

1.6.3

32

“The midwife attending the labour should contact the
ambulance service (if appropriate)…”
The real situation on the ground is essential. If there are
few ambulances available, they are already on call and a
long distance to the nearest obstetric unit, then all these
factors need to be considered in advance of the late stages
of labour.

Thank you for your comments. The impact of the distances to the nearest obstetric unit
should part of the discussion with the woman about place of birth before she is in labour
(see recommendation 1.1.9 in the NICE guideline).

Royal College
of Anaesthetis

18

NICE

1.12.14

57

Thank you for your comment. The GDG considered that it was important to distinguish
between suspected and diagnosed.

Royal College
of Anaesthetis

19

NICE

1.13.25

63

Royal College
of Anaesthetis

20

NICE

1.14.5

66

“If delay is diagnosed, transfer the woman to obstetric care
if she is at home or in a midwifery unit.” Our lay members
fully support this recommendation.
“An obstetrician should assess a woman with confirmed
delay in the second stage”. Our lay members fully support
this recommendation.
“Explain to the woman ante-natally about what to expect
with each package of care for managing the third stage of
labour and the benefits and risks associated with each.”
Our lay members fully support this recommendation and
believe that the more information and better prepared the

Thank you for your comments. There was no evidence to support the use of these
modalities for pain relief so the GDG made the 'do not offer or advise' recommendation.
The GDG were of the view that unless there was evidence of clinical benefit then the
NHS could not be expected to fund these procedures.

Thank you for your comment.

Thank you for your comment.
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patient is, the better she will cope with labour and possible
complications.
“If a woman has a postpartum haemorrhage:
call for help”. Our lay members welcome this
recommendation.
“Throughout an emergency situation in which the baby
needs resuscitation, allocate a member of the healthcare
team to talk with, and offer support to the woman and any
birth partner(s)” – Our lay members welcome this new
recommendation.

Thank you for your comment.

Initial Assessment - All 5 recommended observations of
the woman after birth are sensible
However, are they currently and reliably completed?
“This finding should be used to restructure the way in which
information is provided, so that it is presented in a more
accurate, less risk-based way in order to support women’s
choices.”
Our lay members feel that the previous report on the risks
of childbirth at home should be mentioned to give a
balanced picture.

Thank you for your comment. NICE will be producing implementation tools shortly after
the guideline is published and these will include a costing tool to assist trusts in
implementing the guideline.
Thank you for your comments. This research recommendation is proposing future
studies into how information giving influences women’s choice of the place of birth. We
anticipate that the detail of the content of the information would be one of the factors
studied including whether it is the benefits or risks of the different birth place settings
that is being presented to women.

81

“This change should be evaluated in a quantitative
observational study and or qualitative study that records
any changes in women’s choice –making about place of
birth” – Our lay members fully agree with this
recommendation.

Thank you for your comment.

2.1

81

“The long- term consequences of birth experiences and
birth outcomes are poorly understood, particularly in
relation to place of birth“– Our members were surprised by
this and welcome the intention to research the issue
further.

Thank you for your comment.

NICE

General

General

Our clinical members felt that this is a good guideline, but
they felt that it is too long and busy clinicians would find it
hard to find the time to read the full version or even the
NICE version; they suggest producing shorter and topic
focused documents rather than one all-encompassing text
book approach.

Thank you for your comment. We acknowledge that both the NICE and full guidelines
are longer than average guidance, but this is the result of having conducted a partial
update whilst keeping the original work from the 2007 guidelines.

28

NICE

1.9.14

38

Our clinical members would suggest changing the wording
to “If rapid analgesia is required, consider the use of
combined spinal-epidural analgesia”.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Royal College
of Anaesthetis

29

NICE

1.9.15

38

Clinical members would suggest changing the wording to:
"Establish combined spinal-epidural analgesia with
bupivacaine and an opiate (e.g. fentanyl)”.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Royal College
of Anaesthetis

30

NICE

1.13.31

64

Our clinical members suggest rewording to ‘if woman
declines regional analgesia”. (add ‘regional’)

Royal College
of Anaesthetis

31

NICE

1.13.32

64

Our clinical members suggest changing anaesthesia to
‘regional analgesia’. (add ‘regional’)

Royal College

1

NICE

General

General

The feedback I have received from nurses working in this

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
Thank you for your comment.

Royal College
of Anaesthetis

21

NICE

1.14.27

70

Royal College
of Anaesthetis

22

NICE

1.15.8

73

Royal College
of Anaesthetis

23

NICE

1.16.1

76

Royal College
of Anaesthetis

24

NICE

2.1

81

Royal College
of Anaesthetis

25

NICE

2.1

Royal College
of Anaesthetis

26

NICE

Royal College
of Anaesthetis

27

Royal College
of Anaesthetis

Thank you for your comment.
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area of practice suggests that there are no additional
comments to submit to inform on the consultation of the
above draft guidelines.
Thank you for the opportunity to review this document.
It may be best to have a separate document or page to
highlight changes or new recommendations for 2014.

Thank you for your comment. We currently follow a standard template for both the NICE
and full guidelines and are unable to modify the current format.

General

At 805 pages, this guideline is thorough but unlikely to be
read ‘cover-to-cover’ by clinicians.

Thank you for your comment. We understand your point, but with a partial guideline
update, the full guideline and appendices normally become quite lengthy documents.

General

General

Thank you for your comment. The summarised version of the full guideline- NICE
guideline contains an introductory section explaining the wording involved in capturing
the strength of the recommendations.

NICE

General

3

2

NICE

General

5

We understand (and can appreciate the merits) that NICE
have chosen to use the GRADE approach when reviewing
the evidence relating to the clinical effectiveness. In the
section on updated methodology, the guideline says: “The
body of evidence identified for each review question (or
part of a review question) was presented in the form of a
GRADE evidence profile summarising the quality of the
evidence and the findings (pooled relative and absolute
effect sizes and associated CIs)”. Unfortunately, in a
document of this size, it is very difficult for the reader, to
determine the ‘quality and strength’ of a recommendation.
Whilst the guideline is about women who start labour with
an uncomplicated pregnancy, and women’s experience
makes it into the first paragraph as a desirable outcome,
nowhere in the introduction does it state that healthy
mother and baby are also desirable outcomes. The need to
transfer some women is referred to as if it is an irritating
distraction from the normal birth process rather than a
means to ensure safety.
The guidance must be explicit that the woman will be
informed of risks and benefits of choices she makes both
for her and the baby. So far we seem to have a baby-free
guideline.

3

NICE

General

10

Royal College
of
Obstetricians
and
Gynaecologist
s

1

Full

General

General

Royal College
of
Obstetricians
and
Gynaecologist
s

2

Full

General

Royal College
of
Obstetricians
and
Gynaecologist
s

3

Full

Royal College
of Paediatrics
and Child
Health

1

Royal College
of Paediatrics
and Child
Health
Royal College
of Paediatrics
and Child
Health
Royal College
of Paediatrics
and Child
Health

4

NICE

General

11

Royal College
of Paediatrics
and Child
Health

5

NICE

1.1.2

12

“All 4 birth settings” appears out of the blue with no
explanation
The logistics of the delivering midwife to assess the fetal
heart rate and change in fetal heart rate over time in the
first minute with the cord still attached will be challenging.
If woman requests….support her in her choice provided
there is no risk to her baby in doing so, and advising her of
any risks to herself.
This is a rather different message to “advise” on page 10
and at 1.1.3

Thank you for your comments. We have amended the introduction to the NICE version
of the guideline to reflect the importance of normal outcome for the woman and her
baby. However, on the specific issue of transfer, the GDG were well aware that some
women found the transfer an unpleasant process.

Thank you for your comments. However, the GDG disagree. The guideline focusses on
both woman and baby as your first comment (Comment ID 34) states.
Thank you for your comments. However, we do not agree that ‘all 4 birth settings’
appears ‘out of the blue’. The recommendation to which you refer (1.1.8 in the NICE
guideline) is preceded by recommendations which explicitly define the four birth
settings. Specifically Tables 1-4 list the four birth settings very clearly in separate
columns.
Thank you for your comment. There are two aspects of this. The first is to confirm that
the baby is well. In most cases this is not formally necessary as the baby is crying, but
palpation of the apex beat is not a difficult 'procedure' if the midwife has concerns while
she dries and stimulates the baby even with the cord intact. The second is to determine
whether the cord has stopped pulsating if the mother has requested that the cord
should not be clamped and cut until the pulsations have ceased.
Thank you for your comment. The messages all relate to place of birth. There is a
recommendation that all options and their implications regarding place of birth should
be presented to women. However, the GDG were of the view that on balance the
evidence supported a recommendation to advise nulliparous women not to deliver at
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home but in a midwifery unit rather than at home. In contrast, low-risk multiparous
women are advised to delivery in a midwifery unit or at home.
Please note that the recommendation that you mention has been merged and the final
recommendation now reads:


Royal College
of Paediatrics
and Child
Health

6

NICE

General

General

Training will be required to ensure midwives and
obstetricians have a consistent understanding of the
statistics and share the information in a consistent way.
Additional challenge when interpreters and advocates will
also be involved.

Explain to both multiparous and nulliparous women that they may choose
any birth setting (home, freestanding midwifery unit, alongside midwifery
unit or obstetric unit), and support them in their choice of setting wherever
they choose to give birth:
o

Advise low-risk multiparous women that planning to give birth at
home or in a midwifery-led unit (freestanding or alongside) is
particularly suitable for them because the rate of interventions is
lower and the outcome for the baby is no different compared with
an obstetric unit.

o

Advise low-risk nulliparous women that planning to give birth in a
midwifery-led unit (freestanding or alongside) is particularly suitable
for them because the rate of interventions is lower and the outcome
for the baby is no different compared with an obstetric unit. Explain
that if they plan birth at home there is a small increase in the risk of
an adverse outcome for the baby. [new 2014]

Thank you for your comment. While we would agree it is important for staff working with
women who are in labour to have the necessary level of knowledge and expertise to
deliver care, it is outside of the remit of this guideline to specify the qualifications or
competencies professionals should have. Furthermore, all our recommendations will be
implemented locally. These issues will be considered by NICE’s implementation

and costing teams but tools may not be developed to address all stakeholder
concerns.
Royal College
of Paediatrics
and Child
Health
Royal College
of Paediatrics
and Child
Health
Royal College
of Paediatrics
and Child
Health

7

NICE

1.1.7

15

And mothers

Thank you for your comment. However, Appendix B, mentioned in the recommendation,
only lists the complications that can affect babies. Thus mothers were not included in
the recommendation.

8

NICE

1.1.9

16

At some units ANNPs take the place of medical staff
providing immediate care to babies

Thank you for your comment, however we are unsure of what we need to change.

9

NICE

1.4.12

30

In some cases this will require transfer, as written it sounds
like all these facilities can be conjured up in the home

Thank you for your comment. Recommendation 1.4.12 addresses the setting where a
fetal death is suspected. The recommendation is for the woman to be offered an
ultrasound scan to confirm or refute the diagnosis. She may not take up that offer but if
she does wish to have the scan she will have to be transferred to the obstetric unit. In
recommendation 1.5.3 of the NICE guideline, it is stated that there should be obstetric
and neonatal healthcare professionals able to deal with significant meconium staining of
the amniotic fluid. In both cases, the GDG considered that the need for transfer to an
obstetric unit was self-evident and did not feel that it was necessary to explicitly state as
much in the recommendations.
Thank you for your comments. The GDG have extensively revised the text of the
recommendations relating to transfer after birth. Whenever the transfer is for maternal
indications then the recommendations state that the baby should go with her. Similarly
when the transfer is for neonatal indications the recommendations state that the woman
should go with the baby.
Thank you for your comment. The GDG have revised the recommendation you mention
and now state that abnormal breathing, heart rate or tone should be used to evaluate
whether a baby is in poor condition.

1.5.3

Royal College
of Paediatrics
and Child
Health

10

NICE

1.6.5

33

And vice versa

Royal College
of Paediatrics
and Child

11

NICE

1.15.3

72

“Poor condition” is not an accurately descriptive term, the
actual findings should be used eg hypotonia,
cardiorespiratory depression
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NICE

1.15

72

If the baby has unexpected complications the placenta
must be sent for histological examination

Thank you for your comment. This topic was not in the scope for the guideline update.

13

NICE

1.15.14

73

Including assessment of competence

14

NICE

General

General

Use NEWS chart

1

NICE

1

18

Table 6 - Although comments are not specifically invited on
this it is an important section for women with medical
problems and the table is by no means exhaustive.

Thank you for your comment. While we would agree it is important for staff working with
women who are in labour to have the necessary level of knowledge and expertise to
deliver care, it is outside of the remit of this guideline to specify the competencies
professionals should have.
Thank you for your comment. The GDG acknowledge that such an assessment tool
may become relevant and applicable to the recommended observations in the guideline
following further validation, and in the light of the on-going BAPM Working Group on a
Newborn Early Warning Trigger and Tool.
Thank you for your comment. However, as you state, the recommendation to which you
refer was not subject to formal update and as such we are not able to amend it in the
way you suggest.
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We assume that a more comprehensive version will be
included in the accompanying guideline on ‘high-risk
women’ but currently women with, for example, rheumatoid
arthritis are not included. Therefore, there needs to be an
‘other’ category that includes women with chronic diseases
affecting their long term health/mobility/well-being/on
immunosuppressant drugs
1.4.2 Respiratory rate should be added to the observations
‘record her pulse, blood pressure and temperature’. Our
experts would suggest cut-off of respiratory rate of >24 per
minute in next section (1.4.3)
1.13.2 Respiratory rate is again missing from routine
observations.
1.16.1 Respiratory rate is again missing from routine
postnatal observations.
This recommends to use Table 1 to discuss with low risk
multiparous women about place of delivery. Table 1 would
be better expressed in percentages to explain to women.

Royal College
of Physicians

2

NICE

1.4.2

27

Royal College
of Physicians
Royal College
of Physicians
Saint Mary’s
Hospital

3

NICE

1.13.2

59

4

NICE

1.16.1

76

1

NICE

1.1.5

12

Saint Mary’s
Hospital

2

NICE

Table 1

13

Table 1 would be better expressed in percentages.

Saint Mary’s
Hospital

3

NICE

1.1.6

14

This recommends to use Table 3 to discuss with low risk
nulliparous women about place of delivery. Table 3 would
be better expressed in percentages to explain to women.

Saint Mary’s
Hospital

4

NICE

Table 3

15

Table 3 would be better expressed in percentages.

Thank you for your comment. The GDG disagree with the addition of respiratory rate as
there was no evidence to support this.

Thank you for your comment. The GDG disagree as this applies to low risk women with
a normal cardio-respiratory system.
Thank you for your comment. The GDG disagree as this applies to low risk women with
a normal cardio-respiratory system.
Thank you for your comment. The GDG were also aware of the following
recommendation in the related NICE guidance on Patient experience in adult NHS
services: improving the experience of care for people using adult NHS services
(CG138) :
1.5.24 Use the following principles when discussing risks and benefits with a patient…
use natural frequency (for example, 10 in 100) rather than a percentage (10%)

Thank you for your comment. The GDG were also aware of the following
recommendation in the related NICE guidance on Patient experience in adult NHS
services: improving the experience of care for people using adult NHS services
(CG138) :
1.5.24 Use the following principles when discussing risks and benefits with a patient…
use natural frequency (for example, 10 in 100) rather than a percentage (10%)
Thank you for your comment. The GDG were also aware of the following
recommendation in the related NICE guidance on Patient experience in adult NHS
services: improving the experience of care for people using adult NHS services
(CG138) :
1.5.24 Use the following principles when discussing risks and benefits with a patient…
use natural frequency (for example, 10 in 100) rather than a percentage (10%)
Thank you for your comment. The GDG were also aware of the following
recommendation in the related NICE guidance on Patient experience in adult NHS
services: improving the experience of care for people using adult NHS services
(CG138) :
1.5.24 Use the following principles when discussing risks and benefits with a patient…
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Saint Mary’s
Hospital

5

NICE

1.4.3

28

Saint Mary’s
Hospital
Saint Mary’s
Hospital
Saint Mary’s
Hospital

6

NICE

1.4.3

29

7

NICE

1.5.1

31

8

NICE

1.10.3

39

Saint Mary’s
Hospital

9

NICE

1.10.3

39

Would expect women with moderate hypertension (150/100
to 159/109mmHg) to be on CTG

Saint Mary’s
Hospital

10

NICE

1.10.9

41

Table 10: CTG interpretation table is very cumbersome and
difficult to see how it adds/ improves current practice based
on normal, suspicious/ pathological classifications. Is there
any evidence to back up changing from these?

Stakeholder

Comments
Please insert each new comment in a new row.
Rupture of membranes at least 24hours before the onset of
labour – This is confusingly phrased. Suggest Rupture of
membranes more than 24hours before current assessment.
st
1 line: how is a high head defined
Observations of the unborn baby:
how is a high head defined
1.10.3 and 1.5.1 – users appear to have to integrate these
2 sections which is confusing in the current layout

Developer’s Response
Please respond to each comment
use natural frequency (for example, 10 in 100) rather than a percentage (10%)
Thank you for your comment. The recommendation has been revised accordingly.

Thank you for your comment. This has now been defined as 4/5-5/5ths palpable
Thank you for your comment. This has now been defined as 4/5-5/5ths palpable
Thank you for your comments. However, we feel that incorporating the contents of
recommendation 1.5.1 into recommendation 1.10.3 would make the latter very complex
and difficult to follow.
Thank you for your comments. The GDG felt that isolated moderate hypertension was
not a justification for continuous fetal heart rate monitoring. However, as the
recommendation states, the presence of just one other factor from the list in
recommendation 1.5.1 (such as significant proteinuria, or a suspected growth restricted
fetus) in addition would represent a valid justification for continuous fetal heart rate
monitoring.
Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.

Saint Mary’s
Hospital

11

NICE

1.10.9

41

The phrase ‘uncertain’ does not sound good from a
woman’s perspective; suspicious was better terminology

Saint Mary’s
Hospital

12

NICE

1.10.33

50

Is the use of terbutaline recommended in a spontaneous
labour

Saint Mary’s
Hospital

13

NICE

1.10.38

50

Concerned that this recommendation is not evidencebased. FBS is an important procedure that reduces the
need for emergency Caesarean section for presumed fetal
distress due to the non-specific nature of an abnormal
CTG.
A fetal blood sampling procedure is a competence required
early on in training, which means that expert opinion
recognises that it is an invasive but simple test. The
decision to perform fetal blood sampling is based upon
CTG interpretation which would be expected of
registrar/specialty trainee level. There is evidence that
performing 1 or 2 FBS is not associated with any adverse
fetal consequences, although we found an increase in

Thank you for your comments. The GDG have reviewed this section following
stakeholder comment. They have reverted to using the former/original terminology of
‘normal’, ‘non-reassuring’ and ‘abnormal’.
Thank you for your comment. The GDG consider that terbutaline is recommended in a
spontaneous labour that is associated with uterine hypertonicity, which though
commonly secondary to the use of oxytocin can occur in spontaneous labour.
Thank you for your comments. This topic is extensively reviewed in the guideline update
and the systematic review is part of the evidence considered. GRADE Table 98 in the
full guideline summarises the findings of studies comparing CTG plus FBS vs either
CTG alone or intermittent auscultation. This shows that there were significantly more
instrumental vaginal deliveries and caesarean sections in women with CTG monitoring
supported by FBS. However, set against that were the findings of lower incidence of
cord blood acidosis (significant in the Stein study), need for neonatal resuscitation
(significant in the Stein study), neonatal seizures (significant in the RCTs) and low
apgar scores (significant in the Stein study). In addition, GRADE tables 105 and 106
which report the predictive accuracy for FBS values, show very good positive predictive
values for adverse neonatal outcome with a pH <7.20 and very good positive predictive
values and moderately good negative predictive values for a FBS pH threshold of 7.10.
GRADE Table 108 shows a very good positive predictive accuracy of a FBS of <7.10
for a cord arterial pH of <7.10. Finally, GRADE Tables 107 and 109 report correlation
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NICU admissions when 3 or more FBS were performed
(Heazell AEP, Riches J, Hopkins L, Myers JE. A Review of
Fetal Blood Sampling in Practice. BJOG 2011;118(7):84955). Therefore, it is logical to retain the original
recommendation that when 3 or more FBS are needed
then the case should be discussed with a consultant.
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St George’s
Healthcare
NHS Trust

10

Full

General

General

There is no evidence to not do FBS in the presence of
inherited bleeding disorders (although few in practice may
be done). There should be a balance of risks and benefits
in this situation (eg. avoidance of caesarean section in
advanced labour in a woman who may also have a
bleeding disorder). This area is currently being addressed
in joint RCOG/BSH guideline.
Cannot see the need to discuss a normal result with a
consultant.
The net result of discussing each FBS procedure with a
consultant twice (as per 1.10.38 and 1.10.45) is that there
is a significant practical disincentive to perform the
procedure particularly for non-resident consultants who will
be disturbed twice and potentially repeatedly for other
samples throughout their on call period. Therefore,
consultants may advise to perform a CS to prevent the
need for FBS procedures. This would go against the
current drive towards reducing unnecessary CS.
Oxytocin should be considered in second stage for
nulliparous women whose contractions have significantly
reduced

‘Insert a urinary catheter for 24hours to prevent urinary
retention’
Since a high proportion of women delivering require
perineal suturing, this would result in huge numbers of
women requiring urinary catherisation, and is not justified.
We are very concerned that NICE is continuing to
recommend an outdated, historical test (FBS) with the full
knowledge that it has no scientific evidence of benefit but
could cause serious harm to babies. Although, some senior
obstetricians erroneously believed that this would reduce
operative deliveries, current scientific evidence has
concluded that this was not the case. In addition, if one
applies basic knowledge of anatomy of the fetal scalp as
well as physiological response to hypoxia, one would
realise that this test is useless.
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data. Table 107 shows a significant correlations between low FBS pH values and low
Apgar scores and Table 109 shows a good correlation between FBS pH values and
cord arterial pH values (correlation coefficient 0.76). No evidence of the serious
complications of the procedure you mention was identified in the systematic review. In
the light of the benefit in terms of neonatal outcomes when FBS is used as an adjunct to
CTG and the predictive accuracy and correlation data showing significant relationships
between low FBS values and adverse neonatal outcomes, notwithstanding the increase
risk of operative delivery, the GDG felt there was justification for recommending the use
of FBS.
However, we agree with your comment that the inclusion of the statement about
reduced caesarean section rates where FBS is performed is not supported by the
evidence and the phrase has been removed from the recommendation.
In addition the GDG shared your view that if a third FBS was considered this should be
discussed with the consultant obstetrician (recommendation 1.10.44 in the NICE
guideline).
Thank you for your comment. This recommendation has been revised in light of
stakeholder comments.

Thank you for your comment. We have deleted the recommendation about discussing
the decision to perform a FBS with a consultant. There are now recommendations
relating to only three circumstances when an FBS should be discussed with a
consultant: the finding of an abnormal result, inability to obtain a sample and before
taking a third sample.

Thank you for your comments. This section of the guideline was not updated. The
wording of this recommendation has only been amended for the update to take into
consideration the possibility of labour taking place in one of four different settings.
However, there are several reasons why progress may be slow in the second stage of
labour, uterine inertia perhaps needing oxytocin is only one. Others include maternal
exhaustion and a malposition of the fetal head. It is appropriate that there should be
obstetric review before deciding whether oxytocin is indicated.
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comments. This topic is extensively reviewed in the guideline update
and the systematic review is part of the evidence considered. GRADE Table 98 in the
full guideline summarises the findings of studies comparing CTG plus FBS vs. either
CTG alone or intermittent auscultation. This shows that there were significantly more
instrumental vaginal deliveries and caesarean sections in women with CTG monitoring
supported by FBS. However, set against that were the findings of lower incidence of
cord blood acidosis (significant in the Stein study), need for neonatal resuscitation
(significant in the Stein study), neonatal seizures (significant in the RCTs) and low
apgar scores (significant in the Stein study). In addition, GRADE tables 105 and 106
which report the predictive accuracy for FBS values, show very good positive predictive
values for adverse neonatal outcome with a pH <7.20 and very good positive predictive

PLEASE NOTE: Comments received in the course of consultations carried out by the Institute are published in the interests of openness and transparency, and to promote understanding of how recommendations are developed. The comments are published
as a record of the submissions that the Institute has received, and are not endorsed by the Institute, its officers or advisory committees.

96 of 216

Stakeholder

Or
der
No

Docu
ment

Section
No

Page
No

Comments
Please insert each new comment in a new row.

This is similar to recommending ‘routine enema’ or ‘routine
episiotomy’ which were historical practices, purely based
on personal clinical experience of a few senior obstetricians
as some very senior obstetricians believed routine
rd
episiotomy reduced the incidence of 3 degree perineal
tears. This resulted in women having unnecessary ‘routine’
episiotomy until Cochrane Review confirmed that it was
useless.

Cochrane Review has concluded that FBS is useless in
reducing false positive rate of CTGS by reducing operative
interventions. Therefore, performing FBS purely based on
clinical experience of a few (2-4) obstetricians in the GDG,
who believe that it may reduce caesarean sections purely
based on their own experience, may result in complications
due to the procedure without any benefits to women or their
babies which may lead to midwives and obstetricians
facing clinical, moral, ethical and medico-legal
consequences.
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values and moderately good negative predictive values for a FBS pH threshold of 7.10.
GRADE Table 108 shows a very good positive predictive accuracy of a FBS of <7.10
for a cord arterial pH of <7.10. Finally, GRADE Tables 107 and 109 report correlation
data. Table 107 shows a significant correlations between low FBS pH values and low
Apgar scores and Table 109 shows a good correlation between FBS pH values and
cord arterial pH values (correlation coefficient 0.76). No evidence of the serious
complications of the procedure you mention was identified in the systematic review. In
the light of the benefit in terms of neonatal outcomes when FBS is used as an adjunct to
CTG and the predictive accuracy and correlation data showing significant relationships
between low FBS values and adverse neonatal outcomes, notwithstanding the increase
risk of operative delivery, the GDG felt there was justification for recommending the use
of FBS.
.

NICE GDG recommendation to continue performing FBS
without any scientific evidence of benefit is likely to have
adverse implications for all midwives, obstetricians as well
as babies in the UK, because if babies suffer any of the
reported complications due to FBS in 2014, we cannot
morally, ethically or medico-legally justify this as it defeats
the principle of ‘First Do No Harm’.
Any test or intervention that has complications but is of no
benefit cannot be ethically recommended for clinical
practice, just because it ‘matched’ clinical experience of a
few obstetricians.

FBS did have historical importance as it was developed in
Germany in 1962 when CTG Machines were not available.
The ‘normal pH values’ recommended by NICE GDG are
based on only 77 babies and FBS has not been validated
with the use of CTGs. Therefore, we do not know the
normal ‘cut-off’ for Scalp pH when late or atypical variable
decelerations are observed on the CTG Trace. It is
definitely not > 7.25 as recommended by NICE GDG
because those 77 babies from whom normal values were
obtained did not have any CTG Monitoring. Only study that
correlated FBS with carotid arterial pH was done in only 11
monkeys- however, ‘mum-monkeys’ were not even in
labour.
How could such a useless, non-validated test, that is so
unreliable that even contamination of amniotic fluid,
meconium and site of scalp puncture have been shown to
affect the results and has rare, but potentially very serious
complications to babies with the Cochrane Review
reaching the conclusion that it did not reduce operative
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deliveries be recommended in 2014 for UK-wide practice,
from a clinical, moral and ethical point of view?
If rare but potentially serious complication to babies
such as drainage of cerebrospinal fluid, haemorrhagic
shock, scalp abscess, meningitis or hemiplegia do
occur, is the NICE GDG prepared to take medico-legal
responsibility and accept liability for recommending a
test for UK wide practice without any scientific
evidence of benefit, purely based on GDG’s personal
clinical experience?
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NICE
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NICE
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NICE
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NICE
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University

18

NICE
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42

If so, in our opinion, this should be explicitly stated in
the Guideline to protect obstetricians and midwives
from medico-legal consequences as continuing to
perform a historic, outdated, test without any scientific
evidence of benefit would be hard to defend in a Court
if complications occur, based on the Bolitho’s
Principle.
I am concerned about the use of the word ‘patient’ instead
of ‘woman’ in this guideline for women who are at low risk
of complications.

The term co-ordinating midwife is used several time
throughout the guideline, when this is not a well understood
concept throughout the UK.
The last point should read:
‘reduced fetal movements in the last 24 hours reported by
the woman.’
instead of
‘reduced movements by the baby in the last 24 hours
reported by the woman.’
This document is a guideline for practice, which is based
on evidence – where is the evidence that midwives and
women need to be reminded to be dressed or wrapped in a
blanket?
In the section entitled ‘Uncertain CTG’ it states:
‘If she has normal temperature and pulse, continue normal
care.’ Does this mean that the CTG should remain in situ
(continuously)?
N.B. THIS TABLE IS RATHER COMPLICATED TO USE IN
A DYNAMIC PRACTICE SETTING.
It is also confusing at times:
1) The advice about using tocolysis is inconsistent.
2) What is meant by ‘raised temperature or pulse’?
3) A separate list of what ‘concerning features’ are
would be useful.
May I suggest that the authors might benefit from recruiting
the support of experts in setting out such complicated
tables/algorithms/flow charts in order to minimise confusion
as far as is possible?

Thank you for your comment. We have checked the NICE and Full guideline and the
term "woman" has now been used throughout except when in reference to 'patient
experience' and 'outpatient'.

The term refers to the senior midwife who is in charge of labour unit or ward with
responsibility for supporting, guiding, and coordinating the work of the midwives and
other healthcare professionals working in the unit/ward at a given time.
Thank you for your comment. The recommendation has been revised to say "reduced
movements in the last 24 hours”.

Thank you for your comment. This recommendation is not based on evidence but the
unanimous view of the GDG. It is to do with the overall care of the woman and treating
her with dignity.
Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.
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This should also refer to the use of CTG telemetry
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45

It is unclear why this includes a recommendation to
continue CTG
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University
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NICE
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This should read: Inform the consultant obstetrician of the
fetal blood sample result prior to deciding on a course of
action.

Swansea
University
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NICE
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Who is the ‘team’?

23

NICE

1.14.4

66

Should this also include reference to continuous
attendance of a midwife throughout the transfer?
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For many of the comparisons studies have not been pooled
in Meta-analysis (with good reason) but this could be
explained more explicitly and it necessarily leads to more
lengthy GRADE tables

Technical
advisor

Many of the evidence statements don’t have an
assessment of the overall quality of the evidence (or range
of quality). Specific examples have been highlighted in
comments below
GRADE tables and evidence statements do not have
citations to the reference list. Is this a problem with the
format of the document
Mostly very low quality evidence is available. Including
Systematic Reviews including only 1 study such as page
258.
No formal qualitative meta-analysis has been attempted for
qualitative studies in chapter 3 (place of birth) a descriptive
review was produced. Was any thought given to the
former?
Evidence Statements do not indicate how many patients
were included in the analysis / comparison.
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The comments in this response are based on feedback
from midwives who reviewed and responded to the Royal
College of Midwives on this draft guidance.
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NICE

General
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We are very pleased to see the focus on women’s
experience in the guideline and the link to the Patient
Experience Guideline. If health care professionals follow
these guidelines, they will help ensure care provided to
women in labour is women-centred, humane and
respectful.
Several members have commented on the lack of rationale
in the document for not being able to comment on sections
where the evidence has not been reviewed since the
original guideline. This has been highlighted in the context
of two clear changes that will affect women’s care during
pregnancy and may affect their planned place of birth (point

Technical
advisor
Technical
advisor
Technical
advisor
Technical
advisor

Was this choice of analysis discussed with the GDG?
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Thank you for your comment. The GDG consider that this is covered in
recommendation 1.10.8.
Thank you for your comment. The GDG have revised this recommendation and have
removed the reference to continuation of the CTG. It now reads ‘Be aware that if the
cardiotocography parameters of baseline fetal heart rate and baseline variability are
normal, the risk of fetal acidosis is low’.
Thank you for your comment. Following discussion, the GDG have amended the
recommendations in this section. They did not think that a consultant needed to be
consulted before the first fetal blood sample. But they did think a consultant obstetrician
should be consulted a) with an abnormal result, b) if a sample cannot be obtained, and,
c) before a third fetal blood sample is taken.
Thank you for your comment. The GDG consider that this depends on the resource
allocation in each unit.
Thank you for your comment. The GDG consider that this is covered in
recommendation 1.6.4 in the general principles of care.
Thank you for your comments. We think the text in section 1.10.3 (Full Guideline) is
clear on this issues; it says 'By default, meta-analyses were conducted by fitting fixed
effects models, but where statistically significant heterogeneity was identified random
effects models were used. Where quantitative meta-analysis could not be undertaken
(for example, because of heterogeneity in the included studies) the effect sizes reported
in the included studies was presented for each individual study.' Whenever there is
significant heterogeneity in the meta-analysis in an individual review in the full guideline
the reason for not pooling in a meta-analysis is restated.
Thank you for your comment. We have now inserted the overall quality of the evidence
throughout.

Thank you for your comment. We have checked and the GRADE tables do cite studies
which are included in the references list.
Thank you for your comment.

Thank you for your comment.

Thank you for your comment. As agreed, this will be done for the post-QAT
resubmission.
Thank you for your comment. Yes, the analysis was discussed and agreed with the
GDG.
Thank you for your comment.

Thank you for your comment

Thank you for your comment. The draft scope for this guideline update was subject to a
stakeholder workshop and consultation process where stakeholder's input was sought.
The clinical areas outlined in the update scope are those where substantial new
evidence has been identified since the 2007 guideline. According to NICE processes,
developers are only required to update recommendations related to the clinical areas
covered by the scope. For more details on this process please see The Guidelines
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The wording of this recommendation is likely to reduce the
option of home birth for nulliparous women. The GDG are
clear about their rationale for the conclusion that there is a
(small) increased risk for the baby when a homebirth is
planned. However for individual women this risk may be
acceptable and there are potential benefits of planning birth
at home for nullips in terms of reducing intervention,
although these benefits are available in MLUs, they may
wish to consider home birth. We suggest that the wording
is altered slightly to maintain support for choice of place of
birth whilst acknowledging evidence regarding risks and
benefit e.g “Low-risk nulliparous women should be offered
a choice of place of birth to include home birth or
midwifery-led unit (freestanding or along-side) but should
be advised that planning a homebirth may have a small
increased risk of an adverse outcome for the baby.
Planning birth in a MLU or an obstetric unit has no
increased risk for the baby AND importantly; interventions
in labour for nulliparous are lower in all non- obstetric unit
settings “. This may be particularly important when
considering the impact on future childbearing.

Manual, Sections '2. The scope' and '14. Updating published clinical guidelines and
correcting errors' on . http://www.nice.org.uk/article/PMG6/chapter/1%20Introduction
Thank you for your comments. Please note that the recommendation that you mention
has been merged and the final recommendation now reads:


Explain to both multiparous and nulliparous women that they may choose
any birth setting (home, freestanding midwifery unit, alongside midwifery
unit or obstetric unit), and support them in their choice of setting wherever
they choose to give birth:
o

Advise low-risk multiparous women that planning to give birth at
home or in a midwifery-led unit (freestanding or alongside) is
particularly suitable for them because the rate of interventions is
lower and the outcome for the baby is no different compared with
an obstetric unit.

o

Advise low-risk nulliparous women that planning to give birth in a
midwifery-led unit (freestanding or alongside) is particularly suitable
for them because the rate of interventions is lower and the outcome
for the baby is no different compared with an obstetric unit. Explain
that if they plan birth at home there is a small increase in the risk of
an adverse outcome for the baby. [new 2014]

Table 9: What is the rationale for decreasing the parity to
Para 4 and decreasing age at booking to 35 years when
recommending individual assessment when planning place
of birth. This is a change from 2007 that does not appear to
have any evidence presented for the changes.
Furthermore ‘Body mass index at booking of greater than
35’ indicates planned place of birth in an obstetric unit; this
should be in individualised discussion as the recent
evidence from the Birthplace in England study suggests
women with no medical complications and a previous
uncomplicated normal birth should have choice of planned
place of birth..
Increased clarity regarding observations on the unborn
baby at initial assessment in labour is helpful. There is a
tendency to use a CTG in triage areas.

Thank you for your comment. Two changes have been made in table 42 for consistency
with recommendation 1.14.29: ‘Para 4 or more’ (instead of ‘…6 or more’) and ‘Age over
35 at booking’ (instead of ‘Age over 40…’).

“ask her about any pain she is experiencing and discuss
her options for pain relief” – can this be changed to “
discuss her birth plan”, as discussing pain relief with a
woman in labour can be construed by her that you think
she is not coping and therefore she opts for pain relief
when in fact she is coping well
“pain reported by the woman that is abnormal” The use of
the word abnormal is confusing here - for many women
labour is abnormal pain as they have never experienced it
before.
“to determine whether labour has become established”
should be deleted here as auscultating the FH has nothing
to do with determining whether labour has become
established
The recommendation that CTG is discontinued after 20

Thank you for your comment. We disagree and think that the wording should not be
revised. The GDG think that a birth plan may not recognise the full diversity of how
women may choose to give birth.

Thank you for your comment.

Thank you for your comment. The GDG have revised this recommendation in light of
stakeholder comments.

Thank you for your comment.

Thank you for your comment.
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minutes if the trace is normal following an indication to use
a CTG, is helpful and clear.
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Although the research synthesising the evidence
recommended in the 2007 guideline has now been
published, the change of wording from 2007 to 2014 does
not reflect the current evidence.
Section 1.7.3 “Do not use team midwifery (defined as a
group of midwives providing care and taking shared
responsibility for a group of women from the antenatal,
through intrapartum to the postnatal period).

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to change it in the
way you suggest.

There is lack of clarity here as to whether or not women
with regional analgesia should be continuously monitored
with a CTG
This whole section is confusing and could be simplified
using the assessment criteria for CTG: what to do if normal;
suspicious; pathological. The “if there is…” sections
confuse rather than add clarity. Table 10 should be
simplified

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:

Please note this recommendation was amended to match current NICE wording style in
the draft guideline. As this amendment was perceived to have altered the strength of
the recommendation the wording will remain the same as the 2007 guideline.

the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.
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A further change in definitions of decelerations is
concerning as many units have spent a lot of time and
resources educating staff about typical and atypical
decelerations – a further change could lead to more
confusion and the accuracy of CTG interpretation will be
significantly reduced

Thank you for your comments

It would be useful to include why telemetry should be
offered eg women finding it less restrictive and facilitating
mobility
This recommendation suggesting that non-significant
meconium is a risk factor contradicts the recommendation
at 1.5.2
‘...when diagnosing delay…’ is unnecessary in the first
sentence and adds confusion- at this stage delay is
suspected and then the guideline later covers the diagnosis
of delay.
‘Monitor and talk to the woman about her position…….’ for
nd
2 stage is useful however this is not included in
suspected delay during the first stage. In view of the
Cochrane review (Lawrence et al, 2009) which found
upright and mobile maternal positioning reduced the first
stage on average by 1 hour 20 minutes, this should also be

Thank you for your comment. The full justification for this recommendation can be found
in the linking evidence to recommendation section which can be found in section 10.6.6.

However, the only robust evidence is for three types of decelerations – early, variable
and late. There was no sound evidence to support the distinction of ‘typical’ and
‘atypical’ variables. This is explained and discussed in detail in the chapter.

Thank you for your comments. However, recommendation 1.10.3 says that ‘significant’
meconium is an indication for continuous fetal heart rate monitoring not ‘non-significant’
meconium.
Thank you for your comment. The bullet points you are referring to were not subject to
formal update and as such we are not able to amend it in the way you suggest.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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st

included in the guidance on the 1 stage.
These are very useful recommendations that acknowledge
the effect of emergency situations on the woman and her
family.
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Thank you for your comment
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The research recommendations outlined in the guideline
are all relevant.

Thank you for your comment.
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‘Carrier of/infected with HIV’ – this is incorrect as a woman
cannot be a carrier of HIV – her status is ‘infected’

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

UK National
Screening
Committee

2

NICE

Table 6
1.1.10

18

‘Hepatitis B/C with abnormal liver function tests’ – is it all
positive women or only with abnormal LFTs? Is it not
routine to always deliver in obstetric units due to infection
control issues?

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

UK National
Screening
Committee

3

NICE

Table 6
1.1.10

18

Current active infection of chicken pox/rubella/genital
herpes in the woman or baby – need to consider adding
syphilis to enable neonatal assessment for babies born to
mothers who have had treatment in pregnancy

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

UK National
Screening
Committee

4

NICE

Table 6
1.1.10

20

Sickle-cell trait, Thalassaemia trait – use ‘carrier’ not trait

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

UK National
Screening
Committee
UK National
Screening
Committee

5

NICE

Table 8
1.4.2

27

Review the antenatal notes and discuss these with the
woman – add ‘to review all antenatal screening results’

Thank you for your comment. This recommendation has been revised accordingly.

6

NICE

General

General

Thank you for your comments. This topic was not prioritised for this guideline update.
Please see scope in appendix B.

United
Lincolnshire
Hospitals NHS
Trust

1

NICE

1.10.25

49

There is no reference to the need to offer screening to
women who present in labour without any documented
evidence of screening history (i.e. SCT/Rubella/HIV/Hep
B/Syphilis) and ensure follow up of result
Reference: IDPS and SCT standards
I was wondering why the team have gone full circle to
interpret decelerations as we did prior to 2007.
We have invested so much time and finance into resources
and teaching staff to have the knowledge to identify
atypical and typical decelerations. I would like to have a
copy of the evidence please as RCOG prompt course 2012
also uses atypical and typical terminology when interpreting
CTG’s Now we will have to teach staff again if this is
accepted and passed through.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
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implement.

However, the only robust evidence is for three types of decelerations – early, variable
and late. There is no evidence to support the distinction of ‘typical’ and ‘atypical’
variables. This is explained and discussed in detail in the chapter.
We do not think that this represents a major shift from the previous guideline. Indeed we
have had stakeholder comments welcoming the removal of the different types of
variable decelerations.
University
College
London
Hospital

1

NICE

1.1

General

Consider including a statement that it is the responsibility of
the healthcare professionals discussing a homebirth to
ensure that the mother is made aware that if they need to
be transferred to an obstetric-led unit for the delivery that
there will, by the very nature that a transfer is required, be
a delay that may put the baby at risk, depending on the
reason for transfer.
Consider rephrasing – suggests that listening to the FHR
can be used to ascertain if a woman is in labour

Thank you for your comments. This is already covered in recommendation 1.1.9 in the
NICE guideline addressing the information that should be given to a woman in choosing
her place of birth - ' The likelihood of being transferred to an obstetric unit (if this is not
the woman's chosen place of birth), the reasons why this might happen and the time it
may take'.

University
College
London
Hospital
University
College
London
Hospital
University
College
London
Hospital
University
College
London
Hospital
University
College
London
Hospital

2

NICE

1.4.7

30

3

NICE

1.4.10

30

Thank you for your comment. The GDG consider that this is adequately covered in
recommendation 1.4.11.

31

Recording accelerations and decelerations during IA could
lead to attempts to classify IA in the same way as CTGs
are classified and may cause confusion – should state that
if decelerations are heard then CTG should be performed
How should presence of light meconium be managed?

4

NICE

1.5.2

5

NICE

1.6.1

32

Unclear – needs clarification

Thank you for your comment. The GDG have rewritten this recommendation to improve
the clarity.

6

NICE

1.10.1

39

‘Palpate the maternal pulse if a fetal heart rate abnormality
is suspected, to differentiate between the two heart rates’:
this should be recommended for all women, not just for
those with suspected FHR abnormalities

Thank you for your comment. The reason for comparing the fetal and maternal pulses
at the initial assessment and during labour is to confirm that the heart that is heard
using Pinard/Doppler is indeed the fetal heart.

University
College
London
Hospital

7

NICE

1.10

41

table 10: The attempt to overcome some of the
shortcomings of the previous 2007 CTG classification
system is admirable. What may be more useful is to include
some of the actions advocated within the proposed 2014
classification system into the 2007 system using the
terminology from 2007.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:

Thank you for your comment. We have changed the recommendation to remove this
misunderstanding.

Thank you for your comment. The GDG consider that is should be managed as per
normal meconium.

the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
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The GDG feel the changes now make the recommendations clearer to follow and
implement.

University
College
London
Hospital

8

NICE

1.10

41

table 10: The proposed 2014 CTG classification system is
very wordy and encourages description of CTGs rather
than arbitrary ‘normal’, ‘suspicious’ and ‘pathological’
categories. While this might encourage a more
conservative approach, it assumes staff faced with a CTG
causing concern will be able to make clear demarcations of
the parameters observed. The flowchart is very wordy and
might cause confusion for staff.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.

University
College
London
Hospital

9

NICE

NICE

1.10

1.10.22

41

47

table 10: CTG classification – this is an extremely unclear
classification both in terms of the identified categories and
actions to be taken. It is extremely likely to result in poor
shared communication across the multidisciplinary team
and increase the opportunity for error. The previous
classification had one outstanding achievement for the first
time in the history of CTG interpretation – a common
language that midwives and obstetricians could both use,
and consequently a shared understanding of any specific
CTG’s features. This new classification could have the
opposite effect. It is a big risk issue. Strongly suggest stay
with current classification of normal, suspicious or
pathological.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:

Fetal variability >25bpm can be associated with an acute
hypoxic episode and cannot be normal,

Thank you for your comments

the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.

University
College
London
Hospital

10

University
College
London
Hospital
University
College

11

NICE

1.10.22

47

‘Mild sinusoidal patterns are of no significance’: this
statement needs clarification as it is unclear what the
definition of mild is.

Thank you for your comment. This recommendation has been clarified.

12

NICE

1.10.26

47

Rather than abandon a classification system which has a
physiological basis because it can ‘cause confusion’,

Thank you for your comment. However, the only robust evidence is for three types of
decelerations – early, variable and late. There is no evidence to support the distinction

However, there were no data about baseline variability >25 bpm. This is explained and
discussed in detail in the chapter.
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London
Hospital

University
College
London
Hospital

13

NICE

1.10.27

48

University
College
London
Hospital

14

NICE

1.10.38

50

University
College
London
Hospital
University
College
London
Hospital
University
College
London
Hospital

15

NICE

1.10.39

50

16

NICE

1.10.43

51

17

NICE

1.13.21

63

University of
Salford

5

NICE

1.10.37

50

1.1039

University of
Salford

6

NICE

1.1052

53

University of
Salford

7

NICE

1.14.8

67

University of
Salford

8

NICE

1.14.12

67
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perhaps efforts should be made to try to improve a fetal
physiological basis to CTG interpretation. Typical and
atypical variable decelerations acknowledges the fact that
they have different physiological origins
Early decelerations are thought to be due to head
compression. The guideline (at several points) suggests
that the absence of decelerations and the presence of early
decelerations may be equated to have similar physiological
consequences. The presence of early decelerations on a
CTG where the presenting part is still high should not be
interpreted as a benign finding
What is the rationale behind discussing all FBS with a
consultant?

What is the evidence for fetal infection following FBS and
what is the level of risk? Data is needed to be able to give
the woman accurate information on which to make
informed choices
What is the rationale/evidence for not using base excess in
the interpretation of FBS results?

A statement about birth in water and the risks to the baby
should be considered. There is now quite a lot of casebased evidence that this can be associated with near-miss
drowning. Indeed the American Academy of Paediatrics
and American Academy of Obstetrics and Gynaecologists
have just published a statement advising against birth in
water as there is no evidence of benefit to mother and rare
but real risks to the baby.
(http://pediatrics.aapublications.org/content/early/2014/03/1
8/peds.2013-3794).
States that 1.10.37 If fetal scalp stimulation leads to an
acceleration in fetal heart rate, regard this as a reassuring
feature. Take this into account when reviewing the whole
clinical picture however later in 1.1039 there appears to be
a contradiction where it states: There is a small chance that
it will not be possible to obtain a blood sample (especially if
the cervix is less than 4 cm dilated). If a sample cannot be
obtained, a caesarean section or instrumental delivery may
be needed because otherwise it is not possible to find out
how well the baby is coping. [new 2014]
label traces with the woman’s name and hospital
number, the date and the woman’s pulse at the start of
monitoring. [new 2014]: Would it be more appropriate to
include the NHS number (in stead of hospital number OR
as well as) as this is their unique identifying number
Advise the woman to have modified active management of
the third stage. [new 2014]: Should we not be providing the
rd
evidence for physiological 3 stage, active management
and delayed cord clamping and ensuring the woman then
makes her own decision?
After cutting the cord, use controlled cord traction. [new
2014]: Should this not read ‘After cutting the cord, use

Developer’s Response
Please respond to each comment
of ‘typical’ and ‘atypical’ variables. This is explained and discussed in detail in the
chapter.
Thank you for your comments. However, the evidence supported the view that early
decelerations were neither associated with adverse fetal/neonatal outcomes nor
predicted them. Hence the recommendation that they are a benign finding. The
discussion in the chapter reflects that they are most commonly likely to be physiological
in origin.

Thank you for your comment. We have deleted the recommendation about discussing
the decision to perform a FBS with a consultant. There are now recommendations
relating to only three circumstances when an FBS should be discussed with a
consultant: the finding of an abnormal result, inability to obtain a sample and before
taking a third sample.
Thank you for your comment. The GDG have revised this recommendation in light of
your comment.

Thank you for your comments. On the basis of the evidence reviewed, which included
data about pH, base excess and lactate, the GDG felt that recommendations on pH and
lactate were justified but there was no added value in including a recommendation on
base excess.
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comments. The GDG reviewed the evidence about the implications
of fetal scalp stimulation. They felt that if it stimulated an acceleration of the fetal heart
rate that should be regarded as reassuring and made recommendation 1.10.37 as you
point out. However, they did not feel that the evidence for its use as a definitive
measure of fetal health was sufficiently strong to recommend its use as a definitive
adjunctive test (instead of fetal blood sampling, for example). Thus, the GDG made the
following recommendation (1.10.51): If a fetal blood sample is indicated and the sample
cannot be obtained, but the associated scalp stimulation results in fetal heart rate
accelerations, decide whether to continue the labour or expedite the birth in the light of
the clinical circumstances and in discussion with the consultant obstetrician and the
woman.
Thank you for your comment. We have revised this recommendation accordingly.

Thank you for your comments. Recommendations 1.14.6, 1.4.7 and 1.4.9 in the NICE
guideline deal with the information that should be given to women about the two
approached to management of the third stage.

Thank you for your comment. The GDG consider that this is covered in
recommendation 1.14.15 of the NICE guideline.
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controlled cord traction following visible signs of separation’
Birth in a freestanding birth centre is equal to home birth
Women are more likely to have one to one care at home
and an experienced midwife should be recommended.
(birthplace study found midwives without experience of
home birth often attended)
Contradictory statement – birth in any setting shows no
difference in outcome for baby and this contradicts 1.1.4

Thank you for your comment. However, birth at home is not 'equal' to birth in an FMU
for all women. The former is associated with a higher rate of transfer in labour and
serious medical complications for the baby in nulliparous women. In contrast, the
guideline says that multiparous women can be advised to give birth at home or in any
form of midwifery unit because the benefits/risks are equal for them.
Thank you for your comments. Please note that the recommendation that you mention
has been merged and the final recommendation now reads:


Explain to both multiparous and nulliparous women that they may choose
any birth setting (home, freestanding midwifery unit, alongside midwifery
unit or obstetric unit), and support them in their choice of setting wherever
they choose to give birth:
o

Advise low-risk multiparous women that planning to give birth at
home or in a midwifery-led unit (freestanding or alongside) is
particularly suitable for them because the rate of interventions is
lower and the outcome for the baby is no different compared with
an obstetric unit.

o

Advise low-risk nulliparous women that planning to give birth in a
midwifery-led unit (freestanding or alongside) is particularly suitable
for them because the rate of interventions is lower and the outcome
for the baby is no different compared with an obstetric unit. Explain
that if they plan birth at home there is a small increase in the risk of
an adverse outcome for the baby. [new 2014]

The GDG consider that for each group the statements are not contradictory.
Recommendation 1.1.3 and Tables 1 and 2 in the NICE guideline apply to low risk
multiparous women. For these women there is no difference in risk for the baby in any
setting. Recommendation 1.1.4 and Tables 3 and 4 in the NICE guideline apply to low
risk nulliparous women. For these women there is a small but increased risk of serious
medical problems for the baby if they give birth at home.
Thank you for your comment. Table 7 in the NICE Guideline titled ‘Other factors
indicating increased risk suggesting planned birth at an obstetric unit’ includes a clear
description of the characteristics of the type of stillbirth that should be considered –
‘Unexplained stillbirth/neonatal death or previous death related to intrapartum difficulty’.

3

NICE

1.1.7

15

For stillbirth from start of care in labour at home birth does
this include women who had a pre labour IUD which was
only diagnosed at onset of labour??

4

NICE

1.1.19

22

Include agreed pathways with ambulance service

Thank you for your comment. The GDG consider that this is an issue for
commissioners when implementing the guideline.

5

NICE

1.3.2

25

Should be all women for information on latent phase

Thank you for your comment. The evidence underpinning this recommendation was
only for nulliparous women. Please see GRADE table 45 in appendix J.

6

NICE

1.3.3

25

Should be all women not just nulliparous

Thank you for your comment. The evidence underpinning this recommendation was
only for nulliparous women. Please see GRADE table 45 in appendix J.

7

NICE

1.3.4

25

Not sure a) why early assessment for just nulliparous
women and b) why minimum one hour??

Thank you for your comment. The GDG consider that this is a minimum threshold and if
it is not sufficient then they would expect the midwife to use clinical judgement.
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8

NICE

1.3.8

26

Is this not also applicable if a woman is assessed at home?
1.3.4 recommends home assessment regardless of
planned place of birth

Thank you for your comment. The GDG consider that this is covered in the bullet points
in the recommendation.

9

NICE

1.3.10

27

Thank you for your comment. We think the recommendation does that - it states 'If a
woman wants to use any of these techniques, respect her wishes'.

Western
Sussex
Hospitals NHS
Foundation
Trust
Western
Sussex
Hospitals NHS
Foundation
Trust
Western
Sussex
Hospitals NHS
Foundation
Trust
Western
Sussex
Hospitals NHS
Foundation
Trust

10

NICE

1.4.1

27

Evidence within Cochrane did not suggest alterntive
therapies had adverse effects only that there was not
current sufficient evidence to support their use Please
could this statement recommend respecting womens wish
to use alternative therapies and advise midwives etc that
they should only provide advice where properly trained.
Include palpation of contractions not just asking woman
about length and strength

11

NICE

1.4.3

28

?? how does this fit with expectant management for women
who wish to birth at home or mw led unit

Thank you for your comment. The GDG consider that this is covered in the
recommendation.

12

NICE

1.10.3

39

How does this relate to expectant management as per
NICE IOL (see above also)

Thank you for your comment. Prolonged membrane rupture for over 24h in isolation is
not an indication for fetal monitoring only if there is another risk factor.

13

NICE

1.10.3

39

Remove PROM >24 hrs as NICE also gives expectant
management as an option and no difference in outcomes
for IOL vs expectant management also why now including
light mec when previously guidance defines what is
significant. Ie ROM >24 hrs and light mec now requires
continuous monitoring.

Thank you for your comment. Prolonged membrane rupture for over 24h in isolation is
not an indication for fetal monitoring only if there is another risk factor.

Western
Sussex
Hospitals NHS
Foundation
Trust
Western
Sussex
Hospitals NHS
Foundation
Trust
Western
Sussex
Hospitals NHS
Foundation
Trust
Western
Sussex
Hospitals NHS
Foundation
Trust

14

NICE

1.10.4
1.10.1

39

This contradicts 1.13.2 as this ask for hourly pulse1.10.1
asks for 15 mins pulse

Thank you for your comment. Recommendation 1.10.1 relates to intermittent
auscultation of the fetal pulse/heart rate. Recommendation 1.13.2 does contain a
contradiction regarding assessment of the maternal pulse and we have therefore
removed the reference to hourly pulse in the second stage of labour.

15

NICE

1.10.9

41

Although this aids mobility what is the evidence that
telemetry should offered to all women on continuous CTG

Thank you for your comment. The full justification for this recommendation can be found
in the linking evidence to recommendation section which can be found in section10.6.6.

16

NICE

1.10.11

44

Should telemetry be here as more appropriate

Thank you for your comment. The GDG feel this is addressed in the separate
recommendation about telemetry.

17

NICE

1.10.35

50

NICE suggests this is long term use of oxygen and no
associated increased risk with short term use – what if
mother requires oxygen ie due to severe sepsis or
eclamptic fit

Thank you for your comments. This topic is discussed in Section 11.7 of the Full
Guideline dealing with 'Intrauterine Resuscitation. The GDG noted the lack of evidence
evaluating the use of maternal oxygenation for intrauterine resuscitation. From their
clinical experience, they recognise there are circumstances when maternal oxygenation
is indicated for maternal reasons such as conditions associated with hypoxia and
discussed the fact that pre-oxygenation is often used prior to a caesarean section. They
noted that these are valid indications. But there is no evidence of it being of value in the
setting of fetal compromise. Furthermore, the GDG was aware of other evidence that

Stakeholder
Trust
Western
Sussex
Hospitals NHS
Foundation
Trust
Western
Sussex
Hospitals NHS
Foundation
Trust
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Thank you for your comment. This recommendation has been revised accordingly.
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supported their position of not recommending maternal oxygenation for intrauterine fetal
resuscitation
• Fetal compromise is rarely due to maternal hypoxaemia.
• Hyperoxaemia can have adverse effects in humans though the data is limited
• Hyperoxaemia can have adverse effects in animals. There is more data in animals
showing that except when fetal hypoxia is secondary to maternal hypoxia maternal
supplemental oxygen causes increase in free radical formation, with the potential risk of
increasing reperfusion and cell damage.
• The effects of hyperoxaemia in neonates are concerning enough that it is now
recommended to resuscitate the newborn with air rather than oxygen.
Other relevant factors are that women find it frightening and that it can sometimes divert
attention from the preparations for the caesarean section and/or cause delays. The
GDG did not wish to stop units from using oxygen for maternal indications (which falls
out of the scope of this guideline) but agreed that it would be appropriate to recommend
against the use of maternal facial oxygen therapy specifically for the purposes of
intrauterine resuscitation, given the lack of evidence and the concern over possible risk.
They revised the recommendation make the distinction between the value of maternal
oxygenation for maternal versus fetal indications.
Thank you for your comment. Please note that sepsis was not part of the scope of this
update guideline. However, this recommendation has been revised in light of
stakeholder comments.
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19

NICE

1.10.40

51

Is there a risk of false positive FBS in septic women with
temp > 38C

20

NICE

1.12.19

58

Birth place recommended that all women transferred in
labour should have assessment by obstetrician

Thank you for your comment. Reference to an obstetrician is already made in the
recommendation.

21

NICE

1.13.24

63

Can we ensure that it is clear this relates to active second
stage and not to any passive phase ie with epidural or no
urge to push

Thank you for your comment. The GDG consider that this is sufficiently clear in the
recommendation

22

NICE

1.13.25

63

How should women with already ruptured membrances and
ineffective or irregular contractions be managed without
oxytocin?

Thank you for your comment. The GDG consider that guidance on what health care
professionals should do with women with confirmed delay and ruptured membranes is
covered in recommendation 1.12.18.

23

NICE

1.14.1

65

Physiological does not require that cord is clamped and cut
prior to delivery of the placenta

Thank you for your comment. The GDG consider that this recommendation does not
say that is does require that the cord is clamped and cut prior to delivery of the
placenta. Please see components of physiological management listed in
recommendation 1.14.1.

24

NICE

1.14.7

66

Would it be possible to include benefits to baby of delayed
cord clamping or physiological management

Western
Sussex
Hospitals NHS
Foundation
Trust
Western
Sussex
Hospitals NHS

25

NICE

1.14.14

68

Why does cord clamping time need to be recorded for
physiological as this may be after delivery of placenta

Thank you for your comment. Delayed cord clamping is being suggested as part of
active management not physiological. In physiological the aim is to wait until cord stops
pulsating. The GDG did not look at a review question comparing neonatal outcomes in
terms of delayed cord clamping versus waiting for the cord to stop pulsating in active
management. Therefore we do not know what the relative risks/benefits of delay versus
when it stops pulsating.
Thank you for your comment. The GDG consider that this is important if cord gases
needed with a depressed baby and as an audit tool.

26

NICE

1.14.23

69

Transfer if retained placenta should perhaps come first in
this section on management of retained placenta, also?
include midwifery led care management of potential

Thank you for your comments. However, the transfer to an obstetric unit is only
necessary if uterine exploration is necessary. There are several steps that can be taken
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No
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Section
No

Page
No

Foundation
Trust

Developer’s Response
Please respond to each comment

Comments
Please insert each new comment in a new row.
retained placenta prior to transfer ie pass catheter to empty
bladder, change position, breastfeed baby

Western
Sussex
Hospitals NHS
Foundation
Trust
Western
Sussex
Hospitals NHS
Foundation
Trust
Western
Sussex
Hospitals NHS
Foundation
Trust

27

NICE

1.14.27

70

28

NICE

1.14.29

70

29

NICE

1.14.33

71

Surely this should reflect the severity of situation ie
hysterectomy is not going to be first line of surgical
procedure

Western
Sussex
Hospitals NHS
Foundation
Trust
Western
Sussex
Hospitals NHS
Foundation
Trust
Western
Sussex
Hospitals NHS
Foundation
Trust

30

NICE

1.15.5

72

Cord blood gas analysis following delay due to transfer
from home birth or freestanding birth centre is likely to
make cord sample inaccurate – should the guidance say in
all care settings therefore

31

NICE

1.15.22

74

Should state in all care settings

Thank you for your comment. We have added in “all birth settings”.

32

NICE

1.15.25

75

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.

Western
Sussex
Hospitals NHS
Foundation
Trust

33

NICE

1.16.1

76

WWL NHS
Foundation
Trust

1

NICE

1.10.38

50

WWL NHS
Foundation
Trust

2

NICE

1.10.45

52

How does this work for women who have had expectant
management (as recommended by NICE) and give birth at
home This states closely observe – unless the parents are
provided with information on what to look for or transferred
in to unit this would not be possible for the first 12 hrs after
birth
This refers you to section 1.5.1 which is AN indications for
transfer – ie any vaginal blood loss other than a show post natal women will have vaginal blood loss that is not a
show! Need to have a separate list for indications for post
natal transfer as it is not clear that this just relates to TPR
and BP within 1.5.1
We do not feel that it is necessary to discuss with a
consultant prior to performing every FBS as this will cause
more delays. It is already known that on average it takes 18
minutes to get a sample result. Discussion may be
appropriate if considering FBS in the second stage but not
for each and every FBS sample deemed necessary by a
trainee.
We do not feel that it is necessary to inform the consultant
of all FBS results, only those which are borderline or
abnormal.

783

SH

Elective
Caesare

46

Full

There is no definition of PPH nor advice re assessing
source of bleeding – in the case of bleeding from perineal
trauma actions such as rubbing up contraction or giving
extra uterotonics will not help if bleeding is from a nonuterine source
Is it not the case that Misoprostal equal in effect to
syntocinon or syntometrine but more side effects for mother
?

in the non-obstetric setting to successfully achieve delivery of the placenta before that
has to be considered. These are addressed in the preceding recommendations. With
respect to the other measures you mention, the GDG did not review any evidence of
their benefit and thus did not recommend them.
Thank you for your comment. This recommendation has been revised accordingly.

Genera
l

20

Thank you for your comment. The greater incidence of side effects with misoprostol is
discussed in the 'Evidence to recommendations' section 13.5.2.1.7 of the full guideline
and reflected in the fact that it is only recommended as a second line treatment for
PPH.
Thank you for your comments. You are correct, the procedure chosen to deal with
primary postpartum may be determined by the severity of the condition. A hysterectomy
may be considered as an early management strategy is there is profuse life-threatening
haemorrhage. However, for less severe bleeding it is possible that one of the simpler
and more straightforward interventions. We have added text to the ‘Evidence to
recommendations’ in section 13.5.2.1.6 to reflect these points.
Thank you for your comment. The impact of delay of analysis of cord blood was not
prioritised for review in this guideline update.

Thank you for your comment. The recommendation has been amended to say if any
‘relevant’ indications for transfer in recommendation 1.5.1 are identified then transfer
should be undertaken. Such indications would include conditions such as preeclampsia, significant postpartum haemorrhage, and maternal collapse.

Thank you for your comment. We have deleted the recommendation about discussing
the decision to perform a FBS with a consultant. There are now recommendations
relating to only three circumstances when an FBS should be discussed with a
consultant: the finding of an abnormal result, inability to obtain a sample and before
taking a third sample.

Thank you for your comment. We have deleted the recommendation about discussing
the decision to perform a FBS with a consultant. There are now recommendations
relating to only three circumstances when an FBS should be discussed with a
consultant: the finding of an abnormal result, inability to obtain a sample and before
taking a third sample.

“in 2010-11 an estimated 42% of births were described as
‘normal births’”

Thank you for your comments. The text which you quote is taken from the introduction
and is quoting a previous publication. In the guideline whenever the mode of birth is
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an

The NICE press office has advised my organisation in the past
that it does not support the use of ‘normal’ as a definition of birth
type – can NICE please confirm whether this position has now
changed given the inclusion of this term in the ICDG?
If so, it would be most useful to include the definition of ‘normal
births’ in this guideline, since not every reader will understand
what is meant by the term. My organisation’s understanding is
that “normal birth”
is defined as “without induction, without the use of instruments,
not be caesarean section and without general, spinal or
epidural anaesthetic before or during delivery” and can involve
“antenatal, delivery or postnatal complications (including for
example post partum haemorrhage, perineal tear, repair of
perineal trauma, admission to SCBU or NICU)”.
Women deserve to know exactly what it is that NICE influenced
maternity policy views as ‘normal’ and ‘safe’ outcomes.
http://birthtraumacanada.org/resources/12-Aug24+RCOG+CCG+Press+Release+Final.pdf
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Full

1.8.1

25
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Full

1.8.4

28

9

Full

1.8.5

29

10

Full

1.8.7

29

1 Para. Where data limits applied were studies in previous
version also included in the analysis. If so report this

11

Full

2.2

36

Recommendations heading. Perhaps try ‘full list of
recommendations’?

Thank you for your comment. We have revised accordingly.

12

Full

3.2.12

38

Thank you for your comment. Please see appendix K. Data was calculated per 1000

13

Full

2.3

73

14

Full

3.2.1

75

15

Full

3.2.2

76

16

Full

3.2.3.1

76

Table 25: Footnote. How can the two most adverse events
account for 75% of the total when the sample if only 9 babies is
the denominator?
th
4 research recommendation. What sort of study design would
be required to answer this question?
Review question. A cross reference to the appendix where the
protocol is to be found would be very helpful
nd
st
2 para, 1 bullet. What was the subgroup analysis based on?
Which groups?
Description of the studies included. It would be informative to
describe why studies couldn’t be pooled – i.e. different
population, different design type etc

10

8
Would be helpful to have an introduction to give a bit more
context to why the cost survey was done and what it was used
for.

Technica
l advisor

NICE

NICE
NICE
NICE

Technica
l advisor
Technica
l advisor
Technica
l advisor
Technica
l advisor
Technica
l advisor
Technica
l advisor
Technica
l advisor
Technica
l advisor
Technica
l advisor

described where possible we have tried to use the terms used by the authors of the
publications which form the basis of the evidence. Thus, terms such as 'spontaneous
vaginal birth' or 'spontaneous vertex vaginal birth' are used when describing a noninstrumental vaginal birth. The word ‘normal' was put in single quotation marks precisely
because this is a term that is debated.
For these reasons we have not inserted a definition for the term 'normal birth' in the
Glossary.

Tele vs CTG spreadsheet
“equivalent annual cost” sheet: please amend the figures for
“years” to 15 to reflect the results written up. Some explanation
of the calculation would also be helpful.
Table 3. Very helpful to have this to show which methods have
been followed for which section. However for ‘reviewing the
evidence’ and ‘assessing cost effectiveness’ both have been
used. It would be even more helpful to know which questions
were developed under which manual.
Last 3 lines. For the additional areas identified as being relevant
for economic consideration but not prioritised what was
undertaken?
nd

2 paragraph. If no substantial clinical research evidence was
identified were other evidence based guidelines ever available?
st

Thank you for your comment. More explanation has been added into the introduction for
the cost survey.

Thank you for your comment. The sheet has been amended. The calculation is
explained in the methods section for this analysis.

Thank you for your suggestion. However, this is not standard process across guidelines
and has not been prioritised.

Thank you for your comment. The information about what was done for these areas has
now been added
Thank you for your comments. Section 1.8 in the full guideline lists all the other
documents that the GDG considered in addition to the studies listed in the evidence
tables.
Thank you for your comment. This has been revised accordingly.

Thank you for your question. As the research recommendation states, this would be a
piece of modelling research using existing observational data.
Thank you for your comment. This has been revised accordingly and throughout the
guideline.
Thank you for your comment. The subgroup analysis was based on parity (Multiparous
and nulliparous)
Thank you for your comment. This has been revised accordingly.
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NICE
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Full

85
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Full
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Full
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4
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22

Full

3.2.5.1

95

23

Full

3.2.6

102
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Full

3.2.6

109

25

Full

3.2.6.1

116

26

Full

3.2.6.2.
4

118

27

Full

3.2.7.1

122

Stillbirth, relative effect. Check formatting for footnote ‘a’

28

Full

3.2.7.1

124

29

Full

3.2.7.2

125

30

Full

126

31

Full

3.2.7.3.
4
3.2.8.1

Neonatal encephalopathy (clinical), relative effect. Check
formatting for footnote ‘a’
Evidence statements. Please add overall GRADE quality (or
range) for the statements
st
Quality of evidence. 1 line – perhaps add that this study was
also prospective. Penultimate line, typo ‘so anY inherent bias’

32

Full

3.2.8.2

130

33

Full

3.2.8.2

138

34

Full
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145

35

Full

3.2.8.6

147

36

Full

3.2.9.1

149

37

Full
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162
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Full

3.2.9.3

163
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Full
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Full
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Full
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4
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165
171

Table 7, outcome 0 caesarean section. This outcome (and
others in this comparison) are not wholly independent of the
intervention - structural bias in the study?
Table 7, Neonatal death, Davies et al 2011, relative effect. Was
an analysis using Peto odds ratio considered which might be
more suitable for comparisons with no events in one arm?
st
1 para, last line. Perhaps for clarity use ‘higher proportion of
BOTH home and midwifery units’?
st

rd

1 para, 3 line. Overall rates of what? Which outcome?
Table 9, neonatal encephalopathy, relative effect. Add decimal
places for .00
th

4 para. Which way would the self selection bias effect results?
Table 11: Instrumental virginal birth, Ackermann-Liebrich 1996,
relative effect. Add decimal places for .00 for upper 95% CI
Table 11: Perinatal death, van der Kooy 2011. Possibly add
footnote to explain the difference in analysis using the natural
prospective approach Vs perfect guideline approach
st
1 para, ‘No incidences of maternal mortality IN ANY SETTING
were reported’?
Quality of evidence. Perhaps add something regarding the
different metrics used to record / report blood loss makes
comparison between studies difficult

Table 14: Jackson 2003. Why was this study not included in the
original guideline given the publication date, and only new to the
update?
Table 15. Heading / label – perhaps consider describing this
evidence table (and throughout the guideline) as ‘summary’
GRADE table – as the full tables are in the appendicies
rd
th
Table 15: 3 or 4 degree vaginal / perineal tear, Feldman and
Hurst 1987, planned birth in obstetric unit. Check formal of
footnote ‘e’
Perhaps reorder para 6 below para 3
Quality of evidence. Perhaps add a comment regarding the very
low event rates for stillbirth and hence very wide 95% CIs
Table 16: An extra column to list study design would be helpful
Table 17: Footnote d,f,h. Check the cross reference to appendix
Evidence statements. Add GRADE quality assessment
(Moderate to very low)
rd
3 Para, penultimate line. ‘five trials’ – perhaps specify that
these were RCTs?
Quality of evidence. It might be worth stating that for this
comparison but not others it was possible to pool data
Recommendation 8. This is very service provision orientated. No
evidence was reviewed for effectiveness of providing services in
neighbouring areas

Thank you for your comment.

Thank you for your comment. The evidence review was based on the Davies (2011)
study that included Peto odds ratio because of the low events rate
Thank you for your comment. This has been revised accordingly
Thank you for your comment. This has been revised accordingly.
Thank you for your comment. This has been revised accordingly.
Thank you for your comment. This has been discussed by the GDG in the quality of the
evidence in section 3.2.9.4.
Thank you for your comment. This has been revised accordingly.
Thank you for your comment. We are unsure about what your comment is suggesting
we do.
Thank you for your comment. This has been revised accordingly.
Thank you for your comment. Different metrics do not necessarily make the comparison
between studies difficult.
Thank you for your comment. We are unsure about what your comment is suggesting
we do.
Thank you for your comment. We are unsure about what your comment is suggesting
we do.
Thank you for your comment. We have now inserted the overall quality of the evidence
throughout.
Thank you for your comment. We have revised accordingly.
Thank you for your comment. This study was not included in the original guideline as
the original search strategy restricted the search to systematic reviews and randomised
controlled trials. The search strategy had excluded the Jackson paper as it is a cohort
study.
Thank you for your comment. The titles of the GRADE tables have been amended
throughout to indicate being 'summary GRADE profiles'.
Thank you for your comment. We are unsure about what your comment is suggesting
we do.
Thank you for your comment. This section has been revised in light of stakeholder
consultation.
Thank you for your comment. This has been revised accordingly.
Thank you for your comment. A column with study design has been added.
Thank you for comment. Suggested changes have been made.
Thank you for your comment. We have now inserted the overall quality of the evidence
throughout.
Thank you for your comment. We are unsure where your comment is referring to.
Thank you for your comment. This has been revised accordingly.
Thank you for your comment. Both clinical effectiveness and cost effectiveness for the
provision of all four birthplace settings was reviewed in chapter 3. If the Free Standing
Unit is in a ‘neighbouring area’ that would not make a difference to either of these
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Full
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Full
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Full

211

56

Full
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Research Rec 5. This looks like a prognostic question.
st

1 para. Were all women low risk or was there a mixed
population?
Table 27: Overall satisfaction 3-6 weeks postpartum. Add details
of the possible range of scores and whether high or low scores
are better
Table 29: Footnote. Check terminology, should this state
CONTINOUS OUTCOMES rather than multi-variable?
st
Overall satisfaction with experience. 1 para. Please describe
what study design this was.
nd
st
Support from Midwife, 2 para. Check wording of 1 sentence.
Perhaps try ‘more midwife support was felt to be available by
multiparous women’
Women’s views and experiences. Add study type (qualitative) to
the evidence statement
Add a summary of how many included studies and type – there
are good examples of these earlier in this chapter
Add a summary of how many included studies and type
Table 32. Check label / title of table 32
Typo ‘Evidence StatementS’ – and elsewhere in the guideline
Is this study so indirect to the review question as to be unhelpful
given the definition used. Consider excluding altogether?
Footnote. ‘Little information on degree of risk OF WOMEN’?
Evidence statement. Add Quality assessment for this statement

The review question is rather vague in terms of the interventions
to be considered

58

Full
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Full
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Full

6.2.2

293

61

Full
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62

Full

6.2.2

293
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Full

6.2.2

293
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Full

6.2.6.2

296

65

Full

6.2.6.4

297

Systematic reviews of 1 studies aren’t very informative.
Review question. Does this refer specifically to continuous
electronic fetal monitoring?
st

th

rd

nd

1 para, 6 line ‘because the SYSTEMATIC review did not…’?
3 para, 2
th

line ‘with intermittent ALONE’?

4 para. The entry criteria / patient selection criteria with CTG
screening makes this evidence slightly indirect to answer the
review question
th
nd
4 para. 2 to last line. Was intention to treat analysis used in
this study given the high degree of crossover to the CTG arm
rd
3 para. It was unfortunate that none of the studies reported on
the outcome of perceptions of mobility
Perhaps add that all women had baseline CTG at the start of the

reviews.
Thank you for your comment. The wording has been changed from costs to resourcing
for this research recommendation as it seems more appropriate and will provide useful
information for the question as a whole. The research recommendation on the
commissioning tool is more appropriate for collecting cost information.
Thank you for your comment. You are correct this is a research question addressing the
correlation between different components of midwifery led care and intervention rates.
Thank you for your comment. All women were low risk.
Thank you for your comment. This has been revised accordingly.

Thank you for your comment. This has been revised accordingly.
Thank you for your comment. This has been revised accordingly.
Thank you for your comment. This has been revised accordingly.

Thank you for your comment. This has been revised accordingly.
Thank you for your comment. This has been revised accordingly.
Thank you for your comment. This has been revised accordingly.
Thank you for your comment. We have revised the title of table 32.
Thank you for your comment. These corrections have been made to the updated
sections of the full guideline.
Thank you for your comment. We have checked the study mentioned (Coyle et al 2001a
and 2001b) and still believe that it is relevant to the review question and therefore
should be included in evidence review.
Thank you for your comment. This has been revised accordingly.
Thank you for your comment. This has been revised accordingly.
Thank you for your comments. The question is exactly the same as appeared in the
scope. We think that the question is clear, especially in view of the additional
information in the 'Objectives' section of the protocol 'To determine whether there is
evidence to suggest any of the potential service interventions for the latent phase of
labour improve outcomes, including women’s experience of labour'. Given that no
comments were received at the scoping stage then we have assumed that NICE were
content with the wording.
Thank you for your comment. We agree and have added some text to that effect to the
'Quality of evidence' section of the Evidence to recommendations.
Thank you for your comment. No, it refers to the components of the clinical assessment
undertaken at first contact of a woman at the onset of labour by a Health Care
Professional.
Thank you for your comment. This has been revised accordingly.
Thank you for your comment. We think you mean the 4th paragraph of this section and
we have added the word 'alone' as suggested.
Thank you for your comment. However, we disagree. The studies reviewed all
addressed the research question and the quality was either 'moderate' or 'high'.
Thank you for your comment. We have checked and can confirm that ITT was used.
Thank you for your comment. The GDG agree and we have added text in the 'Evidence
to recommendations' section reflecting that.
Thank you for your comment. However, the women did not have baseline CTGs before
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Full

10.3.9.
2
10.3.9.
2
10.3.9.
3

83

Full

427

84

Full

10.3.9.
5
10.3.11

428

Table 92: Bottom right cell. Typo ‘mobilise adopt left lateral’

85

Full

10.4.2

434

Full

10.4.5.
3

439

2 para. ‘the NCC technical team then calculated predictive
values’ perhaps use TRANSFORMED instead?
Would be helpful to have some discussion on the resources use
being offset by the possible health benefits, as in 10.5.1.6.4

Technica
l advisor
Technica
l advisor
Technica
l advisor
Technica
l advisor
Senior
Technica

2

they were randomised to either CTG or IA.

Thank you for your comment. We did not undertake sensitivity analysis as this was not
cause for concern.
Thank you for your comment. The wording has been changed to reflect costs and
benefits.

The “health economic reason” phrase should be rephrased in
terms of consideration of the cost and benefits.

1

Technica
l advisor

107
0
107
1

study, that the comparators differed considerably between
studies, and might be indirect evidence as women were in
established labour
th
4 para. Was any senstivity analysis undertaken to compare
different techniques of EFM i.e externally vs internally?

386

422
422
423

425
426

Table 64: It might be helpful to indicate in the column headings
that these are continuous outcomes reported as mean and SD
Table 68: FHR reduced variability (FIGO), Spencer 1997. This
study appears to be a prognostic design and should be analysed
in terms of odds ratio and 95% CI.
Table 71. Lack of accelerations (Krebs). Add details of cut-off /
threshold used to determine raised or normal exposure (i.e. 0 to
6 and 7 to 10)
Table 77. Check table label – was this for ANY adverse neonatal
outcome?
nd
Fetal heart rate, bradycardia, tachycardia. 2 line ‘with more
studies’ More than what? Should this read MOST studies?
Please add GRADE quality assessment for this and all the
evidence statements in this section
Studies with high risk populations. Are these studies strictly
within the scope of the guideline, at the least they would be
considered very indirect evidence
Bottom para. This paragraph confirms that the CTG isn’t a
diagnostic test, which calls into question the decision to analyse
the data in this chapter in a diagnostic analysis
rd
nd
3 para, 2 sentence. Perhaps re-word this sentence to avoid
the repetition of ‘individual’ / ‘individually’
rd
nd
3 para, 2 sentence. The text relating to CG55 isn’t particularly
helpful
Quality of evidence. Perhaps add a comment on the wide
variation in definitions used to determine Fetal heart rate
parameters such as deceleration. Which makes comparison
between studies difficult
Conclusions 2.a. Check cross referencing

nd

Thank you for your comment. This has been revised accordingly.
Thank you for your comment. We have checked and can confirm that studies were
downgraded for indirectness as indicated.
Thank you for your comment. However, as the proposed research explores the benefit
of continuous CTG vs. intermittent auscultation albeit in a specific subgroup of women
(meconium stained amniotic fluid) we feel it is more appropriate in this section.
Thank you for your comments. The aim of this question was to describe the features of
the CTG that have been reported in the literature ('definition') and to examine the
relationship between these features and adverse outcomes ('interpretation'). The
'Objectives' section in the protocol states 'To determine how specific features of FHR
traces should be classified, and identify those that are associated with poor neonatal
outcomes'.
Thank you for your comment. This has been revised accordingly.
Thank you for your comment. We have removed these data as you are right that they
weren't relevant.
Thank you for your comment. Further detail has been added to the table.

Thank you for your comment. No, the relevant adverse outcomes are listed in the
GRADE table
Thank you for your comment. Suggested change agreed and implemented
Thank you for your comment. This has been revised accordingly.
Thank you for your comment. You are correct that the inclusion of high risk women
makes the evidence very indirect - something that is reflected in the fact that few of the
studies were of 'low' quality.
Thank you for your comment. The CTG is not a diagnostic test but it is used as a
screening test and thus this statistical approach is appropriate.
Thank you for your comment. We have amended the text to avoid the repetition.
Thank you for your comment. We have removed this sentence as you suggested.
Thank you for your comments. We have added more text to the ‘other considerations
‘section of the LETR to make this point.

Thank you for your comment. We have included the cross-reference.
Thank you for your comment. This error has been corrected.
Thank you for your comment. This was amended but using 'converted these to'.
Thank you for your comment. A discussion of the potential resource use has been
added.

PLEASE NOTE: Comments received in the course of consultations carried out by the Institute are published in the interests of openness and transparency, and to promote understanding of how recommendations are developed. The comments are published
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rd

Add GRADE quality score for evidence statements
rd

3 para, last 4 lines. How relevant are these studies at all to
answer the clinical review question given the situation in which
telemetry was being used?
Please add GRADE summary (or range of quality)
Table 112: Relative risk. Was any sensitivity analysis
undertaken using a range surrounding the point estimate of 0.7?
Recommendation 149. How does this recommendation feed into
the consideration for recommendation 54 for which one of the
perceived disadvantages was the loss of abulation?
Table 117: Footnotes are numbered rather than ‘lettered’ which
is in contrast to those in the other tables.
rd

nd

3 para, 2 bullet. Why was CTG plus ECG PR analysis not
considered for inclusion in the model?

Thank you for your comment. This has been revised accordingly.
Thank you for your comment. This has been revised accordingly.
Thank you for your comment. The GDG realised the limitation of this approach and
have explored this in the LETR in section 10.5.1.6.2.
Thank you for your comment, we have now added "optimum" to the review question.

Thank you for your comment. We have now inserted the overall quality of the evidence
throughout.
Thank you for your comment. One of the groups was randomised to CTG using
telemetry and the other group to conventional CTG alone, which the GDG consider to
be relevant to the evidence review protocol.
Thank you for your comment. We have now inserted the overall quality of the evidence
throughout.
Thank you for your comment. The relative risk of an epidural was varied in a sensitivity
analysis and the results are presented in table 49 in the appendix. A sentence has been
added to highlight that more sensitivity analyses are presented in the appendix
Thank you for your comment. There is no cross-reference between the
recommendations you mention, and ambulation is not relevant to either.
Thank you for your comment. The footnotes in tables are now all 'lettered' throughout
the guideline.
Thank you for your comment. PR waveform analysis was not included in the model
because the clinical evidence showed no benefit from its use. A sentence has been
added to the model summary to explain this.
Thank you for your comment. This section has been rephrased in terms of resource
use.

Possible rephrase in terms of resource use and benefits, rather
than referring to cost-effectiveness.

3

97

Technica
l advisor

472

st

1 para, 3 line. Perhaps amend to ‘showing high sensitivity
THAN moderate or low’?
Quality of Evidence. Perhaps add a comment regarding the wide
95% CIs for most outcomes
st
1 para. The comparator used in the two studies that included
either CTG or auscultation is not a meaningful assessment of
the addition of fetal blood sampling
This review question isn’t very clear – it doesn’t identify what the
decision problem is. This will be a very location specific matter.
Would a better question be what is the optimum time, or
maximum lag.
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Full
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Full

Full

10.8.7.
4

498

10.8.7.
5
17.7.2.
1

498

11.7.2.
4.3

534

st

1 line. Consider changing ‘key outcomes’ to ‘Critical outcomes’
which is the normal GRADE terminology.

528

This would be helpful to highlight to the NICE CCP guideline
surveillance team for the next review of this guideline
1st para. Given the large variation in degrees of meconium
staining were these studies suitable for pooling in the published
systematic review?

Thank you for your comment. We have changed to “important outcomes” (in line with
the guidelines manual: Before starting an evidence review, the GDG should apply an
initial rating to the importance of outcomes, in order to identify which outcomes of
interest are both 'critical' to decision-making and 'important' to patients.) throughout as
they were part of the seven important outcomes that the GDG agreed.
Thank you for your comment. For NICE CCP guideline surveillance team.
Thank you for your comment. We agree that they were suitable for pooling as each
study had mix degree of meconium staining.
Thank you for your comment. Discussion about uncertainty in clinical benefits has been
added to section.

Could possible discuss additional resources not being justified
given uncertain benefits.

4
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Full

11.7.2.
3.1

537

101

Full

11.7.2.
3.2

537

Evidence statement Amnioinfusion compared with no
amnioinfusion. Consider splitting this rather long paragraph into
subsections based on outcome.
Add GRADE evidence quality assessment

Thank you for your comment. We have revised accordingly.

Thank you for your comment. We have now inserted the overall quality of the evidence
throughout.
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Full
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Full
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Full
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5 line. Maybe clarify ‘due to lack of blinding OF OUTCOME
ASSESSORS’
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Full
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5
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3
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Last line. ‘step down the EXISTING research recommendation’

Full
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Full
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Full
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Full

112

Full

113

Full

114

Full

115

Full
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Full

Thank you for your comment. We have revised accordingly.
Thank you for your comment. We can confirm that the evidence was downgraded
based on indirectness.
Thank you for your comment. The GDG disagree. They consider that it is possible to
record the fetal heart using a Doppler and palpate the woman’s pulse with a woman in a
birthing pool.
Thank you for your comment. Delay in second stage was not part of the scope of this
guideline update, only transfer was reviewed.
Thank you for your comment. We have added 'existing' as suggested.
Thank you for your comment. Discussion about uncertain benefits has been added to
this section.

Evidence statements. Please include an assessment of overall
GRADE quality of evidence

13.1.4.
1
13.1.6.
4
13.2.4.
1
13.3.3.
1.1

605

13.4.4.
1
13.4.6.
2

651

13.5.2.
1.3

674

607
615
632

654

Please include a GRADE evaluation of the evidence for each
evidence statement
Helpful explanation of the potential effect of crossover in the
control arm to diminish any treatment effect seen
Evidence statement. Please add GRADE quality evaluation
This is useful subgroup analysis. It would have been useful to
have this included as a separate line in the GRADE summary
tables
Please include GRADE assessment for all comparisons (as has
been done for 13.4.4.2)
nd
2 para. This was one of the very few outcomes that were
statistically significant. Very little scope to promote one
intervention over another

Table 165: Additional uterotonic needed. This is something of a
spurious outcome.

Full
Full

7

Thank you for your comment. The limitations of the studies have been discussed in the
relevant LETR.

Thank you for your comment. We have now inserted the overall quality of the evidence
throughout.
Thank you for your comment. A sentence has been added to say no published evidence
was found and the cost analysis has been moved to this section.

Helpful to be explicit that no economic evidence was found, but
that the cost analysis was used instead.

6

117

Thank you for your comment.

Could possible discuss uncertain benefits.

Technica
l advisor

111
5
995

th

592

5

Technica
l advisor
Technica
l advisor

539

Top 3 lines. Good description of using different inclusion criteria
for different comparisons
This evidence seems to include a very diverse range of
interventions, making any comparison between studies quite
difficult
nd
2 para. It could be worth pointing out that the studies employed
a wide range of controls
As the studies were not purely in low risk populations was the
evidence downgraded for indirectness?
rd
3 line. Perhaps edit ‘studies were indentified for THIS update’ –
in order to avoid any confusion of studies found in update
searches ran at the end of this update!

13.5.2.
2.3
14.3.2.
6.3

680
690

Table 167: Women’s haemoglobin at discharge. Please add
units / metric for this outcome.
Would be helpful to expand the discussion in terms of the
resources use being offset by the possible health benefits rather
than cost-effectiveness.

Thank you for your comment. We have now inserted the overall quality of the evidence
throughout.
Thank you for your comment.
Thank you for your comment. This has been revised accordingly.
Thank you for your comment. This was discussed at length pre-consultation and we
decided not to include the subgroup analysis in the GRADE summary tables as it would
be a significant addition in terms of the size of the table (given the already significant
amount of information in this updated guideline).
Thank you for your comment. We have now inserted the overall quality of the evidence
throughout.
Thank you for your comment.

Thank you for your comment. We presume you are referring to the lower need for
additional uterotonic in the evidence in Table 158 compared with higher need in the
evidence in Table 152. Whilst the former could be a spurious finding (given that just
over 30 were in each arm of the trial reported in Table 158 compared to nearly 500 in
each are of the trial reported in Table 152) there could be other explanations including
the fact that the comparisons were not between drugs administered by the same routes
and whilst the trial in Table 152 was a trial for first line treatment, it is not clear if the trial
in Table 158 was of first or second line treatment.
Thank you for your comment. This has been revised accordingly.
Thank you for your comment. This has been rephrased in terms of resource use, and a
point added about potential increased costs when using oxygen.
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Full
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Full
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3
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Full
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715

Please add GRADE quality assessment of the evidence (or
range of quality)

Thank you for your comment. We have now inserted the overall quality of the evidence
throughout.

Appendic
es & Care
Pathway

Genera
l

1

There appear to be a very important practical contradictions in
the pathway statements below:

Thank you for your comments. Your first point actually only relates to the guidance for
multiparous women giving birth where birth at home or in a MLU which is associated
with a lower intervention rate. Nulliparous women are advised to give birth in a MLU and
not at home because of greater likelihood of serious medical problems in the baby. The
second point relates to offering women analgesia of all forms. However, the guideline
makes it clear that not all forms of analgesia are available in every birth setting and this
is part of the information that women should be given before they decide where they
wish to give birth. We think the recommendations and care pathway are clear on these
points.

Full

698
704
705

Would be helpful to rephrase the discussion in terms of the
resources use being offset by the possible health benefits rather
than cost-effectiveness.

8

122

Please add GRADE quality assessment of the evidence (or
range of quality)
Table 171: The number of outcomes and use of composite
outcomes suggests possible data dredging in this analysis
Please add GRADE quality assessment of the evidence (or
range of quality)
Perhaps mention that few studies had used adjustment with
multivariate analysis, and describe the possible bias this might
bring to this data

Thank you for your comment. This has been revised accordingly.
Thank you for your comment.
Thank you for your comment. We have now inserted the overall quality of the evidence
throughout.
Thank you for your comment. This has been revised accordingly.

Thank you for your comment. This section has been rephrased in terms of resource
use.

9

80

p.1 Advise women to plan for birth at home or in a MLU:
10

P.10 Coping with pain Encourage woman to ask for analgesia at any point during
labour.
p.11 Regional analgesia is only available in obstetric units,
administered by an anaesthetist
Provide for all women who request regional analgesia (including
those in severe pain in latent first stage) after discussion
What is the GDG’s response to concerns here that the
messages women might receive will be contradictory and
potentially unachievable?
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Appendix

2.2

15

We note that some of the consensus unit costs generated from
bottom-up costing methods for the guideline differed from those
used for Birthplace. Where costs differed for interventions, the
consensus costs for general anaesthetic and manual removal of
placenta (MROP) were lower compared with Birthplace.
Consensus costs were higher for caesarean section, suturing
perineal trauma and blood transfusion, given a longer estimated
duration of the procedure and additional staff included. Overall,
Birthplace unit cost estimates tended to fall within the consensus
group’s minimum and maximum cost estimates. Separately
Birthplace compared its findings with Healthcare Resource
Group (HRG) codes, and found the total costs generated from
bottom up methods to be similar to HRG estimates for births
according to the categories/codes they specify.

Thank you for your comments. The analyses using these cost inputs have been re-run
with the costs from the Birthplace analysis (uplifted to 2012/13). No change in the
direction of the results has been identified.

“Detailed unit costs were estimated for resource inputs into the

Thank you for your comment. This relates to the Birthplace cost-effectiveness analysis,
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Caesare
an

following components of the intrapartum and after birth care for
all settings: home birth delivery packs; NHS re-imbursement for
midwifery travel; some forms of pain relief; alternative modes of
delivery; active management of the third stage of labour;
suturing for episiotomy; suturing third and fourth degree perineal
tear; blood transfusions; and care following a stillbirth or
neonatal death.
The Clinical Negligence Scheme for Trust (CNST) contributions
per staff member were added to the staff costs as these are not
included in the Health and Social Care unit costs. The CNST
charges were included in the analysis to reflect the downstream
cost of obstetric litigation as longer term outcomes were not
included in the study.”

A

and care of the baby and any emergency ambulatory transfer would have been included
in the analysis. Please see section 3.2.10 of the full guideline and appendix A. The use
of CNST contributions is commented on in the review of the published analysis in the
appendices; "CNST insurance costs would not be considered in economic evaluations
developed for NICE as damages paid include legal costs as well as costs of care. Also,
there may be a payment to reflect the loss of quality of life, which would lead to double
counting when QALYs are also included in the model. In this analysis neither long-term
costs nor effects were included and so there would not be double counting. However,
the CNST costs are added to staff time and so are applied to all births regardless of
whether the woman or baby experiences an adverse event. Therefore, it is not clear if
adding these insurance costs will reflect the downstream obstetric litigation costs."

Notably, there are a number of considerable costs that don’t
appear to have been included here; for example, care following
a seriously injured baby and emergency ambulatory transfer.
CNST contributions is the wrong cost to allocate here – it should
be the actual cost of litigation damages paid out, which is far
higher. Why does NICE not see that NHSLA figures reflect a
maternity care policy of ‘normal birth at any cost’?
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In paragraph three in this section, the GDG states: “The average
life expectancy of a baby born today is approximately 80 years
(ONS, 2011). If it is assumed that this life would be in full health
then 1 QALY can be applied to every year of life. Future benefits
are discounted in economic evaluations (QALYs gained in
subsequent years) to reflect societies preference for benefits
now rather delaying these benefits. So the 80 years of life in full
health are discounted by 3.5% per year which equates to 27
QALYs gained if a neonatal death can be avoided. Using the
NICE threshold of £20,000 for 1 QALY gained society should be
willing to pay £540,000 (27 QALYs x £20,000) for an
intervention that results in one neonatal death avoided in an
economic evaluation based on the NICE reference case.”

Thank you for your comment. We agree longer-term outcomes are necessary to fully
understand the cost-effectiveness of place of birth. The calculations referred to here
were included to demonstrate that using a £20,000 threshold when assessing the costeffectiveness results from the Birthplace analysis could be misleading as society should
be willing to pay more to avoid serious outcomes of birth such as neonatal death.

Birthplace used a measure for a ‘poor birth outcome’ – not
death, and so any longer term outcome estimation would require
a more complex response– such as an economic model
incorporating outcomes that include mild/moderate/severe
disability or death – and these outcomes are not yet known or
modelled.
We agree with the recommendation that similar longer-term
outcomes should be modelled.
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“A.2.5 Suggested further analysis
A cost-utility analysis with long-term outcomes would provide
better evidence of cost-effectiveness for decision makers. Good
quality data on long-term effects due to adverse events during
birth are lacking but are necessary to develop long-term costutility models.
The GDG discussed the need for economic modelling to
consider reconfiguration of maternity services. As reported in the
Birthplace cost-effectiveness analysis this requires forecasting
of occupancy rates, overheads, and transfer rates.
Reconfiguring maternity services will require disinvestment from
one form of maternity service in preference of another.”
The cost-effectiveness element of the Birthplace study has been
heavily criticised, including via letters to the BMJ. The authors

Thank you for your comment. The incidence of adverse perinatal adverse outcomes
was small in all scenarios. For all low risk women the incidence of adverse perinatal
events was 4.3 per 1000 births. Although there is uncertainty in the effectiveness
results, the mean shows there are fewer perinatal adverse outcomes for births outside
of the OU for multiparous women. The direction of the results is the same for all
measures of effectiveness for multiparous women, and this is due to fewer
interventions. Therefore it is acceptable to recommend that multiparous women be
advised to give birth at home or a MLU. Planned CS would be outside the scope of this
question on birth setting. Women can request a CS, but this obviously will take place in
hospital. When considering planned birth setting, the population is women who chose to
attempt a vaginal delivery. Therefore for this population, the term 'normal birth' is
appropriate as the preferred outcome will be a birth without intervention. The term
'normal birth' was discussed at length by the GDG, but as this a common and
understood term, and can only be replaced with lengthier definition which is unlikely to
be accepted. The main outcomes of interest are a healthy baby and healthy mother.
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responded to some of the criticisms, but not to all of them. Given
the criticisms below, what has made the NICE GDG so sure of
the credibility of this study that it jumped from ‘offering’
homebirth and MLU settings to women to ‘advising’ them?
And what has made the GDG so much more sure of the costeffectiveness of these ICDG recommendations, when others
dispute the findings entirely?
Re: “Cost effectiveness of alternative planned places of birth in
woman at low risk of complications: evidence from the
Birthplace in England national prospective cohort study. BMJ
2012;344:e2292”
Five Rapid Responses criticising the Birthplace study costeffectiveness claims:
http://www.bmj.com/content/344/bmj.e2292?tab=responses
Including my own letter: Concerned that flawed analysis may
be used to restrict birth choices. 30 April 2012
Summary: Incomplete cost analysis; Other costs, women’s
choice and midwifery ratios are not accounted for; Study is
weighted against OU births; Focus is on place, not mode of
birth; Excludes stillbirths prior to onset of labour; Potential for
self-serving interests; Assumption that midwife-led is the safest
and most cost-effective care for all ‘low risk’ births…
"Certainly homebirth and midwifery-led care deserve their place
in the spectrum of birth choices, but I find it very concerning that
the Birthplace study and its cost analysis might actually be used
to restrict ‘low risk’ women’s choices. [*Surely if national
maternity policy is to be informed by any study’s
conclusions, then all modes of birth (incl. planned
caesarean), all types of professional care (incl. consultantled), and the most common postpartum consequences
need to be examined?"]
Given this draft guideline’s focus on the reconfiguration of
maternity services, does NICE agree or disagree with the
question posed in [bold*] above?
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“Areas of care that will not be considered
a) Antenatal care.”

Thank you for your comment. It is outside of the scope of this guideline update to look
at antenatal care. Please refer to guideline NICE CG62 Antenatal Care.

Discussions about place and mode of birth begin during
antenatal care, and the most controversial recommendations of
this ICDG involve discussions that would have started to take
place during the antenatal care period.
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641

The first paragraph and the caption to Table 186 refers
to”Birthplace UK”. This should be Birthplace or Birthplace in
England.

Thank you for your comments. We have changed the title of the study in the text and
tables to either 'Birthplace' or 'Birthplace in England'. In addition, the table has revised
with most of the changes you suggested incorporated.

Table 186 has been generated by the GDG and is not an
original Birthplace table.
The attempt in this table to relate the primary outcome events to
the number of births is confusing because the denominators
change from analysis to analysis (for example stillbirths are
excluded from the analysis of neonatal deaths.
Only events involving clinically diagnosed NE are included
(n=102). Events involving signs of NE (which were included in
the primary outcome) have been omitted. We would suggest
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including a single row for NE (clinical or signs).
The total number of primary outcome events was 250, whereas
the counts in the middle column sum to more than this because
an individual baby could experience more than one outcome.
The footnote relating to the events being mutually exclusive is
not applicable to this table because the counts given in column 2
are not mutually exclusive.
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This table needs to be checked and revised.
We welcome the production of a decision aid to help women
choose where to have their baby. In partnership with the
consumer organisation Which?, BirthChoiceUK has developed
an interactive tool to help women make this choice, using NICE
guidelines, evidence and women’s preferences and
circumstances to provide them with the most suitable options.
This can be found at www.which.co.uk/birth-choice/find-andcompare.
The statement “most women give birth in the place they
planned” may be strictly true but may well be misinterpreted as
suggesting that the vast majority do so. It would be more
accurate to say that most multiparous and around [two thirds]* of
nulliparous women give birth in the place that they planned.
* This figure can be calculated from table 18 and 19 in the
Birthplace final report. The estimated percentages of nulliparous
women who delivered in their intended place of birth (i.e. those
that were not transferred or were transferred after birth) were:
Home 64.1%, FMU 69.7%, AMU 65%
Would it be appropriate to mention that immersion in water is
available in many MUs?

NCT particularly welcomes the outcomes Tables 1-4 relating to
different places for planned birth for nullips and mullips.

Thank you for your comment.

Thank you for your comment. The statement is true and does not include the word
‘vast’. Nevertheless, the wording has been changed along the lines you suggest to
avoid this interpretation.

Thank you for your comment. We agree that labouring in water is probably available in
all four birthplace settings. However, the sections of the guideline addressing this topic
were not updated.

Thank you for your comment.

These are very easy to read and enable comparisons to be
made.
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It would be helpful if this decision-aid stated explicitly that the
women referred to are healthy women ‘at low risk of
complications’, to avoid any confusion

Thank you for your comment. We think that the guideline makes it clear that women
who do not have any of the conditions in (Tables 6, 7, 8 and 9 in the NICE guideline)
they are at 'low risk of complications'.
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Table 1. The frequency of transfer to an OU per 1000 births for
multiparous women is 120 for planned home births (not 86) and
4 per 1000 for OUs (not 10 per 1000)

Thank you for your comments. Table 1 has been revised and corrected.
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Table 3. The transfer frequency for home should be 450 per
1000 births not 440.

Thank you for your comments. The correction has been made.
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Table 5 is very helpful and clear.

Thank you for your comment.
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Table 6 is very helpful and clear. Use of ‘women at low risk of
complications’ in the title makes the population explicit.

Thank you for your comment.
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See comment 33 above relating to Table 186

Thank you for your comments. We have changed the title of the study in the text and
tables to either 'Birthplace' or 'Birthplace in England'. In addition, the table has revised
with most of the changes you suggested incorporated.

Appendix
L

648

Table 7 would be helpful if there was a totals row. Percentages
are not currently clear. What is the denominator? Is this all
women? (NB – this is Table 5 in the NICE doc)

Thank you for your comments. We have changed both Tables to make the data clearer
as you suggest.
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Table 8 contains information designed to support informed
decision-making, which NCT backs. However, it was not easy to
read, and the logic of the comparisons is inconsistent.

Thank you for your comments. We assume your comments related to Appendix L:
‘Place of birth – decision aid’. However, we would disagree. The document was
developed by members of the GDG led by one of the lay members.
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“Previous guideline (deleted)
Planned home birth was reviewed in the NICE clinical guideline
Caesarean Section.6 Two systematic reviews; one cohort study
and one case–control study were included. The guideline
recommended that ‘during their discussions about options for
birth, healthy pregnant women with anticipated uncomplicated
pregnancies should be informed that delivering at home reduced
the likelihood of CS.’.”

Thank you for your comments. Place of birth was prioritised for this guideline update,
however mode of birth was not. Please see scope in appendix B

3

Appendix
Q

Caesarean section was not in the scope of this guideline, and is addressed in another
NICE guideline. Please see CG132 http://www.nice.org.uk/guidance/CG132.

Since planned homebirth (one end of the spectrum of birth
choices) was included in the previous NICE caesarean
guideline, why has planned CS (at the other end of the spectrum
of birth choices) been effectively excluded from this ‘Intrapartum
Care’ DG?
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“Women should be informed:
- That the obstetric unit provides direct access to obstetricians,
anaesthetists, neonatologists and other specialist care including
epidural analgesia.
- Of locally available services, the likelihood of being transferred
into the obstetric unit and the time this may take.

Thank you for your comments. 'Place of birth' was reviewed for the guideline update.
The new recommendations are based on the best evidence available. However, we
think that all the points you say have been deleted have been included in new
recommendations (resources available at an OU, data about transfer, likelihood of an
adverse outcome for woman and baby in both settings).

- That if something does go unexpectedly seriously wrong during
labour at home or in a midwife-led unit, the outcome for the
woman and baby could be worse than if they were in the
obstetric unit with access to specialised care.”
Why was this valuable 2007 information for women deleted from
the 2014 ICDG? Why has NICE deemed it unnecessary for
women to be informed about all of the above?
In the Netherlands, midwifery-led care and high rates of
homebirth have long been the norm, and this study
demonstrates that significant numbers of women are not happy
with that maternity model: Perinatal factors related to negative or
positive recall of birth experience in women 3 years postpartum
in the Netherlands (Rijnders et al). Birth. 2008 Jun;35(2):107-16.
NICE has a responsibility to ensure that all relevant evidence
has been examined in creating this guideline, and not just the
evidence that best suits an ideological view of how women
should be ‘encouraged’ to give birth.
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“4. A definition of neonatal encephalopathy should be agreed
and a national register commenced. The information collected
should also include data on transfer during labour from each of
the different birth settings.”

Thank you for your comments. The definition of neonatal encephalopathy was slightly
varied between studies reviewed in the guideline. The Evidence Tables in the Appendix
clarify how this outcome was defined in a given study (if it was reported).I

Could NICE please advise whether the above was ever carried
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out? Thank you.
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Arguably ‘how’ she gives birth is of greater importance to many
women than where it takes place (most choose a hospital
setting and in maternity care surveys; ‘how’ they gave birth is a
major factor in their satisfaction). Therefore why has it been
deemed by NICE only important to fully inform women about
different birth settings – and not different types of birth too?

Thank you for your comments. Place of birth was prioritised for this guideline update,
however mode of birth was not. Please see scope in appendix B.

Surely just because the Birthplace study focussed on place of
birth, it shouldn’t follow that NICE restricts its entire ICDG to the
same limitations?
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‘most women (about two thirds) go into labour spontaneously’ is
misleading, if women go to full term (which NICE class as 3742) then more than 2/3rds would labour spontaneously – it
implies that a third of women just won’t go into labour!
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This guideline covers the care of healthy women who go into
+0
+6
labour at term (37–42 weeks). Suggest 37 to 41 as is the
RCOG recommended format now. Same format throughout the
document will be very helpful as one of the criticisms currently is
the lack of clarity around specific gestational age in NICE
guidelines.
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The Introduction states “Therefore most women giving birth are
covered by this guideline”. Removing the women with multiple
+0
pregnancies, those who deliver <37 weeks, those who undergo
an elective caesarean section, and those who undergo induction
of labour, leaves few women than ‘most’.
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Please change ‘there are less obstetric units’ to ‘there are fewer
obstetric units’
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‘including decision making and support’ – should not have a
separate bullet point.

Thank you for your comment. This has been corrected.
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This section has been left unchanged since 2007, but in 2007,
maternal request was not supported by NICE as a legitimate
indication for CS. As of 2011, this has changed, and as such,
these (many of them ‘healthy’) women with healthy pregnancies

Thank you for your comments. Place of birth was prioritised for this guideline update,
however mode of birth was not (please see scope in appendix B).
However, the guideline recommends that women are provided with information about
what resources are available in all four settings. Women may opt for delivery in an OU

Thank you for your comments. However, we disagree it is correct and not misleading.
The latest NHS maternity statistics for England for 2012-13
(http://www.hscic.gov.uk/catalogue/PUB12744) reports that the number of deliveries in
NHS hospitals was 671,255. Of these 64.0% (379,873) (i.e. ‘about two thirds’) were the
result of spontaneous onset of labour. The remainder did not go into spontaneous
labour - 12.8% (76,284) were induced and 12.7% (75,621) were elective caesarean
sections.
Thank you for your comments. This has been revised accordingly.

Thank you for your comments. However, we disagree and consider the phrase
'Therefore most women giving birth are covered by this guideline' is correct. The latest
NHS maternity statistics for England for 2012-13
(http://www.hscic.gov.uk/catalogue/PUB12744) reports that the number of deliveries in
NHS hospitals was 671,255. Of these 64.0% (379,873) were the result of spontaneous
onset of labour, 12.8% (76,284) were induced and 12.7% (75,621) were elective
caesarean sections. Of the total deliveries less than 4% were preterm and less than 2%
were multiple births. Even if all preterm and multiple births had spontaneous onset of
labour then that would still leave 58% of births being the result of spontaneous onset of
labour in singleton term pregnancies, in other words 'most women'. Finally, these
figures do not include women who give birth at home (about 2.5% of the total births), all
of whom will have spontaneous onset of labour.
Thank you for your comment. This has been revised accordingly.
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will now fall under this guideline. However, with the way the
guideline has been written, to exclude CS birth (either requested
by women or discussed by carers as a possible birth option), my
organisation is very concerned that it will be used against these
women, and that their legitimate choice will be resisted even
more than it already is.

because they might want an epidural or more intensive fetal monitoring not only
because they might request a CS.
These issues will be considered by NICE’s implementation and costing teams but tools
may not be developed to address all stakeholder concerns.

The BMJ letter below* (and my response to it**) demonstrates
the strong resistance that came from midwifery professionals to
NICE’s 2011 CG132 guidance (and a misunderstanding of its
recommendations), and given that CS surgery is something
obstetricians usually decide on, and certainly something
midwives do not perform, my organisation’s concern is that
midwives – the first point of contact for most pregnant women –
will be more familiar with this Intrapartum Care guideline than
they will be with CG132 (and more importantly, the evidence to
support NICE’s maternal request recommendation therein). It is
vital that planned CS is included in this guideline, since it is a
real, legitimate and important part of maternity care services in
st
the 21 century.
*Re: NICE promises on infertility and caesarean section are
unmet (4 July 2013)
http://www.bmj.com/content/346/bmj.f3814/rr/652527
Mandie Scamell, Midwifery lecturer, Alison Macfarlane, Christine
McCourt, Juliet Rayment, Mary Stewart, Judith Sunderland
**Refusal to follow NICE caesarean guidance is unjustified (7
August 2013)
http://www.bmj.com/content/346/bmj.f3814?tab=responses
Can NICE please advise – in the event that it does not intend to
change this stance on keeping CS out of its universal
Intrapartum Care guideline for healthy women – what
safeguards it will put in place to ensure that maternal request is
not restricted in every practical sense?
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RCOG Guidelines now favour the term ‘fetal growth restriction’
rather than ‘intrauterine growth restriction’

Thank you for your comment. We have revised this recommendation accordingly.
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Add to list CG neonatal sepsis 2012

Thank you for your comment. We have added a reference to the clinical guideline on
antibiotics for early-onset neonatal infection (2012).
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Observations of the unborn baby-no mention of amniotic fluid
volume. Suggest page 27 should also include amniotic fluid
volume.
includes suspected an/polyhydramnious

Thank you for your comments. The GDG did not consider this to be a useful clinical
feature to assess in the initial assessment in labour. However, they did feel it was
important to establish whether the membranes had ruptured.
Thank you for your suggestion. However, the GDG feel the present wording is clearer.
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Please could it be stated which of the 15 papers in the GRADE
guidelines is used at each point? For example, an OR of 2.5 is
quoted as the basis of decision making, but an OR of 2.0
advocated in Guyatt et al 2011.

Thank you for your comments. There is an error in the guideline where it says 'for
categorical outcomes the GRADE default of +/- 0.25 for risk ratios and odds ratios was
used'. The categorical outcomes default threshold in GRADE is -0.75 to +1.25. This has
been corrected. However, we are talking about a GRADE default threshold for
assessing confidence intervals in RR and OR and not about large magnitude of effect.

Gordon H. Guyatt, Andrew D. Oxman, Shahnaz Sultan, Paul
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Glasziou, Elie A. Akl, Pablo Alonso-Coello, David Atkins, Regina
Kunz, Jan Brozek, Victor Montori, Roman Jaeschke, David Rind,
Philipp Dahm, Joerg Meerpohl, Gunn Vist, Elise Berliner, Susan
Norris, Yngve Falck-Ytter, M. Hassan Murad, Holger J.
Schünemann GRADE guidelines: 9. Rating up the quality of
evidence. Journal of clinical epidemiology 1 December 2011
(volume 64 issue 12 Pages 1311-1316 DOI:
0.1016/j.jclinepi.2011.06.004).
includes suspected an/polyhydramnious

Thank you for your suggestion. However, the GDG feel the present wording is clearer.

Table 5: It is stated that the GDC chosen minimum important
difference for Hospital stay is 1 day, but it is not clear how this
number was calculated. Ferring requests that NICE please
elaborates on this.
Haemoglobin stated as 1 g/dl – suggest changing to 10 g/l as
this is the unit now used in most/all UK hospitals.

Thank you for your comment. This is the minimum important difference that the GDG
decided by consensus- in what would make the GDG change practice.

The sweeping statement P34 and page 50 point 109 – The
sweeping statement of ‘do not make any decisions on the
womens care in labour based on the CTG alone’ should be
reworded. Highlight the importance of looking at all and aspects
of the case, progress/stage in labour by all means but e.g. if all
else if NAD but there is a prolonged bradycardia one would
absolutely expect a decision to be made on the basis of the
CTG
Do not offer or advise clinical intervention if labour is
progressing normally and the woman
and baby are well. [2007] [156] – this is quite a broad statement
for a summary recommendation. It will be worth while
referencing this statement to a section in the full version of the
guideline which defines normality (primiparous vs multiparous).
The statement as it stands allows a wide scope of interpretation.
I suspect most will not read the full guideline.
Re the practice of delayed cord clamping. Is this summary
recommendation new compared to previous versions? If so this
will be significant departure from current practice. Evidence
base behind this worth mentioning in the summary
recommendation (a statement).
It is also not clear (although I am sure most are aware) the
timing of the oxytocin administration in relation to cord clamping.
The statement should also provide scope for immediate cord
clamping in certain indications.
“All 4 birth settings are available to all women” although this
should be supported in principle as the evidence supports this it
is unrealistic and freestanding units have been shown to not be
cost effective.

Thank you for your comments. The GDG felt that too often the CTG dominates the care
of a woman in labour and that its limitations are not always recognised. We think the
recommendation in its present wording encourages midwives and obstetricians to
consider all aspects of the case as you suggest. The specific circumstance of urgent
delivery being recommended if there is a prolonged bradycardia is addressed in
recommendation 1.10.21 in the NICE guideline.

“Robust protocols in place for transfer of care between settings”
Transfer of care to an obstetric unit of primips from freestanding
units is around 40% (NPEU birthplace study). The ambulance
service in its current configuration would not b able to support
this and this would potentially put the general population at risk

Thank you for your comment. The unit has been changed throughout the text of the
updated sections of the guideline to 'g/l'.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comments. The recommendation, which is supported by the
evidence, states that the cord can be cut after administration of the oxytocic agent. Also
there is a recommendation which says 'Do not clamp the cord earlier than 1 minute
from the birth of the baby unless there is concern about the integrity of the cord or the
baby has a heartbeat below 60 beats/minute that is not getting faster'. We think this
covers the circumstance where there is concern over the woman's or baby's wellbeing.

Thank you for your comment. The Birthplace cost-effectiveness analysis demonstrated
that FMUs were less expensive and more effective for low risk multiparous women.
However, we are aware that average costs will not demonstrate the local variations in
occupancy rates in different settings. That is why the guideline group has recommended
the development of a commissioning tool to enable the calculation of the effect of
changes in the configuration of the provision of options for place of birth in an individual
health economy, network or District.
Thank you for your comment. We believe the recommendations aim to minimise the
demands on ambulance service for transfer in labour. Thus, the guideline advice to
nulliparous women about home delivery was made partly because there is a high
transfer rate (as well as a higher risk of serious medical complications in the baby)
compared to birth in other settings. This does not hold for multiparous women. The
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representatives of the ambulance service were registered stakeholders for this guideline
and were invited to comment on the draft version.
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Full
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Is there a definition of one to one care is it the same as in the
current guideline.

Thank you for your comment. The definition of one-to-one care, as used in this
guideline, can be found in the Glossary of the full guideline: 'Care provided for the
woman throughout labour exclusively by a midwife solely dedicated to her care (not
necessarily the same midwife for the whole of labour)'.
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Full
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The draft guideline includes a recommendation that all four birth
settings should be available for women in the local or
neighbouring area. We are uncertain what evidence has been
used to support this recommendation.

Thank you for your comments. The configurations of FMUs included in the Birthplace
cost-effectiveness analysis varied considerably, one unit had 1 birthing room with 40
births per year, another had 5 birthing rooms with 500 births a year. Commissioners
and providers can decide what is the most appropriate configuration of services for their
area. We will add more into the guideline about using local data to inform these
decisions. A paragraph addressing these points has been added to section 3.2.11
health economics profile for place of birth reviews.

Given efficiency and financial viability constraints, the
recommendation of the Birthplace authors was that the
commissioning of appropriate settings for birth, relevant to the
local context, are planned at a local level.
‘’The broader utilisation of maternity services is a complex issue.
Occupancy rates in midwifery units tend to be lower than in
other settings and unit overheads are an important cost driver
for midwifery units. The financial viability of midwifery units is an
important area of research as it can inform commissioning and
the appropriate configuration and provision of these services.
The cost calculations are susceptible to changes in occupancy
rates and relative cost-effectiveness will adjust accordingly. A
key cost driver is the overheads apportioned for intrapartum
care. Fixed costs include estate and capital investment costs.
Should changes to maternity service configuration be planned
for cost-effectiveness purposes, then commissioners would
have to consider the resource use and related cost implications
on the maternity service as a whole, including the safety of
maternity which depends on the availability of hospital obstetric
units to which women can transfer. Average costs conceal the
local variations in occupancy rates in different settings. The
development of a trust-based forecasting model to quantify the
costs and benefits of service reconfiguration is recommended.
Forecasting cost-effectiveness at a local level could include the
safety, rate of transfer, occupancy rates, overheads,
geographical access including urban and rural differences, the
diversity of populations’ needs, staffing capacity, related skills
and training issues relevant to each local trust in view of fixed
and variable costs, and the relative disinvestment in one form of
maternity service provision in preference for another.’’
(Birthplace NIHR report 7, section 5.1.3)
A further concern (discussed in comment 22 below) is that the
evidence supporting a difference in event rates between AMUs
and FMUs is weak (based on unadjusted RRs).
Finally, we would suggest that some account needs to be taken
of the evidence relating to issues that may affect demand and
uptake of the range of birth options. The Birth Place Choices
project in Southampton and Portsmouth* ,for example,
demonstrated that a concerted programme of education and
information influenced women’s understanding of their birth
options and their preferences, but it is notable that in their
baseline (pre-intervention) survey only 6% of women considered
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that an FMU was the ‘best place of birth’.
*http://www.uhs.nhs.uk/Media/SUHTInternet/Services/ObsMidwi
feryGynae/BirthPlaceChoice/BirthChoiceProjectFinalReport.pdf
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In our opinion the guideline should advise explicitly that planned
home delivery for nulliparous women is associated with a
measurable increase in risk of poor outcome for their baby
compared to planned birth in an obstetric unit. Nulliparous
women should be fully informed that the current evidence shows
fewer interventions but poorer outcomes for those with a
planned homebirth.
It may not be obvious from the phrasing of the guideline for
health professionals and women that “the small increase in risk“
can lead to complications as grave as stillbirth and neonatal
death in 13% of adverse outcomes associated with planned
homebirth for nulliparous women.

Thank you for your comments. We think the way the recommendations are written is
balanced and free of bias. The recommendations do indeed make explicit both the
increase in risk to the baby and the size of that increase (i.e. given as absolute, not just
relative, risk). You are correct that the risk of the serious medical complications for a
nulliparous woman giving birth at home is nearly twice the rate in any other setting - not
just an obstetric unit. However, an emphasis on the comparison with only the obstetric
unit might suggest a biased interpretation of the data. Nevertheless, even though the
additional risk for nulliparous women is still less than 0.5%, the GDG recommended that
healthcare professionals advise nulliparous women to give birth at a midwifery-led unit.

The guideline states on page 10/127, “Key priorities for
implementation“ :
“Advise low-risk nulliparous women to plan to give birth in a
midwifery-led unit (freestanding or alongside). Explain that this is
because the rate of interventions is lower and the outcome for
the baby is no different compared with an obstetric unit, but if
they plan birth at home there is a small increase in the risk of an
adverse outcome for the baby.”
The evidence emerged from the study: “Perinatal and maternal
outcomes by planned place of birth for healthy women with low
risk pregnancies: the Birthplace in England“ (BMJ
2011;343:d7400). In this study the primary outcome consisted of
“perinatal mortality and intrapartum related neonatal morbidities
(stillbirth after start of care in labour, early neonatal death,
neonatal encephalopathy, meconium aspiration syndrome,
brachial plexus injury, fractured humerus or clavicle)”. Here, “the
odds of the primary outcome for nulliparous women was higher
for planned home births than for planned obstetric unit births
(adjusted odds ratio 1.75, (1.07 to 2.86)). And, “this association
was increased when the sample was restricted to women with
no complicating conditions at the start of care in labour (adjusted
odds ratio 2.80, (81.59 to 4.92)).”
Serious medical problems occur at home in 9 per 1000 births,
compared to 5 per 1000 births in an obstetric unit. We think the
NICE guideline does interpret the literature in a way suggesting
a higher degree of reassurance for the nulliparous woman than
can be backed up by the evidence.
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The sweeping statement of ‘do not make any decisions on the
woman’s care in labour based on the CTG alone’ should be
reworded. Highlight the importance of looking at all and aspects
of the case, progress/stage in labour by all means but e.g. if all
else if NAD but there is a prolonged bradycardia one would
absolutely expect a decision to be made on the basis of the
CTG
Table 26 – I think it may be clearer if the number of transferred
from home / AMU were provided. Then for each indication of
transfer the % reported of all transferred (i,e the denominator is
all transferred, not all delivered at home). This will be useful
interms of counselling and provision of service & clinical audit –
timing of transfer into hospital etc.
Point 27 – Do not use team midwifery? What do they mean by
this? Surely this is at odds with models of care currently in

Thank you for your comment. The GDG have considered your comment, but think that
the recommendation is appropriately worded and clear.

Thank you for your comment. Table 26 has been revised and corrected accordingly.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to change it in the
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Point 125 – EXCELLENT ! We are moving back to more
sensible descriptive terms!
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Full
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(tables 23, 24 and 25) As described in the document, in the
large UK study “Perinatal and maternal outcomes by planned
place of birth for healthy women with low risk pregnancies: the
Birthplace in England national prospective cohort study” there
was a small increase in the composite adverse outcome in
babies delivered to nulliparous mothers booked for home birth
compared to obstetric unit. This effect was more substantial
(although in absolute terms still small) when only mothers with
no complicating conditions at the start of labour. We feel that it is
important that prospective parents are given relevant and
accurate information on which to choose the place of birth.

1

Full
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Full
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Women should be given specific information about (a) the
increased risk of serious medical problems with home delivery
compared with other settings (an increase of 4:1000), and (b)
the high rates of transfer for delivery: 9:1000 from home or a
free-standing midwifery unit for low risk multiparous women, and
440:1000 from home and 336 from a free-standing midwifery
unit for low risk nulliparous women.
Please refer to regional analgesia rather than epidural analgesia
as CSE may be employed

The information given about place of birth does not differentiate
between the transfer rate from birth centres for nullips and
multips.as shown in the birthplace study. “36% of nulliparous
women planning delivery in a free standing unit during labour or
after birth compared with 9% for multiparous women” (also
quoted in guideline pg147)
Table 26. The percentages reported in this table relate to the %
of all women in each planned birth setting who transferred for
the listed reasons. We do not think that it will be clear to the
reader what these percentages relate to (% of all birth or % of all
transfers). We would suggest that it might be clearer if the table
included a ‘sub-total’ row showing the % of women transferred
for any reason.

way you suggest.
Please note this recommendation was amended to match current NICE wording style in
the draft guideline. As this amendment was perceived to have altered the strength of
the recommendation the wording will remain the same as the 2007 guideline.
Thank you for your comment.

Thank you for your comments. The guideline makes a clear distinction in the
recommendations regarding place of birth for multiparous women and nulliparous
women. The GDG wanted to make recommendations for these two groups of women
that reflected the evidence and were balanced.
With respect to the perinatal outcomes:
a. Recommendation 1.5 in the NICE guideline does this for multiparous women:
• there are no differences in outcomes for the baby associated with planning birth in any
setting.
b. Recommendation 1.6 in the NICE guideline does this for nulliparous women:
• there are no differences in outcomes for the baby associated with planning birth in an
alongside midwifery unit, a freestanding midwifery unit or an obstetric unit
• planning birth at home is associated with an overall small increase (about 4 more per
1000 births) in the risk of a baby having a serious medical problem compared with
planning birth in other settings.
From the baby’s point of view it is for these reasons, in agreement with you, that the
guideline recommends that nulliparous women should not give birth at home and that
multiparous women can choose to give birth in any of the non-obstetric unit settings.

Thank you for your comment. The recommendation actually contains the phrase
'Access to pain relief, including birthing pools, Entonox, other drugs and epidural
analgesia'. The GDG did not feel that every form of analgesia had to be listed.

Thank you for your comments. The recommendations have been changed to make the
difference in transfer rates by parity clearer.

Thank you for your comments. We have modified the tables to make these points
clearer.

Given that transfer rates and reasons vary substantially by parity
we would suggest providing separate tables for nulliparous and
multiparous women might be helpful.
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I am not aware of clear evidence to support use of telephone
triage in early labour, although this is established practice and
may reduce visits to hospital. There is indirect evidence of the
value of midwife home visits in early labour from studies of
caseload midwifery.

Thank you for your comment. Please see section 5.1.5.3 in the full guideline regarding
the evidence for telephone triage assessment.
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Assuming that in the management of PPH normal management
would be to maintain a Hb above 8.0gm a cut-off of 8.5gm Hb as

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
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the threshold for planning birth outside of an obstetric units gives
very little room for blood loss. Suggest 9.0gm which gives a
margin of around 1,000ml prior to transfusion would be required.
Table 40: Induction of labour-there needs to be some
consideration of low risk women having had only 1 intervention
ie ARM or prostaglandin being eligible to deliver in an Midwifery
Led Unit

5

Full
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41

Table 42: Parity, why has this been reduced to 4

Thank you for your comment. Two changes have been made in table 42 for consistency
with recommendation 253: ‘Para 4 or more’ (instead of ‘…6 or more’) and ‘Age over 35
at booking’ (instead of ‘Age over 40…’).
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Full
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41

Recommendation 21, final bullet relating to handover. In a
qualitative study of the experience of women transferred from
midwifery units (Rowe, Rachel E., et al. "Women’s experience of
transfer from midwifery unit to hospital obstetric unit during
labour: a qualitative interview study." BMC pregnancy and
childbirth 12.1 (2012): 129.) women expressed concern about
the handover from the MU midwives to the OU. We would
suggest that this recommendation might explicitly address the
concerns raised by that study.

Thank you for your comment. This was not considered in this update.
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Full
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With reference to your recommendation:

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to change it in the
way you suggest.

“Do not use team midwifery (defined as a group of midwives
providing care and taking shared responsibility for a group of
women from the antenatal, through intrapartum to the postnatal
period)”.

you suggest.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Please note this recommendation was amended to match current NICE wording style in
the draft guideline. As this amendment was perceived to have altered the strength of
the recommendation the wording will remain the same as the 2007 guideline.

This is contrary to the evidence in the Cochrane review
(Sandall J, Soltani H,Gates S, Shennan A, Devane D. Midwifeled continuity models versus other models of care for
childbearing women. Cochrane Database of Systematic
Reviews 2013, Issue 8. Art. No.: CD004667.21/8/13).
The review included 13 trials comparing midwife-led models of
care with other models of care involving 16,242 randomised
women. Three studies provided a caseload team model of care,
and 10 studies provided a team model of care.
Women who were randomised to midwife-led continuity models
of care were less likely to experience regional analgesia
(average risk ratio (RR) 0.83, 95% confidence interval (CI) 0.76
to 0.90), episiotomy (average RR 0.84, 95% CI 0.76 to 0.92),
and instrumental birth (average RR 0.88, 95% CI 0.81 to 0.96),
and were more likely to experience no intrapartum
analgesia/anaesthesia (average RR 1.16, 95% CI 1.04 to 1.31),
spontaneous vaginal birth (average RR 1.05, 95% CI 1.03 to
1.08), and a longer mean length of labour (hours) (mean
difference (hours) 0.50, 95% CI 0.27 to 0.74). There were no
differences between groups for caesarean births (average RR
0.93, 95% CI 0.84 to 1.02).
Women who were randomised to receive midwife-led continuity
models of care were less likely to experience preterm birth
(average RR 0.77, 95% CI 0.62 to 0.94) and fetal loss before 24
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weeks’ gestation (average RR 0.81, 95% CI 0.66 to 0.99),
although there were no differences in fetal loss/neonatal death
of at least 24 weeks (average RR 1.00, 95% CI 0.67 to 1.51) or
in overall fetal/neonatal death
(average RR 0.84, 95% CI 0.71 to 1.00).
The effects were the same across team and caseload midwifery
models and whether caseloads were low or mixed risk.
Conclusion
Most women should be offered midwife-led continuity models of
care and women should be encouraged to ask for this option
although caution should be exercised in applying this advice to
women with substantial medical or obstetric complications.
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‘Do not offer or advise aromatherapy, yoga or acupressure for
pain relief during the latent phase. If a woman wants to use any
of these techniques, respect her wishes. [new 2014]’
Inappropriate wording an alternative could be that these should
only be offered by midwives with the necessary additional
training.

Thank you for your comments. There was no evidence to support the use of these
modalities for pain relief so the GDG made the 'do not offer or advise' recommendation.
The GDG were of the view that unless there was evidence of clinical benefit then the
NHS could not be expected to fund these procedures.
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Recommendation 37: This is a good recommendation, but with
our current estate and establishment might prove difficult and
might be difficult for other units too

Thank you for your comment. These issues will be considered by NICE’s
implementation and costing teams but tools may not be developed to address all
stakeholder concerns.
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Aromatherapy negative wording and does not offer women
choice, would be better to state;
Aromatherapy, yoga or acupressure may not relieve pain during
the latent phase, but if a woman wants to use any of these
techniques, her wishes must be respected.

Thank you for your comments. There was no evidence to support the use of these
modalities for pain relief so the GDG made the 'do not offer or advise' recommendation.
The GDG were of the view that unless there was evidence of clinical benefit then the
NHS could not be expected to fund these procedures.
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Thank you for your comment. The GDG agree it’s about quality but that can’t be
delivered without the one to one observation the GDG suggest The GDG consider that
this is a minimum threshold and if it is not sufficient then they would expect the midwife
to use clinical judgement.
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Full
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Full

2.2.46

44

Point 37: Time limit of one hour of low risk nullip labour
assessment – it is not clear how you have reached this length of
time. This assessment should be more about the quality of the
support rather than the quantity. As a service this will be difficult
to monitor
Point 43: Do not offer aromatherapy, yoga etc in early labour –
why not? Aromatherapy is often used as a premise for
massage. Strong recommendation based on limited evidence
which could mean more research is needed. By making such
strong recommendations, strategies used by midwives to
support women in day to day practice will disappear. Logically
do any of these strategies cause harm? If the answer is no then
why not adopt a common sense approach to practice – if this
helps to reduce women’s anxiety then why not?
Isolated significant proteinuria alone is a risk factor for adverse
perinatal outcome – if a patient has ++ protein or more even with
a normal BP – surely she needs to have PET bloods and
obstetric input and not be MLC during labour. There is a large
group of patients with placental pathology and are thus high risk
in this group. . Morikawa et al. Pregnancy outcome of women
who developed proteinuria in
the absence of hypertension after mid-gestationJ Perinat Med.
2008;36(5):419-24.
2. Holston AM et al. Circulating angiogenic factors in gestational
proteinuria without

293

Thank you for your comments. There was no evidence to support the use of these
modalities for pain relief so the GDG made the 'do not offer or advise' recommendation.
The GDG were of the view that unless there was evidence of clinical benefit then the
NHS could not be expected to fund these procedures.

Thank you for your comments. These papers refer to proteinuria during the antenatal
period, not in labour. The GDG were aware that non-significant proteinuria during labour
is not an uncommon finding, especially if the membranes are ruptured.
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hypertension. Am J Obstet Gynecol 2009;200:392.e1-392.e10.
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Pleased to see an acknowledgement that if reduced FM in the
last 24 hours the patient should be under obstetric care

Thank you for your comment.
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Full
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Suggest rewording in list to: rupture of membranes more than 24
hours before the onset of established labour

Thank you for your comment. This recommendation has been revised accordingly.
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Full
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In practice we have not asked the woman to record her
temperature as many do not have a thermometer rather we
request any woman to contact the hospital ‘if she fees at all
unwell or flu like’. Suggest reword.

Thank you for your comment. However, this is an observation that is undertaken by the
midwife. The expectation would be that she would have a thermometer.
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Full
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44

Initial Assessment: BP 2 consecutive readings 30 minutes apart
rather than the RCOG diagnosis of hypertension which is 2
abnormal readings 2 hours apart-would this parameter depend
on whether the woman is in labour ie in labour 30 mins apart not
in labour 2 hours apart
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Reduced movements of the baby, if this is an initial assessment
and the woman is not in labour-a normal CTG would indicate
that she may stay on the low risk pathway following a CTG,
providing it is the first episode. It could be argued that this would
also follow for a woman in labour. This relates to 2.2.108 page
50

Thank you for your comments. This is a guideline for women in labour and guideline
recommendations that apply to a non-labouring woman do not apply. The GDG set the
30min interval to determine whether the woman could be no longer 'low-risk' and need
transfer to an obstetric unit. They felt that a single measurement of the maternal blood
pressure of 140/90 or above should not be an indication for immediate transfer. They
reasoned that there are other causes in normal labour for elevation of the maternal
pulse including pain, anxiety. Waiting 30min may see it drop to normal. The GDG used
the lower threshold for the diagnosis of hypertension as given in 'Hypertension in
pregnancy'. NICE clinical guideline 107 (2010). It defines hypertension in pregnancy as
'mild' (BP 140/90-149-99), or 'moderate' (150/100-159-110) or 'severe' (>/=160/110).
Thus the threshold for transfer was set at a sustained value (over 30min) of 140/90 or
more or a single reading of >/=160/110 (severe hypertension).
Thank you for your comments. This recommendation addresses the indications for
transfer to an obstetric unit for the woman who is in labour. It does not deal with how the
woman should be managed with each of the indications once she is in the obstetric unit.
Furthermore, it does not address the management of a woman who is not in labour
reporting reduced fetal movements which is outside of the scope of this guideline.
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Point 46 : Pulse rate of 120 seems rather high. What is the
evidence….

Thank you for your comment. The GDG agreed and considered that a maternal pulse
rate sustained at over 120 beats/minute (on two occasions over 30min apart) is an
indication for further assessment in an obstetric unit. It is not uncommon in normal
labour to have an isolated maternal tachycardia due to factors such as pain or anxiety.
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Isolated significant proteinuria alone is a risk factor for adverse
perinatal outcome – if a patient has ++ protein or more even with
a normal BP – surely she needs to have PET bloods and
obstetric input and not be MLC during labour. There is a large
group of patients with placental pathology and are thus high risk
in this group.

Thank you for your comments. You did not provide any evidence or reference to
support your statement about the presence of isolated proteinuria being a risk factor for
adverse perinatal outcome. Thus it is difficult to address your concerns. However, the
GDG were aware that non-significant proteinuria during labour is not an uncommon
finding, especially if the membranes are ruptured.
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Very pleased to see an acknowledgement that if reduced FM in
the last 24 hours the patient should be under obstetric care

Thank you for your comment.
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Baby should be transferred in a separate ambulance?

Thank you for your comment. The GDG consider that the recommendation clearly
specifies that the baby should go with the mother.
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Recommendation 52, concerning arrangements for care of the
woman during transfer. The qualitative study of the experience
of women transferred from midwifery units referred to in
comment 7 above (Rowe, Rachel E., et al. "Women’s
experience of transfer from midwifery unit to hospital obstetric
unit during labour: a qualitative interview study." BMC pregnancy
and childbirth 12.1 (2012): 129.) reports detailed findings around
women’s experience of ambulance transfer. We suggest that the
GDG might explicitly cite this study as evidence supporting their
recommendations.
Does not make sense auscultation cannot determine whether
labour has established, poorly worded.
‘Induction of labour is appropriate approximately 24 hours after
rupture of the membranes. [2007]’
This should include risk calculation and the wording should be
changed to offer IOL rather than ‘is appropriate’

Thank you for your comments. This study looks at experiences of women being
transferred from FMU/AMU to OU. The current evidence review was on women's
experiences in giving birth in the different settings. We did not have a specific review
question on transfer as that stemmed from initial assessment observations.
Nevertheless some additional points about women's experience of transfer has been
included in the 'Linking evidence to recommendations' section.
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Current guideline says record as an average which midwives
found difficult to comply with in practice. A single rate would
result in the same issue ie what single rate do you record and
give no reassurance of fetal heart rate variability

Thank you for your comment. The GDG disagree and consider a single rate to be
correct.

2

Full

76

47

We would continue to offer TENS: The evidence of efficacy for
pethidine is weaker than for TENS and TENS has far fewer side
effects than pethidine both maternal and fetal/ neonatal.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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It is illogical to say TENS should not be offered but pethidine
should as there is marginally more evidence for analgesic
efficacy for TENS and many fewer side effects.
A systematic review published in the British Journal of
Obstetrics and Gynaecology,(Hutton et al, 2009
BJOG 116(9) p 1158) reviewed 8 RCTs (n = 828) and reported
significant reduction in pain scores (VAS scores) in SWI groups
versus placebo / other intervention groups at 10-30 minutes (CI
95% CI -34.14,-17.94), at 45-60 minutes (CI-50.80, -21.74) and
90-100 minutes (CI -39.03,16.45).

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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47

Good advice about epidurals

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Point 73: DO NOT use water papules – strong words again
evidence is limited and more research is needed – by stating
DO NOT. Limiting and preventing opportunities for research in
practice

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Rec 79: The recommendation to inform women that opioids may
interfere with breastfeeding is important. However, opioids reach
the fetus and affect the woman’s neuroendocrine physiology
regardless of route of administration. Following epidural
administration, opioids pass into the circulation, via the epidural
venous plexus (Eltzschig et al 2003), and therefore this
recommendation should apply for all routes of administration.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comment. The wording of this recommendation has been changed
to remove that possible conclusion.
Thank you for your comments. The GDG felt that this recommendation was about
identifying women who needed transfer to obstetric care. They did not wish to include
recommendations about what care would be offered or discussed once that transfer had
taken place.
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Suggest add:
.. interfere with breastfeeding, regardless of route of
administration.
Eltzschig, H., Lieberman, E., Camann, P., Camann, W (2003)
Regional Anesthesia and analgesia for Labor and Delivery,
New England Journal of Medicine, 348: 4; 319-32
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The evidence that epidural opioids causes neonatal drowsiness
is lacking (COMET study)

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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There is no evidence that hourly assessment of level of sensory
block improves either efficacy or safety and is often very poorly
performed and is not recommended in national guidelines.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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48

The current evidence does NOT support the contention that
epidural opioids make babies sleepy and women should
therefore NOT be told this
Early epidural increases risk of instrumental delivery alternative
analgesia should be offered and the use of effective triage and
home assessment

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Rec 83: The important point here is that the baby’s drowsiness
may affect breastfeeding, as reflected in the Royal College of
Midwives’ guidelines for early breastfeeding (RCM 2012). Not all
the evidence for this is cited, see below. Suggest add:
... and make the baby drowsy, which may affect breastfeeding.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Royal College of Midwives 2012 Evidence-based Guidelines for
Midwifery-led Care in Labour: Early Breastfeeding
https://www.rcm.org.uk/sites/default/files/Early%20Breastfeeding
.pdf accessed 9.6.14
Really helpful to outline when continuous fetal monitoring is
advised and provides clarity.

Thank you for your comment.

50

Rec. 108: This suggests that it would be beneficial to have a
CTG in each MLU to avoid unnecessary transfer. Perhaps
suggest this.

Thank you for your comment. The presence of CTG is influenced by local factors and
GDG did not feel a recommendation for all would be helpful.

50

Helpful to state that Amniotomy alone, for delay in
established first stage, is not a necessary indication to start
continuous cardiotocography .
The sweeping statement of ‘do not make any decisions on the
woman’s care in labour based on the CTG alone’ should be
reworded. Highlight the importance of looking at all and aspects
of the case, progress/stage in labour by all means but e.g. if all
else if NAD but there is a prolonged bradycardia one would
absolutely expect a decision to be made on the basis of the
CTG
what is meant by “maternal infection (for example, HIV, any

Thank you for your comment.
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Thank you for your comment. The GDG have considered your comment, but think that
the recommendation is appropriately worded as is.

Thank you for your comment. This recommendation has been revised in light of
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hepatitis virus or herpes simplex virus)”
The entire stem is far too loosely worded. “Maternal infection”
could mean a
common cold, pneumonia or pyrexia in labour (and various other
conditions).
I am sure this is not what was meant, the original authors
presumably had in
mind “blood-borne virus infections and active genital herpes”.
There is of course almost no evidence to inform any such
recommendation and
the original recommendation was simply based on “expert
opinion”, I don’t
think though that considered expert opinion would support this
restriction
applying to women with a past history of Hepatitis A or to
women with
previous HSV infection.
The evidence of risk of vertical transmission by fetal blood
sampling in
women with HIV and a low viral load, in women with chronic
hepatitis C
infection or chronic “low-risk” hepatitis B hasn’t really been
determined,
but one might assume that the risk in such cases would
probably be very low,
however I think that one could justify a cautious approach and
avoid FBS in
such cases.
Not clear about what is being said what is “normal care” in this
context

stakeholder comments.
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Thank you for your comment. This recommendation has been revised in light of
stakeholder comments.
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Full

2.2.125

52

This is going to cause confusion going back to early late and
variable decelerations. See further comments on this later.

Thank you for your comments. However, the only robust evidence is for three types of
decelerations – early, variable and late. There is no evidence to support the distinction
of ‘typical’ and ‘atypical’ variables. This is explained and discussed in detail in the
chapter.
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Points 121 – 131: More confusing information around CTG
interpretation.
It was clearer when presented as tables.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
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Rec 120: Administration of opioids can cause fetal bradycardia,
usually with spontaneous recovery. This should be taken into
consideration before further interventions are triggered. I
suggest this is added.
There is no reference to very shallow decelerations which can
often be seen in very acidotic fetuses

Thank you for your comment. However, the GDG consider that you provided no
evidence or references to back this up.
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There is no reference to very shallow decelerations which can
often be seen in very acidotic foetuses

Thank you for your comment. However, the GDG consider that you provided no
evidence or references to back this up

5

Full

134

54

Oxygen should continue to be used as part of intra uterine
resuscitation: The evidence of potentially harmful effects is
limited to prolonged use during elective surgery. Frequently fetal
compromise is associated with / caused by maternal
compromise when oxygen is lifesaving.

2

54

Not to use oxygen as part of intra-uterine resuscitation is
potentially dangerous and not based on evidence that is
additional oxygen may be potentially harmful when given for
prolonged periods during elective sections. Fetal jeopardy is
frequently a reflection of maternal pathology when oxygen is
essential

Thank you for your comments. This topic is discussed in Section 11.7 of the Full
Guideline dealing with 'Intrauterine Resuscitation. The GDG noted the lack of evidence
evaluating the use of maternal oxygenation for intrauterine resuscitation. From their
clinical experience, they recognise there are circumstances when maternal oxygenation
is indicated for maternal reasons such as conditions associated with hypoxia and
discussed the fact that pre-oxygenation is often used prior to a caesarean section. They
noted that these are valid indications. But there is no evidence of it being of value in the
setting of fetal compromise. Furthermore, the GDG was aware of other evidence that
supported their position of not recommending maternal oxygenation for intrauterine fetal
resuscitation
• Fetal compromise is rarely due to maternal hypoxaemia.
• Hyperoxaemia can have adverse effects in humans though the data is limited
• Hyperoxaemia can have adverse effects in animals. There is more data in animals
showing that except when fetal hypoxia is secondary to maternal hypoxia maternal
supplemental oxygen causes increase in free radical formation, with the potential risk of
increasing reperfusion and cell damage.
• The effects of hyperoxaemia in neonates are concerning enough that it is now
recommended to resuscitate the newborn with air rather than oxygen.
Other relevant factors are that women find it frightening and that it can sometimes divert
attention from the preparations for the caesarean section and/or cause delays. The
GDG did not wish to stop units from using oxygen for maternal indications (which falls
out of the scope of this guideline) but agreed that it would be appropriate to recommend
against the use of maternal facial oxygen therapy specifically for the purposes of
intrauterine resuscitation, given the lack of evidence and the concern over possible risk.
They revised the recommendation make the distinction between the value of maternal
oxygenation for maternal versus fetal indications.
Thank you for your comments. This topic is discussed in Section 11.7 of the Full
Guideline dealing with 'Intrauterine Resuscitation. The GDG noted the lack of evidence
evaluating the use of maternal oxygenation for intrauterine resuscitation. From their
clinical experience, they recognise there are circumstances when maternal oxygenation
is indicated for maternal reasons such as conditions associated with hypoxia and
discussed the fact that pre-oxygenation is often used prior to a caesarean section. They
noted that these are valid indications. But there is no evidence of it being of value in the
setting of fetal compromise. Furthermore, the GDG was aware of other evidence that
supported their position of not recommending maternal oxygenation for intrauterine fetal
resuscitation
• Fetal compromise is rarely due to maternal hypoxaemia.
• Hyperoxaemia can have adverse effects in humans though the data is limited
• Hyperoxaemia can have adverse effects in animals. There is more data in animals
showing that except when fetal hypoxia is secondary to maternal hypoxia maternal
supplemental oxygen causes increase in free radical formation, with the potential risk of
increasing reperfusion and cell damage.
• The effects of hyperoxaemia in neonates are concerning enough that it is now
recommended to resuscitate the newborn with air rather than oxygen.
Other relevant factors are that women find it frightening and that it can sometimes divert
attention from the preparations for the caesarean section and/or cause delays. The
GDG did not wish to stop units from using oxygen for maternal indications (which falls

384

SH

Baby
Lifeline

21

Full

Thank you for your comment. However, the GDG consider that you provided no
evidence or references to back this up.
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If there is reduced variability then if there is an acceleration and
a positive response to a VE then using that to be more
reassured is appropriate and a FBS should then not be
necessary. If the CTG has been deemed abnormal enough (for
other features) to attempt a FBS and this sampling fails then
seeing an acceleration in response to a VE and continuing the
labour of that basis could be very open to misinterpretation of
such reassurance.
To inform the consultant of the need for every FBS is not
realistic and potentially delays appropriate procedures.

out of the scope of this guideline) but agreed that it would be appropriate to recommend
against the use of maternal facial oxygen therapy specifically for the purposes of
intrauterine resuscitation, given the lack of evidence and the concern over possible risk.
They revised the recommendation make the distinction between the value of maternal
oxygenation for maternal versus fetal indications.
Thank you for your comments. However, the recommendation you mention recognises
the dilemma presented by the combination of an unsuccessful FBS attempt but an
acceleration of the fetal heart rate during the procedure. It does not recommend
proceeding with the labour but advises discussion of the case with the consultant
obstetrician and the woman taking into consideration the clinical circumstances.

Thank you for your comment. We have deleted the recommendation about discussing
the decision to perform a FBS with a consultant. There are now recommendations
relating to only three circumstances when an FBS should be discussed with a
consultant: the finding of an abnormal result, inability to obtain a sample and before
taking a third sample.

Recommendation 137: Clearly not written by a consultant who
works on a traditional on-call rota. It does not make sense.
Clearly if a consultant is phoned at home by the registrar to say
that he/she would like to do an FBS because the CTG is
pathological, there is no possible answer other than Yes

Thank you for your comment. We have deleted the recommendation about discussing
the decision to perform a FBS with a consultant. There are now recommendations
relating to only three circumstances when an FBS should be discussed with a
consultant: the finding of an abnormal result, inability to obtain a sample and before
taking a third sample.

If there is reduced variability then if there is an acceleration and
a positive response to a VE then using that to be more
reassured is appropriate and a FBS should then not be
necessary. If the CTG has been deemed abnormal enough (for
other features) to attempt a FBS and this sampling fails then
seeing an acceleration in response to a VE and continuing the
labour of that basis could be very open to misinterpretation of
such reassurance.
If there is reduced variability then if there is an acceleration and
a positive response to a VE then using that to be more
reassured is appropriate and a FBS should then not be
necessary. If the CTG has been deemed abnormal enough (for
other features) to attempt a FBS and this sampling fails then
seeing an acceleration in response to a VE and continuing the
labour of that basis could be very open to misinterpretation of
such reassurance.
To inform the consultant of the need for every FBS is impractical
and not justifiable. What is the consultant to do – review every
CTG before a FBS occurs, come in from home? This potentially
delays a FBS that is really needed – nonsensical
recommendation.
completely inappropriate to inform the consultant of every
normal FBS – is it suggested consultants are rang at home
during the night to be given this information?
Possibly inform after 2 samples?
the guidelines on how to manage a FBS are result are very
streamlined and simple to follow.
Perhaps in here it could say inform consultant if FBS indicated
but not obtained .

Thank you for your comments. However, the recommendation you mention recognises
the dilemma presented by the combination of an unsuccessful FBS attempt but an
acceleration of the fetal heart rate during the procedure. It does not recommend
proceeding with the labour but advises discussion of the case with the consultant
obstetrician and the woman taking into consideration the clinical circumstances.

Thank you for your comments. However, the recommendation you mention recognises
the dilemma presented by the combination of an unsuccessful FBS attempt but an
acceleration of the fetal heart rate during the procedure. It does not recommend
proceeding with the labour but advises discussion of the case with the consultant
obstetrician and the woman taking into consideration the clinical circumstances.

Thank you for your comment. We have deleted the recommendation about discussing
the decision to perform a FBS with a consultant. There are now recommendations
relating to only three circumstances when an FBS should be discussed with a
consultant: the finding of an abnormal result, inability to obtain a sample and before
taking a third sample.
Thank you for your comment. We have deleted the recommendation about discussing
the decision to perform a FBS with a consultant. There are now recommendations
relating to only three circumstances when an FBS should be discussed with a
consultant: the finding of an abnormal result, inability to obtain a sample and before
taking a third sample.
Thank you for your comment. Following discussion, the GDG have amended the
recommendations in this section. They did not think that a consultant needed to be
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consulted before the first fetal blood sample. But they did think a consultant obstetrician
should be consulted a) with an abnormal result, b) if a sample cannot be obtained, and
c) before a third fetal blood sample is taken.
6

Full

2.2

55

Rec 151: Fantastic! Does the GDG have a view as to whether
or not FSE should be used in a birth pool?

Thank you for your comments. This was not a question for the guideline update and
therefore was not discussed by the GDG.
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Rec 153: Suggest add:
In units where both are in use, it should be recorded in the notes
whether the CTG is being recorded onto paper or being
captured electronically.

Thank you for your comments. The GDG felt that making and retaining the records was
the important issue not how the CTG is being recorded. However, the CTG printout
clearly indicates how it was generated
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Full

2.2.144

55

The practicality of this needs to be considered particularly when
the results are normal

Thank you for your comment. This recommendation has been revised in light of
stakeholder comments.

15

Full
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55

Needs discussion with the Consultant

Thank you for your comment. Following discussion, the GDG have amended the
recommendations in this section. They did not think that a consultant needed to be
consulted before the first fetal blood sample. But they did think a consultant obstetrician
should be consulted a) with an abnormal result, b) if a sample cannot be obtained, and
c) before a third fetal blood sample is taken.
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Full
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Recommendation 144: Does the consultant need to know the
FBS result even it is normal, would that change the
management? Our current NUH guidelines refer to contacting
rd
nd
the consultant if a 3 FBS is contemplated ,or if FBS in 2 stage
is considered. This is reasonable and has some logic

Thank you for your comment. Following discussion, the GDG have amended the
recommendations in this section. They did not think that a consultant needed to be
consulted before the first fetal blood sample. But they did think a consultant obstetrician
should be consulted a) with an abnormal result, b) if a sample cannot be obtained, and
c) before a third fetal blood sample is taken.
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Full
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55

Recommendation 151: This is not a practical recommendation
as it stands. There are a number of women, particularly those
with high BMI where telemetry is not feasible as the quality of
the trace is inadequate. Would it be better to word it “offer
telemetry to any woman who need continuous CTG duding
labour provided the quality of the recording is adequate

Thank you for your comment. We have now added a further bullet point to
recommendation 1.10.10 to cover the quality of the recording.
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Thank you for your comment. We have deleted the recommendation about discussing
the decision to perform a FBS with a consultant. There are now recommendations
relating to only three circumstances when an FBS should be discussed with a
consultant: the finding of an abnormal result, inability to obtain a sample and before
taking a third sample.
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Completely inappropriate to inform the consultant of every
normal FBS – the guidelines on how to manage a FBS are result
are very streamlined and simple to follow - a consultant does
not need to know a normal result has been obtained (is it
suggested consultants are rang at home during the night to be
given this information?)
How strong is the evidence for this ?– in a busy 8000+ delivery
unit with multiple FBS been taken on patients, we often see
deterioration in the FBS samples over time when the CTG has
not particularly deteriorated.
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This is a repeat from earlier

Thank you for your comment. The GDG considered that the combination of an
unsuccessful FBS attempt but an acceleration of the fetal heart rate during the
procedure presents a clinical dilemma. They found no evidence on which to base the
recommendation but felt that the management options would be best addressed on an
individual basis and recommends discussion of the case with the consultant obstetrician
and the woman taking into consideration the clinical circumstances. .
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Why is the expected rate of progress the same for nullips and
multips when we know the labour is on av shorter for multips. Pg
510 of guideline
“The duration of established labour varies from woman to
woman, and is influenced by parity.
Progress is not necessarily linear.
In established labour, most women in their first labour will
reach the second stage within 18
hours without intervention. In their second and subsequent
labours, most women will reach
the second stage within 12 hours without intervention”
the rate of progress for a multip therefore could perhaps be 4 cm
in 4hrs.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Will need guidance on how this will be managed and how we
can give any assurance that we comply Could this statement be
qualified further. Is this all babies with possible developmental
delay including those of extreme prematurity and known fetal
anomalies

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Full
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Staff are now used to and trained on typical and atypical
decelerations, reverting to early variable and late may well lead
to even more confusion

Thank you for your comments. However, there is only robust evidence for three types of
decelerations – early, variable and late. There is no evidence to support the distinction
of ‘typical’ and ‘atypical’ variables. This is explained and discussed in detail in the
chapter.
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Ditto example 3 above

Thank you for your comments.The recommendation to which you refer was not
considered in this update.
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Full
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Vaginal loss not including a show ?add except thin meconium

Thank you for your comment. The GDG consider that this is adequately covered in
sections of the guideline addressing management of labours in the presence of
meconium.
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Isolated significant proteinuria alone is a risk factor for adverse
perinatal outcome – if a patient has ++ protein or more even with
a normal BP – surely she needs to have PET bloods and
obstetric input and not be MLC during labour. There is a large
group of patients with placental pathology and are thus high risk
in this group.

Thank you for your comment. The GDG consider that proteinuria is a common isolated
feature in labour, especially if the membranes are ruptured.
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To include a full obstetric assessment prior to commencing
oxytocin in a multip is excellent

Thank you for your comment.

20

Full

2.2
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As in previous guideline, it is helpful to make the distinction
between the passive and the active phase of second stage
however, some indication of acceptable length of passive

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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phase of second stage would be helpful. One hour is
accepted if the woman has an epidural and this is not
considered to increase morbidity. Consistency would be
gained by applying this timeframe to all women .
Points 193 and 198 are confusing.
193 says diagnoses delay after active second stage of 1 hour in
multip but in 198 says suspect delay after 30 mins. If they were
next to each other this would be clearer

Thank you for your comment. The GDG consider that the recommendation you mention
relates to ‘suspected’ delay with earlier time limits than in diagnosis of delay. It was a
deliberate decision by GDG to distinguish the two.

2.2.198
18

Full

2.2.202

61

It is not rare that a woman needs assistance in the second stage
for failure to advance. This is typically 25-30% of all nullips.
(7.5% multips)
Reference Patterns of Maternity care in English NHS Hospitals
2100/2012
RCOG 2013
is this recommending an offer of regional anaesthesia for every
instrumental delivery ? not clear Not necessarily appropriate or
indicated for simple ventouse delivery for fetal distress.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

19

Full
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61

Is this recommending an offer of regional anaesthesia for every
instrumental delivery? Not clear. Not necessarily appropriate or
indicated for simple ventouse delivery for fetal distress.
This study showed a package of care including perineal support
reduced the incidence of obstetric anal sphincter injury
Halls et al Obstetrics and Gynaecology 2010 116 (4) p901

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

I am disappointed to see that there is no acknowledgement of
the evidence relating to warm compresses on perineum to
reduce the incidence of severe perineal trauma Cochrane
review Aasheim et al (2011).
The definition of modified active management is not clear. Is
deferred cord clamping delaying clamping the cord for 3
minutes?. If so needs to be explicit in the summary points

Thank you for your comment. Evidence related to use of heat/cold to reduce perineal
trauma can be found in section 2.7.4 of the full guideline. This area was not subject to
formal update in this guideline.

64

Why is this necessary, it is an extra task for the midwife what is
the benefit.

Thank you for your comment. The GDG consider that this is important if cord gases
needed in a baby born in a poor condition and as an audit tool.

2.2

64

Thank you for your comment. However, the review question was “Is active management
of the third stage of labour more effective than physiological management?” Four RCTs
were included as part of this review. The Jordan study you mention is not relevant to the
protocol for our review as it does not compare active versus physiological management.
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Rec 229: Active management of third stage of labour. The
information for women should include:
The increased risk of hypertension
The chances of breastfeeding may be decreased (by 6%), and
extra support may be needed over the first 2 weeks. (Jordan et
al 2009)
Jordan S, Emery S, Watkins A, Evans J, Storey M, Morgan G.
2009 Associations of drugs routinely given in labour with
breastfeeding at 48 hours: analysis of the Cardiff Births Survey.
BJOG; 116(12) 1622-30
Antenatal Risk Factors why has grand multiparity changed from
5 to 4

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Thank you for your comment. Please see recommendation 1.14.14 in the NICE
guideline for the definition of delayed cord clamping as part of active management.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
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Recommendation 248:
We recognise that the evidence underpinning the guidance
relating to PPH was not reviewed as part of this update.
However:
-given that the guideline relates only to low-risk women we are
2
uncertain why BMI > 35kg/m is listed here;
- there appears to be an inconsistency in recommending that
women aged 35 or older should be advised to give birth in an
OU because of the risk of PPH given that this is not one of the
criteria for suggesting birth in an OU listed in table 4 (p 39,
recommendation 19). Birthplace data on the incidence of blood
transfusion and other outcomes by maternal age are reported in
Li et al BMJ Open 2014;4:e004026

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

British
Maternal
and
Fetal
Medicine
Society
North of
England
Obstetric
al and
Gynaeco
logical
Society

22

Full

2.2.259

67

Rec 248: Antenatal risk factors for PPH
It would be prudent to add: administration of: anticoagulants,
NSAIDs (including aspirin within the last week), corticosteroids,
long-term paracetamol. SSRIs have been suspected of causing
PPH, but this is unconfirmed; however, vigilance might be
appropriate.
Risk factors in labour for PPH should include:
Epidural analgesia (Magann et al 2005).
Magann EF, Evans S, Hutchinson M, Collins R, Howard BC, Morrison
JC. Postpartum hemorrhage after vaginal birth: an analysis of
risk factors. South Med J 2005; 98: 419-22.
who are ‘relevant healthcare professionals’ – whilst
obstetricians and midwives working on a labour ward should
have yearly updates in neonatal resus in house – I fail to see
that it is an appropriate use of resources to recommend external
courses

1

Full

1.14.11

67

After administering oxytocin, clamp and cut the cord:

Thank you for your comments. You are correct, the recommendations state that
oxytocin is given before clamping and cutting the cord. The evidence review does not
show any difference in whether the drug is given before or after cord clamping. The
'title' of the management is more correctly 'Active management'. Selecting out only one
component of that package would be inappropriate.

Below this it then explains that the cord should not be clamped
earlier than one minute (explaining exceptions). For the casual
reader, and perhaps you can argue the guide should not be read
casually, active management still appears to be oxytocin then
clamp and cut the cord. Waiting for at least one minute is an
important element of the management and should be specified
in the title.
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Thank you for your comment. The GDG consider that the relevant health care
professionals involved in the care of the woman giving birth may vary across the
different birth settings, but that these should have yearly updates in neonatal
resuscitation.

Who are ‘relevant healthcare professionals’ – whilst
obstetricians and midwives working on a labour ward should
have yearly updates in neonatal resus in house – I fail to see
that it is an appropriate use of resources to recommend external
courses.
Should the advice not be to transfer them to an obstetric unit

Thank you for your comments. However, the recommendation does not advocate
external courses merely that any annual update course in neonatal resuscitation should
be 'consistent with nationally accredited guidelines on neonatal resuscitation'.

Recommendation 275, final paragraph. This should presumably
read “transfer the woman and her baby to obstetric care …”

Thank you for your comment. You will see that this is covered in recommendation 1.6.5
of the NICE guideline: ‘If a woman is transferred to an obstetric unit after the birth,

Thank you for your comment. The recommendation to which you refer has been revised
and includes this advice. The specific section on transfer now reads: "If any of these are
observed, ask a neonatologist to assess the baby (transfer both the woman and baby to
obstetric-led care if they are at home or in a free standing midwifery unit, following the
general principles for transfer of care described in section 1.6)".
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Does this recommendation to transfer the woman also apply to
women in an AMU?

ensure that her baby goes with her.’
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Rec 278: This is not compatible with the guidance neonatal
sepsis which identifies some asymptomatic babies as requiring
blood cultures and IV antibiotics.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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3.2.13

173

Rec 284: Need to add:
Offer extra support and reassurance to women who have
received multiple medicines and interventions during labour
(Jordan et al 2009, Brown and Jordan 2013)
Brown AE., Jordan S. 2013 Impact of Birth Complications on
Breastfeeding duration: an internet survey. Journal of Advanced
Nursing. 69(4):828-39.
Jordan S, Emery S, Watkins A, Evans J, Storey M, Morgan G.
2009 Associations of drugs routinely given in labour with
breastfeeding at 48 hours: analysis of the Cardiff Births Survey.
BJOG; 116(12) 1622-30
‘Coxon et al 2013’ is cited in these sections but not included in
the reference list. Full reference is as follows:
Kirstie Coxon, Jane Sandall & Naomi J. Fulop , Health, Risk &
Society
(2013): To what extent are women free to choose where to give
birth? How discourses of
risk, blame and responsibility influence birth place decisions,
Health, Risk & Society, DOI:
10.1080/13698575.2013.859231
(Also NICE 2 page 80)
NCT understands that Tables 6, 7, 8 and 9 (NICE, p16-21) were
compiled for the 2007 guideline on the basis of clinical
experience. We suggest adding a further research
recommendation to assess the strength of evidence on each of
the risk factors in the table. We understand that the Birthplace
study has done some work in this area already but that new
research will be required to provide evidence base for these
recommendations as to when women will be advised to give
birth in an obstetric unit.
First research recommendation. It is incorrect to state that “the
Birthplace study concluded that giving birth outside an obstetric
unit is the optimal choice for low-risk women”. This appears to
be the GDG’s interpretation and should not be presented as the
Birthplace investigators’ conclusion.
WFI Injected Water Papules - Women with babies in the OP
position often have a longer labour. They contract irregularly and
as result, dilatation of the cervix is slower. A third of all labours
start off with the fetus in the OP and 1/3 of these labours will
persist as OP. These labours are often deemed more painful,
making it more likely for the women to attend the Labour Suite
earlier, having used up all of their ‘at home’ coping strategies. It
is well documented that these women are more likely to receive
unnecessary medical interventions as a result of their back pain,
inability to cope or ‘poor progress’. Injecting sterile water in to
the lower back is proven to effectively relieve back pain from an
OP position of the fetus.

Thank you for your comments. We have amended the text to reflect the fact that this
was the interpretation of the Birthplace data by the GDG.
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Thank you for your comment. However, we did not review this study as it was not
relevant to our review question.

Thank you for your comment. Research recommendations must stem from areas
covered in the guideline scope for which scarce/no evidence was found. Because the
evidence for the content of these tables was not reviewed in this update, it is not
possible to produce new research recommendations about them.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Administering subcutaneous sterile water injection at painful
point of lumbosacral area was effective in reducing low back
pain during labor. The rate of operative delivery and neonatal
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outcome were not different from the control group. The women
whose pain was relieved were extremely satisfied with the
procedure. Eighty three percent of the subjects receiving sterile
water wanted to use it in future pregnancy for pain relief.
Therefore, subcutaneous water can be taken as a feasible
analgesic alternative in labour (Rai et al. Subcutaneous Sterile
Water Injection for Labor Pain, sited in NJOG, July-December
2013)
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Also cite Birthplace in England NIHR report 6, organisational
case studies, as this documents inequity and limitations in
information provision to women.

Thank you for your comments. We have made changes to the LETR to reflect this
inequality.
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“This section was prioritised for update following the publication
of a large observational study conducted in England, Birthplace
(2011),”
There were a number of criticisms and cited limitations of this
study, particularly in relation to its claims of cost-effectiveness;
did the GDG discuss these in detail prior to publishing this draft
guidance?

Thank you for your comments. The GDG did discuss all aspects of the Birthplace study
including its limitations and the cost-effectiveness issues. These are discussed in detail
in the full guideline.
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Thank you for your comment. We have now included the data for nulliparous and
multiparous women in the main body of the text. It was formerly in an Appendix. It is
also discussed further in the ’Linking evidence to recommendations’ section.
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The evidence tables in chapter 3 use raw counts extracted from
the Birthplace reports to calculate unweighted, unadjusted event
rates and unadjusted relative risks. For comparisons involving
home vs FMU and home vs AMU (and to a lesser extent AMU
vs FMU) the unadjusted relative risks are severely confounded
by parity since nulliparous women (who have the highest
intervention rates) constitute only 27.2% of the home birth group
compared with 46% and 50.1% of the FMU and AMU groups
respectively. Additionally, because the Birthplace sample is
clustered by unit/trust, the estimated confidence intervals
(particularly for AMUs) are underestimated (see note 3 below)
The GDG might consider using the analyses stratified by parity
to estimate RRs by parity or adjusted for parity.
Chapter 3 evidence tables: The re-analyses presented in the
evidence tables do not take account of clustered nature of the
sample. The unweighted event rates in the tables also differ
slightly for the weighted event rates reported in the Birthplace
publications (the weighting allow for differences in the duration
of participation of individual units).

Thank you for your comments. We agree that focussing on the overall results has
limitations and the GDG have taken this into account and separated the results in the
main text by parity. The text in the full guideline has also addressed your other points
about weighting and sample sizes.

The confidence intervals for event rates and ORs calculated for
different settings, but particularly AMUs and OUs, are strongly
affected by clustering arising both from the variability in size of
units (e.g. for AMUs size ranges from <200 births per year to
~3000) and differences in the duration of participation of
individual units in Birthplace (e.g. for AMUs this ranged from 31468 days). These design features are the reason, for example,
why the confidence intervals for the primary outcome are similar
for FMUs and AMUs despite the substantially larger sample
size in the AMUs (e.g. nulliparous women without complicating
conditions, FMU vs OU odds ratio1.38. 95% CI 0.75-2.52, AMU
vs OU odds ratio 1.40, 95% CI 0.75-3.52) (Birthplace NIHR
report 4, Table 25).
In the Birthplace analyses we use weighting and robust standard
errors to take account of these features of the design.
The confidence intervals in the re-analyses of the Birthplace
data presented in all evidence tables (9,11,13, 15, 17) are
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affected by this in addition to the issue of confounding due to
lack of adjustment for parity noted above.
We would suggest that the GDG makes some mention of these
issues when discussing their findings and interprets any
statistically significant findings cautiously.
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Commentary on the evidence tables in chapter 3 frequently uses
wording that suggests that the GDG are reporting findings from
the Birthplace reports or commenting on methods used by the
Birthplace investigators. This is misleading in instances where
the commentary relates to the GDG’s re-analysis of the
Birthplace data. Instances where this occurs are highlighted
below. We strongly feel that a clear distinction should be made
between the Birthplace findings and conclusions as reported by
the Birthplace investigators and the GDG’s re-analysis and reinterpretation.
Many of the recommendations regarding Place of Birth are
based on the results of a large observational study published in
2011 (Perinatal and maternal outcomes by planned place of
birth for healthy women with low risk pregnancies: the Birthplace
in England national prospective cohort study. Birthplace in
England Collaborative Group. BMJ 2011; 343 d7400).

- 216
The RCOG has commented on the Birthplace study and
advocates advising first time mothers of the benefits of
delivering in obstetric units (OU) or alongside midwifery units
(ALU), rather than at home or in stand-alone midwifery units
(FMU) (Falconer et al., BMJ 2012;344:e891).
Further, we believe that the Birthplace study has a number of
flaws; Dr Steve Walkinshaw, Fellow of the RCOG, has
summarised these (below) to include in our Stakeholder
comments.
Introduction
This brief paper will only deal with information contained in the
main Birthplace report and its appendices.
The study in basic terms aimed to mimic as far as it is possible
an ‘intention to treat’ analysis of outcomes for women and their
babies dependent on where labour intended to start. The
analyses are sophisticated and complex but will always produce
less satisfactory answers than randomised trials.
As such though undoubtedly more thorough it has all of the
potential faults of previous studies that have been the subject of
considerable criticism by advocates of ‘out of hospital’ birth.
General points
1. The main published results are based on populations
that are not of comparable risk, and this is accepted by
the authors. The bias is to increase poor infant and
maternal outcomes in the Obstetric Unit population.
2. The main published results include data from units that
provided data on less than 85% of participants.
3. A new ‘outcome’ is proposed, ‘Normal birth’, which is not
based on any objective measure and does not actually

Thank you for your comments. We have changed the text to clarify when data was
direct from Birthplace and when it was the NCC-WCH team’s additional analysis which
formed the basis of the GDG's interpretation.

Thank you for your comments.
In response to your specific comments:
1. We also have acknowledged that the women in the four settings are not of equal risk
with the bias of adverse outcomes inevitably more commonly found in the women
delivering in the obstetric unit.
2. Regarding the criticism that the inclusion of data from Freestanding Midwifery Units
with response rates of less than 85% may have led to underestimation of the adverse
perinatal event rate in planned FMU births compared with planned OU births, it is
possible that non-response may have led to the under-reporting of important outcome
events and could have biased the findings. However, the magnitude of any nonresponse bias is likely to be such that it would not affect the overall conclusions
regarding the safety of different planned birth settings because:
a. There were relatively high transfer rates from the non-obstetric unit settings.
b. Though Birthplace reported on the proportion of units achieving an 85% response
rate, the response rates achieved in the majority of sites was, in fact, substantially
higher. Specifically the response rate achieved in the 35 FMUs (66% of all included
FMUs) that met the target response rate of 85% or more was actually 97% of eligible
births. This makes it unlikely that any non-response bias would have had a very small
effect on the adverse perinatal outcome event rate estimated in this subset of units
3. The definition of ‘normal birth’ is quite clear in the Birthplace study is quite clear –
‘birth without
induction of labour, epidural or spinal analgesia, general anaesthesia, forceps or
ventouse delivery, caesarean section, or episiotomy’. In the ‘Evidence to
recommendations’ it is acknowledged that this definition biases the data against
obstetric units where women may have chosen to give birth or have been transferred in
labour because of the resources that are only available in the obstetric unit.
4. The reasons the Birthplace Study group did not include a practising labour ward
obstetrician is something for the NPEU to address. There were practising labour ward
obstetricians on the GDG and they did play an active part in the interpretation of the
results and developing the recommendations.
5. Regarding the use of incomplete data. the Birthplace study group acknowledge that
they cannot rule out the possibility that non-response may have led to the underreporting of important outcome events and could have biased the findings. However,
the magnitude of any non-response bias is likely to be such that it would not affect the
overall conclusions regarding the safety of different planned birth settings for these
reasons:
• The relatively high transfer rates in the non-obstetric unit settings suggests that the
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provide any useful information for women. Many of the
features appear deliberately biased against obstetric
unit births.
4. No practising medical consultant in intrapartum care
appears to have been involved as part of the study
group and this contributes to some of the lack of
clinically useful analysis of obstetric complications and
interventions.
Other comments:
5. Data both on women without additional risk factors and
from units that provided data in more than 85% of
participants are provided but are incomplete. Given the
pivotal importance of these data it is of concern that
these are incomplete and provided only in appendices.
Analyses are also presented for units providing more
than 85% complete data.

way we collected data when women transferred to another location did work. Also,
although Birthplace reported on the proportion of units achieving an 85% response rate,
the response rates achieved in the majority of sites was, in fact, substantially higher.
• The response rate achieved in the 35 FMUs (66% of all included FMUs) that met the
target response rate of 85% or more was actually 97%, i.e. those units included 97% of
eligible births. This makes it fairly likely that any non-response bias would have had a
very small effect on the adverse perinatal outcome event rate estimated in this subset of
units. A sensitivity analysis performed by the Birthplace team found that the adverse
perinatal outcome event rate in nulliparous women without complicating conditions at
the start of care in labour was 5.2 events per 1000 births in the 35 FMUs with a high
response rate, compared with 4.5 events per 1000 births in the equivalent main
analysis. This relatively small difference (~15%) suggests that the effect of nonresponse on outcomes in planned FMU births is likely to be small, and would not have
affected our overall conclusion that perinatal outcomes were not significantly different in
planned FMU births compared with planned OU births.
6. The guideline makes a clear distinction in the recommendations regarding place of
birth for multiparous women and nulliparous women. The GDG wanted to make
recommendations for these two groups of women that reflected the evidence and were
balanced.
With respect to the perinatal outcomes:
a. Recommendation 1.5 in the NICE guideline does this for multiparous women:
• there are no differences in outcomes for the baby associated with planning birth in any
setting.
b. Recommendation 1.6 in the NICE guideline does this for nulliparous women:
• there are no differences in outcomes for the baby associated with planning birth in an
alongside midwifery unit, a freestanding midwifery unit or an obstetric unit
• planning birth at home is associated with an overall small increase (about 4 more per
1000 births) in the risk of a baby having a serious medical problem compared with
planning birth in other settings.
From the baby’s point of view it is for these reasons, in agreement with you, that the
guideline recommends that nulliparous women should give birth in a midwifery-led unit
and that multiparous women can choose to give birth in any of the non-obstetric unit
settings.
7. Regarding maternal outcomes, wenote the data you emphasise regarding perineal
trauma. We agree it is difficult to understand why the anal sphincter trauma rate is not
lower in the non-obstetric unit settings which have much lower episiotomy rates.
However, examining ways in which such trauma can be reduced was not a question in
the scope for the Guideline Update.

6. Perinatal outcomes
The primary concern for all maternity professionals should be
safety.
The primary perinatal outcome is a composite outcome of
complications that are clearly important (perinatal death,
seizures) and those of much less relevance (fracture, jaundice).
Limited data is provided in the appendices on individual
components of the composite outcome.
The data below largely uses death and hypoxic ischaemic
encephalopathy as the outcome.
Composite outcome (Table 24, page 36): rate per 1000 low risk
women
Nullipara OU 5.3 HOME 9.3 FMU 4.5 ALU 4.7
Multipara OU 3.3 HOME 2.3 FMU 2.7 ALU 2.4

Regarding the lower incidence of breast feeding in women choosing to give birth in an
obstetric unit. However, examining reasons why this might be the case and exploring
ways in which it could be increased were not topics in the scope for the Guideline
Update.
The guideline makes a clear distinction in the recommendations regarding place of
birth for multiparous women and nulliparous women. The GDG wanted to make
recommendations for these two groups of women that reflected the evidence and were
balanced.
With respect to the outcomes for the woman: a. Recommendation 1.5 in the NICE
guideline is for multiparous women:
• planning birth at home or in a freestanding midwifery unit is associated with a higher
rate of spontaneous vaginal birth than planning birth in an alongside midwifery unit, and
these 3 settings are associated with higher rates of spontaneous vaginal birth than
planning birth in an obstetric unit
• planning birth in an obstetric unit is associated with a higher rate of interventions, such
as instrumental vaginal birth, caesarean section and episiotomy, compared with
planning birth in other settings.
b. Recommendation 1.6 in the NICE guideline is for nulliparous women:
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Composite outcome (Table 25): rate per 1000 low risk women
without complications at presentation
Nullipara OU 3.5 HOME 9.5 FMU 4.5 ALU 4.4
Multipara OU 2.6 HOME 2.0 FMU 2.2 ALU 2.4
Composite outcome (Table 59): rate per 1000 low risk women
without complications at presentation, units reporting >85% data
Nullipara OU 2.8 HOME 10.8 FMU 5.2 ALU 1.47
Multipara OU 3.2 HOME 2.2 FMU 2.3 ALU 2.9
Perinatal mortality and HIE (Table 49): rate per 10000 low risk
women without complications at presentation
Perinatal death OU 3.2 HOME 6.4 FMU 5.7 ALU 2.0
Encephalopathy OU 17.2 HOME 20 FMU 16.1 ALU 12.4
Perinatal death OU/ALU 2.5 Home/FMU 6.1
Encephalopathy OU/ALU 14.8 Home/FMU 18.4
Perinatal death OU 3.2 Non-OU 4.6
Encephalopathy OU 17.2 Non-OU 16.2
Conclusions – safety for the baby
Death and possible disability is uncommon in all birth settings,
with rates between 2.0 and 6.4 per 10,000 in the lowest risk
women, but both are less common in the two hospital settings –
OU and ALU.
The magnitude of the difference might mean in crude terms an
increased intrapartum perinatal mortality of 3 per 10000 in the
lowest risk women should their choice be to give birth outside
the hospital setting.
Using the above data and outcomes the safest place for the
infant a truly low risk woman to be born is an Alongside Midwife
Unit, with birth at home the least safe.
Using the more complex outcome measure and the best data
(Table 59) both out of hospital settings carry a risk for
nulliparous women, with home carrying a risk of 1 per 92 babies
of one or more serious complications, compared with 1 in 357
for OU.
The risks for composite perinatal harm appear similar for low
risk multiparous women across all birth settings, though data on
perinatal mortality and encephalopathy is not presented.
In contrast risks are increased in nulliparous women and it
seems likely that the composite outcome of perinatal death and
encephalopathy will be higher in this group, but data are not
presented to assess the magnitude of this risk. It is likely that
the increased risk is more than 3 per 10000 and the research
team should be asked to provide these important data.
Whether nulliparous women will feel able to accept a very small
increased risk of losing their baby or their baby possibly
suffering cerebral palsy is a question only women can answer.
Professionals should be neutral and should not advocate one
choice over the other.

• planning birth at home or in a freestanding midwifery unit is associated with a higher
rate of spontaneous vaginal birth than planning birth in an alongside midwifery unit, and
these 3 settings are associated with higher rates of spontaneous vaginal birth than
planning birth in an obstetric unit
• planning birth in an obstetric unit is associated with a higher rate of interventions, such
as instrumental vaginal birth, caesarean section and episiotomy, compared with
planning birth in other settings
It is for these reasons, in agreement with you that the guideline recommends that
nulliparous women should not give birth at home and that multiparous women can
choose to give birth in any of the non-obstetric unit settings.
We think the recommendations are phrased in a way which mean that the health care
professional
- will present the all the evidence regarding place of birth in a balanced way
- advise women on place of birth on the basis of the evidence of benefits vs risks
- allow women to make their own decisions and support them in that
Specifically the GDG recommended that nulliparous women be advised to deliver in
MLU, not home, because of the increased perinatal death rate and high transfer rates
as you point out.
The higher intervention rates in the obstetric units may in part be a function of the
women who either choose to give birth there (for example, for ease of access to
epidural analgesia) or are transferred because of a problem in labour (for example, poor
progress or the need for regional analgesia). This is acknowledged by the GDG.
However, higher intervention rates are real and must form part of the information that
women are presented with when discussing their place of birth as the Guideline
recommends.
We have now included more information comparing nulliparous and multiparous women
and their outcomes.

Transfer rates
Rates
Nullipara Home 45%, FMU 36.3%, ALU 40.2%
Multipara Home 12%, FMU 9.4%, ALU 12.5%
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Timing of transfer (antenatal)
Nullipara Home 80%, FMU 83.4%, ALU 86.9%
Multipara Home 55%, FMU 57.4%, ALU 70.8%
The transfer rate for nulliparous women is very high, with over
80% during labour.
This means that more than 1 in 3 nulliparous low risk women will
be transferred in labour.
Careful thought will be needed about this given the Dutch and
Japanese findings of increased perinatal mortality linked to
transfer times (Ravelli et al 2010).
7. Maternal outcomes
Frustratingly data on mode of birth for low risk women without
complicating factors at the onset of labour is not presented
numerically but only in graphic form.
There does appear to be an increase in intrapartum caesarean
section rate, vaginal operative birth rate, augmentation with
oxytocin, and epidural/spinal analgesia.
Again frustratingly epidural and spinal data are combined, which
is particularly unhelpful. Spinal analgesia will have been used to
effect birth by caesarean section or forceps/ventouse. Epidural
analgesia will have been an analgesia choice of women.
Epidural analgesia is known to increase the rate of vaginal
operative birth; the OR is 1.42, or in percentage terms increases
the rate from 12.4 to 17% and this is more marked for
primigravid women.
Without complete data on this, no conclusion can be reached on
any differences in vaginal operative birth between the different
settings, as this will be confounded by different epidural in
labour rates. It is plausible that all of the observed differences
are a consequence of maternal choice of analgesia i.e. of self
selection by the women and therefore not actually a valid
outcome measure.
Differences in use of water simply reflect availability. OUs with
ALUs are not likely to have water available and few older OUs
will be adaptable to water. Water is valuable for pain relief but
has no effect on mode of birth.
Caesarean section rate is presented without division into
indications. The rates differ markedly.
Nullipara OU 13% Home 7.7% FMU 6.1% ALU 7.1%
Multipara OU 4.0% Home 0.5% FMU 0.6% ALU 0.9%
Augmentation rates also vary.
Nullipara OU 29.5% Home 15.7% FMU 13% ALU 16.9%
Multipara OU 7.4% Home 0.9% FMU 1.2% ALU 2.2%
Augmentation does not alter the mode of birth and therefore the
difference in caesarean section is difficult to explain. None of
the other differences in care explain this either.
A more detailed examination of indications for caesarean birth
might help. There have been growing concerns on the use and
abuse of oxytocin in recent years and it may be that increased
oxytocin use coupled with outdated views on labour progress
are producing increased fetal distress.
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Perineal trauma
One of the most interesting findings is the lack of difference in
anal sphincter trauma. This is in spite of the large difference in
vaginal operative birth and the large difference in episiotomy
rates in normal births between the birth settings.
Nullipara
Vaginal operative birth: OU 21.3% Home 12.1% FMU 10.7%
ALU 15.8%
Episiotomy (NVD): OU 10.8% Home 4.2% FMU 5.4% ALU 7.4%
rd th
3 /4 degree tear: OU 4.6% Home 4.4% FMU 4.1% ALU 4.9%
It would appear that all birth settings follow a very restricted
episiotomy policy though the rate is twice as high on OU.
Given this and the vaginal operative birth rates it is puzzling why
the anal sphincter trauma rate is not lower in settings out with
OU.
It raises the possibility that modern minimal episiotomy policies
may be increasing severe trauma. Further analysis of these
data will be important. Long term sphincter damage is a more
serious outcome than many being studied here. The rate in
non-instrumental births should be presented.
Infant feeding
There appears to be less breast feeding in OU settings.
Women not breast feeding
Nullipara OU 23.1% Home 5.9% FMU 16.1% ALU 15.9%
Multipara OU 28.7% Home 13.6% FMU 21.4% ALU 21.2%
Breast feeding rates are affected by mode of birth and data are
not presented or corrected for mode of birth and therefore it is
difficult to know if there are differences in practices that account
for these rates or they are simply a consequence of other
confounders. Data on rates of women who gave birth normally
would be helpful.
Conclusions on maternal outcomes
Maternal outcomes are particularly confusing as either data is
not presented in a way that interpretation is possible or
correction for well described confounders has not yet been
carried out.
The only clear difference that appears unlikely to be influenced
is the caesarean section rate, where the higher rate in OU
labours is difficult to explain. More data will be needed to
determine actions needed to rectify this.
Differences in vaginal operative births may be explained by
differences in epidural use, a maternal choice, and therefore this
may not actually be a relevant difference.
Differences in breast feeding rates need to be explored by mode
of birth to determine if there are ‘cultural’ issues within OUs.
Augmentation rates are high in OUs. This is likely to be a
consequence of poor application of modern guidance on labour
progress, as it becomes clearer that a more conservative and
more inclusive approach to a diagnosis of delay is appropriate.
On the other side the data suggests concern about the low rates
of perineal intervention outside OUs and whether these
contribute to a high rate of anal sphincter trauma in normal
births. Again different additional analyses are needed.
For multipara there is, as for perinatal outcomes, no clinically
important difference in maternal outcome.
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medical problems” when home birth occurs. The use of
“serious medical problems” is abstract and obstetricians
should not expect laypersons to understand its
meaning. Instead, obstetricians have a professionally
responsibility to be clear, so that the women is
empowered to make an informed decision about place
of birth. To fulfill this responsibility, the obstetrician
should be clear and therefore explain that there is an
80% increased risk perinatal morbidity, disability, and
death.
Second, the fourth bullet fails to inform the pregnant
woman about the advantages of the other alternatives
for place of birth. To remedy this defect, the obstetrician
should explain that this risk can be reduced significantly
by giving birth in one of the other available
settings. Respect for the pregnant woman’s autonomy
is not fulfilled by omitting this clinically crucial
comparative information. Indeed, she will be
disempowered by such an omission.
Third, pregnant women, like all patients, exercise their
autonomy in a more empowered way when they have
the benefit of evidence-based recommendations. Table
25 provides evidence for a strong recommendation
against planned home birth, based on a preventable
80% increased of unacceptable perinatal outcomes.

In addition, from the perspective of professional responsibility for
the population of pregnant, fetal, and neonatal patients, this
fourth bullet is not ethically acceptable, for two reasons.
1. The draft Guideline lacks an economic analysis of the
impact on national health expenditures of the increased
risk of serious medical problems documented in Table
25 on page 171. The economic analysis must calculate
the increased lifetime costs of care for the population of
seriously ill and disabled children that will result from
planned home birth. Svennsen et al. have shown that
these costs are very considerable. (Svensson G. Re:
Perinatal and maternal outcomes by planned place of
birth for healthy women with low risk pregnancies: the
Birthplace in England national prospective cohort study.
BMJ Group. Privacy Policy Website T&Ca. Revenue
Sources Highwine press; 2011).
2. The draft Guideline lacks an ethical analysis of the
health policy implications of preventable perinatal and
neonatal mortality from planned birth. The numbers
must be estimated and then ethically justified as
acceptable national health policy in the UK, in order to
achieve transparency. Such preventable mortality is not
consistent with respect for professional integrity, an
ethically essential component of responsible health
policy.
These concerns regarding professional responsibility are
expanded in Chervenak FA et al. (Planned home birth: the
professional responsibility response. Am J Obstet Gynecol
2013; 208: 31-38) and should be addressed in the final
Guideline.
Supporting text – ‘prompt’ in the context of an obstetric
emergency would be different from requesting epidural
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analgesia. This recommendation needs to be clarified to guide
organisation of maternity services. As mentioned above, careful
thought will be needed about this given the Dutch and Japanese
findings of increased perinatal mortality linked to transfer times
(Ravelli et al 2010).
The RCM is pleased to note that NICE has recognised the
value of the Birthplace in England study (Birthplace in England
Collaborative Group. BMJ 2011) in assisting planners of
services and women in deciding on place of birth. We recognise
that this is a population study with a composite primary outcome
powered to detect significance of different settings. Despite the
size of the study population, further segmenting the outcomes
could, we believe, lead to distortion of the overall study design
potentially leading to confusion.

Thank you for your comment. We agree and have used the composite primary
outcome.
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Re: “Vaginal and perineal tears: due to the variation in how this
is reported…”
Did or will NICE consider recommending a national reporting
system for these going forward?

Thank you for your comment. This is outside of the scope of the guideline update.
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Table 6. The Birthplace study evaluated outcomes by intended
place of birth at start of care in labour and not at onset of labour.
This is an important distinction since it may, in part, explain the
unexpected findings relating to the higher prevalence of
’complicating conditions’ in the OU group.
This error is repeated elsewhere in the report, including:
rd
Table 8, p86; 3 para p.95; Table 10, p.96; Table 12, p.120;
Table 14, p.127; Table 16, p.149.

Thank you for your comments. We have changed the table, the text (Evidence
Statements (ES) and the Linking Evidence to Recommendations (LETR)) section you
mention to correct these errors.
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Table 6. In the column headed “details of particular issues to
note….” we would suggest that differences in parity should also
be mentioned since differences in parity probably have a greater
effect on outcomes than the noted differences in the % of
women with complicating conditions in the two settings.

Thank you for your comments. We have changed the table, the text [Evidence
Statements (ES) and the Linking Evidence to Recommendations (LETR)] section
addressing these points relating to parity.
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This comment also applies to Tables 8, 10, 12, 14,16
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The transfer rates presented in table 6 are correct but
misleading because of confounding by parity. Transfer rates are
(marginally) higher in planned home birth in both nulliparous and
multiparous women. In both settings, multiparous women are
substantially more likely to be transferred after birth (see Table
19 in Birthplace NIHR report 4 (Hollowell, 2011))
TENS negative wording and does not offer women choice,
would be better to state;
Should a woman choose to use TENS at any stage during her
labour she should be supported to do so. TENS is not proven to
cause any adverse effects to the woman or the fetus.

It will be very concerning to a lay audience that many
recommendations have been based upon ‘low’ or ‘very low’
quality evidence, and we are surprised because Birthplace
was, we understand, a high quality piece of research.
We are familiar with the Grade process and that the quality of a
study gets downgraded if certain conditions are not met, and

Thank you for your comment. We have now included the data for nulliparous and
multiparous women in the main body of the text. It was formerly in an Appendix. It is
also discussed further in the ’Linking evidence to recommendations’ section.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comment. The GRADE quality assessment starting point for the
observational studies (retrospective or prospective) is low, but observational studies can
be upgraded based on large magnitude of effect (RR > 2 or <0.5). Majority of the
outcomes in the evidence review were downgraded on the basis of indirectness (due to
the inclusion of some women with pregnancy complications). The Blix study will have
been downgraded based on the disparity between the two groups in the way data was
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351

that each assessment is undertaken for a specific outcome.
However, we struggle to understand how Birthplace is graded
lower than Blix 2012. Our understanding is that Birthplace was
a prospective matched cohort study of 79,774 women of whom
64,538 (81%) were classified as low-risk of complications,
where women were matched on certain known confounders and
the study was an example of a very well conducted piece of
research with adjustments being made where there was
imbalance between the groups. Blix 2012 was a retrospective
observational study, of 1631 planned home births compared
with a random sample of 16,310 women at low risk of
complications with planned hospital births.

collected (database interrogation versus on-site form-filling). Also, within the
intervention group, some data was collected by phone from midwives, and some
through written forms. We have now checked that these limitations were identified by
technical team but the study had not been downgraded accordingly. Given this, the Blix
study will now also be downgraded to very low quality across the outcomes included in
the evidence review.

We understand that Grade downgrades studies on certain
criteria, and observational studies start 2 levels below RCTs, it
appears that GRADE does not differentiate between different
types of observational studies. We wonder of the research team
can check their grading of the evidence very carefully.
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The Birthplace data presented under ‘spontaneous vaginal birth’
relate only to spontaneous vertex birth. In the Birthplace reports,
spontaneous breech births (these will have been undiagnosed
breeches) were reported separately. We would suggest a
footnote clarifying that these figures relate only to spontaneous
vertex birth.
This comment also applies to the equivalent results presented in
subsequent tables (Table 9, p88)
“Epidurals”
The summary here highlights an important practical and ethical
issue. The rate of transfers is an outcome women pay attention
to, and one that MLU staff may be keen to keep to a minimum,
but women know that if they want an epidural they will have to
transfer.
My organisation would like to know how midwives are expected
to be 100% impartial when ‘advising’ women to give birth away
from OUs, but at the same time ‘not offering or advising clinical
intervention’ and then also ‘encouraging women to ask for
analgesia at any point during labour’ and ‘providing for all
women who request regional analgesia’? How does NICE
envisage this working in practice, and what safeguards are in
place to ensure that timely epidural pain relief will be made
available to women who have been ‘advised’ to keep out of
OUs?

Thank you for your comment. We have amended accordingly all evidence tables,
GRADE tables and text.

Thank you for your comment. It is not possible to undertake a cost-effectiveness
analysis on this topic because there is no published evidence on this aspect of
transfers. Although there may be cases of women being transferred to have an epidural,
with appropriate patient information in the antenatal stage women should understand
that epidurals are not available outside of the OU. Given the advice to give birth away
from the OU is directed to multiparous women who are more likely to know what pain
relief they want available, and more able to make suitable decisions about giving birth at
home, in an FMU or AMU (where transfer will be simpler) that will avoid unnecessary
costly transfers.

Also, has the cost-effectiveness of ambulatory transfer from
MLUs for epidural versus having started labour in the OU been
calculated?
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Second paragraph. The statement “this study [Birthplace] found
that for nulliparous women there was a higher risk….for babies
whose mothers planned birth at home compared with those born
to women who planned birth in a freestanding midwifery unit” is
incorrect. No direct comparison of planned home and FMU
births was made in the Birthplace study. It would be more
accurate to state that “evidence from the Birthplace study
suggests (or indicates) that….”
First paragraph. The sentence stating “The Birthplace study
found…” is potentially misleading. This is the GDG’s
interpretation of the Birthplace findings.

Thank you for your comment. We have changed the text as you have suggested.

Thank you for your comment. We have changed the text as you have suggested.
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The relative difference in rates of instrumental birth and CS are
confounded by parity. It might be helpful to refer to the subgroup analysis which are discussed in section 3.2.3.4.5,.

Thank you for your comment. We have now included the data for nulliparous and
multiparous women in the main body of the text. It was formerly in an Appendix. It is
also discussed further in the ’Linking evidence to recommendations’ section.
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Thank you for your comment. We have now included the data for nulliparous and
multiparous women in the main body of the text. It was formerly in an Appendix. It is
also discussed further in the ’Linking evidence to recommendations’ section.
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First paragraph, final sentence. The comment relating to
Birthplace not adjusting for confounders is misleading. In the
Birthplace study we did adjust for confounders; re-analysis of
the Birthplace data carried out for this guideline were not
adjusted for confounders.
Despite the clear rationale and discussion regarding CTG
interpretation, there is a lack of clarity about how to categorise
CTG patterns. This may prove a challenge to midwives and
doctors who are used to the normal/suspicious/ pathological
definitions.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.
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Despite the clear rationale and discussion regarding CTG
interpretation, there is a lack of clarity about how to categorise
CTG patterns. This may prove a challenge to midwives and
doctors who are used to the normal/suspicious/ pathological
definitions.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.
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Despite the clear rationale and discussion regarding CTG
interpretation, there is a lack of clarity about how to categorise
CTG patterns. This may prove a challenge to midwives and
doctors who are used to the normal/suspicious/ pathological
definitions.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
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Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.
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The point made here seems to ignore the very detailed
economic evaluation undertaken as part of the Birthplace
programme, in suggesting that AMUs may have lower costs
(covered in detail further on)
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The evidence from the Birthplace study does not support a
conclusion that nulliparous women be encouraged to give birth
in an alongside rather than a freestanding midwifery unit, as
neonatal outcomes are not different and maternal outcomes are
improved (and improved to a greater degree in an FMU). This is
covered clearly in the recommendations, but seems less clear
here. I think it is important that the NICE guidelines are
consistently clear on this as it is commonly assumed that the
greater proximity de facto implies greater safety. Additionally,
the Birthplace organizational case studies indicated some
factors that could impact on the relative safety of FMUs as
compared with AMUs.
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This commentary on the possible differences in cost arising from
differences in the cost of transfer and possible differences in the
cost of midwifery support is speculative and inconsistent with
data provided by the Birthplace health economic analysis. For
example, the mean cost of midwifery staffing for planned home
births vs planned AMU births was £580.50 vs £611.10 which
does not suggest cost savings arising from use of auxiliary staff
in AMUs. These costs include* the cost of travel time to a home
birth.

Thank you for your comment. This section reflects the GDG discussion on this question.
The resource use associated with both home births and AMU births are reported here,
discussing increased interventions with births in the AMUs and hotel costs as well as
the transfer costs and travel time associated with home births. The actual resource use
and costs will be locally specific. The economic evaluation undertaken as part of the
Birthplace programme has been reviewed in the appendix (A2.2) and in section 3.2.11
in the full guideline.
Thank you for your comment. In fact the recommendation advises nulliparous women to
give birth in either a free-standing or alongside midwifery unit.

Thank you for your comment. This section of the guideline allows the guideline
development group to discuss potential resource use related to the interventions. They
group listed aspects of resource use that should be considered when comparing AMUs
and homebirths. Explanation of midwives travel time and transfer costs has been added
to the review of the Birthplace cost-effectiveness analysis in the appendix A2.2

The additional cost of transfer (which averages ~3% of the total
cost of a planned home birth) is also more than offset by the
additional cost of interventions and higher-level care for both
mother and baby in planned AMU births.
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* Staff time was costed using the PSSRU data set. Hourly staff
costs for patient care are uprated to allow for administration and
other time not involving face-to-face patient contact. This
includes travel time to home visits, so the Birthplace home birth
costs implicitly include travel time.
rd
3 paragraph in section. The GDG is clearly aware of the
potential risk of bias in the reporting of haemorrhages in different
settings. It seems reasonable for the GDG to note that
Birthplace did not collect data on PPH, but the implied criticism
of the first sentence is inappropriate given the potential risk of
bias noted later in the same paragraph.
The cost of the availability of providing an ambulance service for

Thank you for your comments. The absence of data about PPH, a very serious
complication of labour, was noted by the GDG. The text has been changed to provide
greater clarity.
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transfer from an FMU to an OU might be ‘substantial’ as the
GDG states, but the Birthplace study did not show that these
costs overwhelm other costs generated in other planned birth
settings, such as the higher cost of overheads or interventions
(see comment 19 above).

3

Thank you for your comment. The comments in this section apply to considerations for
introducing or increasing service provision for home births. The comment about transfer
costs being 'substantial' was for nulliparous women, and with a transfer rate of 36% it
seems appropriate.

Birthplace estimated a transfer rate of approximately 36% for
low-risk nulliparous women planning birth in an FMU. This
included women with complicating conditions identified at the
start of labour. Secondary analyses of Birthplace data indicate
that transfer rates in nulliparous women increase with maternal
age and that the presence of complicating conditions
approximately triples the odds of FMU transfer in nulliparous
women (Rowe et al, 2012, DOI: 10.1111/j.14710528.2012.03414.x)
Other follow-on analyses have also demonstrated the effect of
maternal age on maternal interventions and other intrapartum
outcomes (Li et al, 2104, doi:10.1136/bmjopen-2013-004026)

Use of this information to refine the guidance given to women
planning birth in an FMU might potentially influence women’s
choices and affect transfer rates.
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The GDG state that they “agreed that it was important that
women were given information about the likelihood that they
would need to be transferred based on local figures where
possible, and what the reasons for this might be”. Evidence
from the qualitative study of the experience of women
transferred from midwifery units referred to in comment 7 above,
shows that women value being given this information.
The GDG “discussed the fact that most women do not currently
choose to give birth at home, for a variety of reasons, but that it
was important that women are aware of it as an option and
supported in their decision”.

Thank you for your comments. This study looks at experiences of women being
transferred from FMU/AMU to OU. The current evidence review was on women's
experiences in giving birth in the different settings. We did not have a specific review
question on transfer as that stemmed from initial assessment observations.
Nevertheless, some additional points about women's experience of transfer has been
included in the 'Linking evidence to recommendations' in section 3.3.6.3 of the full
guideline.
Thank you for your comments. The recommendation was based on best available
evidence. The details of the GDG's discussion of this is in the 'Evidence to
recommendations' in section 3.2.6.3 of the full guideline.

This is another example of where it would be interesting to
understand how the GDG’s discussion went from emphasising
awareness of home birth as an option, and women being
supported in this choice, to advising all ‘low risk’ multiparous
women to give birth at home?
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Birthplace did not directly report the comparison between AMUs
and FMUs. The wording might usefully be changed to “Only one
study provided comparative data on planned FMU and AMU
births.”

Thank you for your comments. We have amended the wording as you suggested and
included the data separated by parity in the main body of the text and reflected on this
issues you raised in the discussions (‘Linking evidence to recommendations’).
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Unit
Birthplace did not test whether intervention rates differed in
these two settings. Although Birthplace findings do tend to
suggest that intervention rates are lower in planned FMU birth
compared with planned AMU births, for the reasons set out in
comment 2 and 3 above, we would question whether the
evidence presented in the guideline is sufficiently strong to
support the statement that intervention rates (instrumental
vaginal birth and caesarean section) are lower in planned FMU
births compared with planned AMU births. The RRs calculated
in table 13 are not adjusted for parity or other maternal
characteristics and the confidence intervals do not take account
of clustering.
Rates of CS stratified by parity reported in the Birthplace BMJ
paper appendix 8 do suggest a possible modest difference but
this is small relative to the difference seen between planned MU
and OU births
Nulliparous women – intrapartum CS
FMU: 6.7%, 99%CI 5.5-8.2
AMU: 7.7%, 99% CI 6.3-9.3
OU: 16.0%, 99%CI 1.9-18.4 (13% in women w/o complicating
conditions)
Multiparous women – intrapartum CS
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FMU: 0.7%, 99%CI 0.5-1.1
AMU: 1.0%, 99%CI 0.7-1.5
OU: 5.5%, 99%CI 4.1-6.9 (4% in women w/o complicating
conditions)
When discussing transfers it might be relevant to mention that in
planned AMU births women are typically not transferred to an
OU if the baby requires admission to a neonatal unit.
The GDG “noted that transfer from a freestanding unit required
an ambulance and was likely to be a more stressful and
negative experience for the woman than transfer from an
alongside unit.” The qualitative study referred to above did not
directly compare the experience of women transferred from the
two midwifery unit settings, but gives explicit evidence of
women’s experience of ambulance transfer, which the GDG may
wish to refer to.
With reference to the statement that ”[the GDG] agreed that it
was preferable that women have the choice [of FMU and AMU],
and felt it would be possible for all areas to provide the option of
both types of MU, either within one region or by working in
networks…”, the Birthplace investigators recommend that the
commissioning of appropriate settings for birth and relevant
to the local context are planned at a local level. The Birthplace
report states:

Thank you for this comment. We have added text to make this clear.

Thank you for your comments. The GDG have reviewed and reconsidered this. They
acknowledge that the evidence did not compare the experience of transfer between the
two settings but women’s views about transfer were noted. Additional comment about
women’s experience of ambulance transfer has been included in the discussion both
from other published work and from the GDG’s experience of women’s views.

Thank you for your comment, we agree that cost-effectiveness in this area should be
driven by local evidence, especially with the potential for considerable capital
investment. More details of the need for local commissioning tools has been added to
the guideline.

‘’The broader utilisation of maternity services is a complex
issue. Occupancy rates in midwifery units tend to be lower
than in other settings and unit overheads are an important
cost driver for midwifery units. The financial viability of
midwifery units is an important area of research as it can inform
commissioning and the appropriate configuration and provision
of these services. The cost calculations are susceptible to
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changes in occupancy rates and relative cost-effectiveness will
adjust accordingly. A key cost driver is the overheads
apportioned for intrapartum care. Fixed costs include estate and
capital investment costs. Should changes to maternity service
configuration be planned for cost-effectiveness purposes, then
commissioners would have to consider the resource use and
related cost implications on the maternity service as a whole,
including the safety of maternity which depends on the
availability of hospital obstetric units to which women can
transfer.
Average costs conceal the local variations in occupancy
rates in different settings. The development of a trust-based
forecasting model to quantify the costs and benefits of service
reconfiguration is recommended. Forecasting cost-effectiveness
at a local level could include the safety, rate of transfer,
occupancy rates, overheads, geographical access including
urban and rural differences, the diversity of populations’ needs,
staffing capacity, related skills and training issues relevant to
each local trust in view of fixed and variable costs, and the
relative disinvestment in one form of maternity service provision
in preference for another.’’
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First sentence. Birthplace did not report a direct comparison
between planned FMU and AMU births. The wording might
usefully be changed to “Only one study provided comparative
data on planned FMU and AMU births”

Thank you for your comments. We have amended the wording as you suggested.

8

Full

10.5.52

139

There is no evidence given that if FBS is to be used informing
the consultant improves outcome ( or reduces intervention)

16

Full

3.2.8.5

147

The Birthplace Organisational Case studies and the AMU study
(a follow on study recently published in the NIHR journal
(http://www.journalslibrary.nihr.ac.uk/hsdr/volume-2/issue-7)
indicate that some services are now integrating community
midwifery teams with AMUs and FMUs. Managers noted that
this may be an important consideration in terms of staffing
resources but also community midwife birth skills, in a context
where for several decades many community midwives in the UK
have attended very few births/home births.

Thank you for your comment. We have deleted the recommendation about discussing
the decision to perform a FBS with a consultant. There are now recommendations
relating to only three circumstances when an FBS should be discussed with a
consultant: the finding of an abnormal result, inability to obtain a sample and before
taking a third sample.
Thank you for your comment. The references you suggest will be considered by NICE’s
implementation and costing teams but tools may not be developed to address all
stakeholder concerns.
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“The group agreed that it was important that women were given
information about the likelihood that they would need or choose
to be transferred, and what the reasons for this might be, they
did not believe, however, that this was a reason not to support
nulliparous women in their choice to give birth in freestanding
midwifery units, with the benefits in terms of reduced
intervention outweighing any potential risks.”

Thank you for your comments. We feel the recommendations support the view that
women should be presented with all options. But the GDG were also of the view that
health professionals should advise women regarding place of birth on the basis of the
relative risks. However, the GDG recommended that the woman should be supported in
her choice irrespective of whether it was in accordance with the advice. Thus the low
risk multiparous woman who wants to deliver in an OU can do so and the nulliparous
woman can deliver at home if they so wish for whatever reasons.

And again – given the likelihood of women needing or choosing
to be transferred from FMU – how did the GDG move from a
position of ‘support’ to the recommendation to ‘advise’ this birth
setting?
My organisation would also like to challenge the assertion made
in the paragraph above that “the benefits in terms of reduced
intervention outweighing any potential risks”. This is a highly
subjective statement since different women will place a different
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weight or value on different risks and benefits.
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The discussion of FMU costs here is an example of where my
organisation has concerns about balance and impartiality in this
ICDG. There appears to be a leaning towards more readily
forgiving and accepting the ancillary costs of vaginal births in
MLUs compared with OUs, especially when you consider how
long it took NICE to recognise that a maternal request CS is as
cost-effective as a PVD.
The Health Economics section of CG132 in 2011 compared
planned modes of birth, and reported just an £84 difference
when one long-term outcome cost was included in the cost
model (i.e. urinary incontinence). Yet 7 years earlier, Appendix
C of CG13 refused to even contemplate the possibility that a
planned CS could be cost effective:
The “estimated cost of maternal request can change depending
on the cost value entered in the model… Since the highest cost
for vaginal birth in the review is higher than the lowest cost for
CS, if these values were
entered into the model, the model would show that increasing
planned CS due to maternal request would lead to savings,
which is not a realistic conclusion.”

Thank you for your comment. Costs developed for models are based on the best
available evidence. In the caesarean section (CS) guideline the base case analysis
included adverse outcomes as reported in the clinical review which reported outcomes
according to the planned mode of birth. The results of the base case analysis reported
that planned CS was more expensive and less effective than planned vaginal birth. In
the previous version of the guideline studies were included that compared outcomes by
actual mode of birth. Therefore, a further analysis was developed which included
increased adverse outcomes, mainly incidence of urinary incontinence. It is from this
additional analysis that the cost difference of £84 is taken, and an increase in QALYs
due to reduced incidence of urinary incontinence led to planned CS being cost-effective
in this scenario. However, this additional analysis is based on outcomes from one
additional study. This demonstrates how difficult it is to accurately cost some
interventions when there is limited evidence which can lead to uncertainty. The costs for
homebirths and MLUs were taken from the Birthplace study, which was a large study
conducted in the UK. They conducted thorough costing for all aspects of care, in
hospital or at home using actual services. We have no reason to believe that the cost
models are biased.

There is a proven history here of NICE approaching discussions
of cost effectiveness based on ‘accepted values’ rather than
actual costs, and my organisation is concerned that cost models
for homebirth and MLUs may not have been fully evaluated in
an unbiased way.
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Final paragraph. The Birthplace study shows that for nulliparous
women, the risk of transfer from both FMUs and AMUs is
strongly influence by maternal age. Rowe et al, 2012
DOI: 10.1111/j.1471-0528.2012.03414.x

Thank you for your comment. We did not review Rowe (2012) as the same data has
already been reported in the Birthplace in England Collaborative Group (2011) study.
Influence of maternal age on transfer was discussed by the GDG and can be found in
section 3.2.
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In the discussion of the quality of evidence relating to outcomes
in planned FMU vs OU birth, the GDG comment in passing that
some of the studies were conducted in countries such as the
USA where “the care of women is less comparable to the
UK.” We note that relatively few studies from the USA have met
the eligibility criteria to be included in the evidence summaries
and that therefore evidence from the USA has played a
relatively small part in the formulation of the recommendations
relating to planned place of birth. However, we suspect that
studies and commentaries from the USA may be cited by other
respondents as reasons for advising low-risk women against
home birth. For example Chervenak et al,* argues that health
care professionals should advise women against home birth.

Thank you for your comments. We have provided further detail in the text why care in
the US and UK may not be comparable. For your information the Chervenak 2013
paper was excluded and deemed not relevant to the review.

Views regarding the potential “immorality” of home birth have
also been expressed by de Crespigny and Savalescu** We
would like to draw your attention to factual inaccuracies in their
article:
http://jme.bmj.com/content/early/2013/10/08/medethics-2012101258.short/reply#medethics_el_16923
In order to rebut arguments against home birth, it might be
helpful for the guideline to comment more fully on why findings
from countries such as the USA may not be generalizable to the
UK, for example, differences in midwifery training/qualification
and the lack of integration of services which may affect speed
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and ease of transfer from home to hospital.
* Chervenak, Frank A., et al. "Planned home birth: the
professional responsibility response." American journal of
obstetrics and gynecology 208.1 (2013): 31-38.
** de Crespigny, Lachlan, and Julian Savulescu. "Homebirth
and the future child." Journal of medical ethics (2014):
medethics-2012.
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Our comments are as follows……

Thank you for your comments.

“Salford CCG commissions a Freestanding midwife-led unit
(FMU) locally which is staffed all the time but with activity levels
of around 250 births / year since its inception. Our contractual
model dictates that we cover our provider’s costs for the unit,
outside of the national tariff system, and in this context each
birth costs around £5,000-6,000 at this level of activity and when
factoring in premises costs. This figure must be compared to the
national tariff for a normal birth of around £1,000.
Salford wish to comment that the contractual model employed,
and the providers appetite for absorbing the risk of lower than
expected performance, have a great bearing on the costeffectiveness of FMUs. At an individual CCG level, in this case
with a registered population of 240,000, the case for
commissioning an FMU can appear a weak one without robust
evidence of high local demand. Discussions with our local
providers have indicated that activity levels of around 1,000
births / year would be necessary to offer a fully staffed unit at
national tariff levels, and there is no evidence of that level of
demand at the CCG level in Salford.
If sufficient demand to be cost-effective in comparison with
national tariff is only indicated at a regional level, commissioning
an FMU on a larger footprint introduces issues of integrating the
FMU service model with the pathways of the potentially large
number of maternity providers in the region (e.g. there are eight
separate providers in Greater Manchester). Examples of
integration issues to consider here are: should there a lead
provider for the FMU, or should it operate on an in-reach basis
by local teams? Would local community midwifery teams refer
into an FMU just for the birth event, and then pick up postnatal
care following birth. Or would the FMU service take referrals at
booking and provide the full pathway of care, even if,
geographically, it was not a woman’s local unit. Is there a single
designated provider to receive transfers from the FMU? In
Salford’s experience these issues can be difficult to resolve in
favour of offering a women-centred model rather than a model
that suits the quite necessary clinical governance requirements
of the providers concerned. For example a regional FMU model
of care delivered from the booking visit onwards requires many
more points of interface to be defined with the woman’s local
maternity services than one that offers an intrapartum service
only.
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‘Transfer the woman to obstetric care (following the general
principles for transfer of care described in recommendations 49
– 53) if any of the following are observed at any point, unless the
risks of transfer outweigh the benefits: ‘

Thank you for your comments. We have added wording to indicate that transfer to the
obstetric unit would be for regional pain relief.

Needs re-wording - request by the woman for additional pain
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relief is stated as a reason for transfer. It needs to specify that a
request for regional pain relief requires a transfer only. Opiate
analgesia/hydrotherapy etc can all be given in a low risk setting.
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First paragraph. The GDG notes that the definition of an AMU
may vary between studies. It might additionally be useful to
comment on the variability of AMUs within England and Wales.
Units appear to vary in many ways that could affect outcomes
e.g. size, opt in vs. op out, whether situated within the same unit
as the OU with shared staff or on a separate floor/building on
the OU site with shared staff. We do not know what is the ‘best’
AMU model to improve outcomes, cost-effectiveness and
women’s experiences. This might be an area to recommend for
further research.
“No long term costs or benefits were included in the analysis.”
This is a very important point in light of my organisation’s
reservations in the previous note.
“Planned place of birth outside the obstetric unit for low risk
women in labour at term (37 – 42 weeks) is likely to be cost
saving. The impact on effectiveness in terms of adverse
perinatal outcomes is uncertain. The impact on effectiveness in
terms of maternal morbidity and normal births attained show
births planned in a setting outside the hospital result in better
outcomes.”
This is hugely important, and underlines my organisation’s
concern that the recommendations in this DG might be more
policy led than patient led. NICE says it’s “likely to be costsaving [but] impact on effectiveness of perinatal outcomes is
uncertain”.
Also, maternal morbidity measures need to include comparisons
with planned CS in order to be wholly informative for women.

Thank you for your comments. We have further text to the discussion to reflect the
impact of this variation in clinical service.

Thank you for your comment. The GDG agree that ideally long term costs should be
included in the HE analysis but this was limited by the absence of long term data.
However, it should be noted that this limitation also applies to the long term
consequences of elective CS.
Thank you for your comment. The number of adverse perinatal adverse outcomes was
small in all scenarios. For all low risk women the incidence of adverse perinatal events
was 4.3 per 1000 births. Although there is uncertainty in the effectiveness results, the
mean results show there are fewer perianal adverse outcomes for births outside of the
OU for multiparous women. The direction of the results is the same for all measures of
effectiveness for multiparous women, and this is due to fewer interventions. Therefore it
is acceptable to recommend that multiparous women be advised to give birth at home
or a MLU. Planned CS would be outside the scope of this question on birth setting.
Women can request a CS, but this obviously will take place in hospital. When
considered birth setting, the population is women who chose to attempt a vaginal
delivery. Therefore for this population, the term 'normal birth' is appropriate as the
preferred outcome will be a birth without intervention. The term 'normal birth' was
discussed at length by the GDG, but this is a common and understood term, and can
only be replaced with lengthier definition which is unlikely to be accepted. It is not the
intention of the guideline to imply that a birth with intervention is unconventional or
abnormal, and the main outcomes of interest are a healthy baby and healthy mother.

Why is NICE suddenly viewing numbers of “normal births” as
having an impact on effectiveness (also see note 46)? Some of
the language and/or style and presentation of language in this
guideline is not akin to that which might ordinarily be expected of
NICE, which is very concerning.
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“The GDG noted that the evidence showed that giving birth is
generally very safe for women and babies”
There is nothing wrong with the statement above when used in
the same context as (for example) ‘the evidence shows that
elective CS surgery is generally very safe for women and
babies’ – as this is also true, – but this is why truly informed
choice is so important, and identifies again the problem with
excluding the discussion of planned CS from this guideline –
and yet providing for discussion of home birth choice in the
NICE CS guideline CG13 (see note 5).

Thank you for your comments. However, caesarean section was not in the scope of this
guideline, and is addressed in another NICE guideline. Please see CG132
http://www.nice.org.uk/guidance/CG132
The GDG used the best available evidence that addressed the research question.

My organisation is very concerned that such assured statements
are being made largely on the back of just one piece of
research, – i.e. the evidence presented in the Birthplace study –
and especially given the published criticisms of this study (see
notes 76 & 81).
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NCT has suggestions on future research on Place of birth – see
Comments 125, 126 under Research recommendations

Thank you for your comment.
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In the second paragraph on this page, the GDG states: “…it is
difficult to interpret the results. It implies society is willing to pay
£20 000 to avoid a fractured clavicle, and willing to pay the
same amount to prevent a stillbirth.”
The incremental cost effectiveness ratios (ICER)/ net benefit
statistics estimated in the Birthplace study represent the
willingness to pay to avoid a rare but very serious poor
birth outcome that can be associated with the quality of care
received during the birth event in a planned birth setting. This is
the effectiveness measure captured in the primary outcome, and
reflected in the ICER statistic, not the individual components of
the poor birth outcome.

Thank you for your comment. It has been well explained in Birthplace study why a
composite outcome was used, and it understood that this is an important outcome to
measure when assessing place of birth. This has been made clearer in the review of the
cost-effectiveness analysis. However, it is the role of the technical team to review
economic evidence and it would be easy to suggest that interventions are cost-effective
because they have an ICER below £20,000, but it is necessary to explain that the NICE
£20,000threshold applies to a cost per QALY, we are willing to pay £20,000 to gain one
year of life in full health, and so cannot be used to interpret cost-effectiveness results
with different outcomes, a willingness to pay to avoid one poor birth outcome as listed in
the composite outcome.

Birthplace was not powered to detect differences in the
individual components of the composite outcome measure; the
composite measure incorporated pooled outcomes of different
levels of severity because of insufficient power to detect
differences in rare outcomes. ICERs are estimated for this one
component ‘group’ of rare but serious outcomes only. It can be
said that the individual components were not attributed a
weighting, but one cannot ‘trade’ the components of the primary
outcome that were used to estimate the Cost-Effectiveness
Acceptability Curve (CEAC) which was based on the combined
primary outcome measure.
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“the GDG felt it imperative that women be given a choice of all
birth settings and”
Please add: “given a choice of all birth settings and birth
types/modes”.

Thank you for your comments. Place of birth was prioritised for this guideline update,
however mode of birth was not. Please see scope in appendix B
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The guidance refers to development of a decision aid for
planning place of birth, and the research recommendation is
welcome. However the tables provided in both the full and NICE
guidelines, whilst helpful, do not in themselves constitute a
decision aid, but are rather one way of presenting outcomes
data in numerical terms that may help underpin discussions
between clinicians and women. This format may not be useful to
some women, and a range of approaches, including providing
absolute as well as relative risks and using visual aids to support
discussions is needed – this would better reflect NICE Patient
experience in adult NHS services Clinical Guidelines CG138.

Thank you for your comments. Appendix L contains a decision aid for place of birth
produced by the GDG.
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In their systematic review of decision aids in maternity care,
Dugas et al 2012 doi:10.1016/j.socscimed.2012.01.041 identify
aspects of decision aids and recommend decision analysis tools
where possible, which include exploration of individual beliefs
and preference alongside consideration of risks and benefits for
different outcomes and alternative care models.
NCT welcomes the GDG’s decision aid:

Thank you for your comments.

The group developed a decision-aid as an example of how this
information (on choice of place of birth) might be presented to
women in a format that facilitates discussion between the
woman and the midwife and which the woman can use for future
reference and as a basis for ongoing discussions.
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NCT agrees with the decision taken by the GDG to base

Thank you for your comment

‘… the conclusions that inform the recommendations … on a
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synthesis of findings from all studies reviewed, (but that) the
data included in the recommendations are drawn largely from
Birthplace UK (2011).
We do not feel that inclusion of Blix 2012 data are especially
helpful in the short NICE version, though arguably
acceptable/useful to include some outcomes for home birth and
birth in an obstetric unit in Appendix M.
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“3. Explain that this is because the rate of interventions is lower
and the outcome for the baby is no different compared with an
obstetric unit.”
My organisation disputes the accuracy of this statement when
the OU comparison includes planned/elective CS as well as
PVD (e.g. see Dahlgren et al study in note 83 and book
reference in note 5).

Thank you for your comments. The statement is correct and in accordance with the
evidence.

Re: “planning birth in an obstetric unit is associated with a higher
rate of interventions, such as instrumental vaginal birth,
caesarean section and episiotomy, compared with planning birth
in other settings”

Thank you for your comments. The statement is correct and in accordance with the
evidence.

This could so easily read: ‘planning a VD is associated with a
higher rate of instrumental vaginal birth, emergency caesarean
section and episiotomy, compared with planning a CS prior to
labour (or immediately after onset of labour if this begins earlier
than scheduled CS).’

Caesarean section was not in the scope of this guideline, and is addressed in another
NICE guideline. Please see CG132 http://www.nice.org.uk/guidance/CG132

Caesarean section was not in the scope of this guideline, and is addressed in another
NICE guideline. Please see CG132 http://www.nice.org.uk/guidance/CG132
Place of birth was prioritised for this guideline update, however mode of birth was not.
Please see scope in appendix B

The setting of an operating theatre in the OU has been
completely omitted from this guideline. Does NICE consider it a
possibility for this to be included either now or in the future?
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We are concerned that a strong recommendation for women to
not have their first baby at home is being made on the basis a
composite outcome, whilst many previous studies have not
shown an increase in perinatal morbidity. As the Birthplace
Study (Holowell et al 2011) report states, the use of a composite
outcome for perinatal morbidity ‘could provide misleading results
if planned place of birth affects different contributing outcomes
in different ways’.
The study also acknowledges that many other reports into
comparing home birth outcomes with other outcomes have
found that there was no increase in adverse outcome for home
birth of nulliparous women (Holowell et al 2011)– why should we
take this one study which does find a small increase as more
reliable than the other studies?
The high transfer rates for nulliparous women need to be
researched, could this be an issue, does transfer in itself present
problems?
A critical part of this long document appears on page 171,
(recommendation 6), which provides guidance on what should
be explained to pregnant women about maternal, fetal, and
neonatal outcomes vis-à-vis place of birth. The fourth bullet
under recommendation 6, addresses the obstetrician and
midwife’s professional responsibilities in counselling pregnant
women about the perinatal outcomes of place of birth.

Thank you for your comments.
Whilst the GDG acknowledged that the use of a composite outcome for perinatal
morbidity could provide misleading results if planned place of birth affects different
contributing outcomes in different ways, the GDG did not think that was plausible.
The GDG felt that the Birthplace study was generally a good quality observational
study, because it did perform adjustments for confounders, was conducted recently,
and was based in England. It was also the largest study of those reviewed by the GDG
by a large margin. It is probable that this could be the reason that the Birthplace study
found a significant increase in the risks of homebirth for nulliparous women when other
studies had not.

Thank you for your comments. The GDG do not agree with your statement. It is the role
of the health professional to provide information about the evidence regarding place of
birth and to advise accordingly. The woman is free to decide on the basis of this
information where she wishes to give birth. That decision does not have to concur with
the midwife's advice.

From the perspective of professionally responsible counselling
of pregnant women, this fourth bullet is not acceptable for three
reasons. These all relate to violations of the ethical principle of
respect for the pregnant woman’s autonomy.
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First, from a clinical perspective, Table 25 shows an
80% increase in occurrence of “serious
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Re: “The likelihood of being transferred to an obstetric unit”
This advises readers to refer to Table 26 to help inform women
about this likelihood, but the table only contains ‘most common
reasons for transfer’ with % rates, and the overall transfer rates
seem to be much lower than those published elsewhere. Isn’t
this misleading?

Thank you for your comments. The two tables which contain the transfer rates are
Table 22 and 24 and Table 26 contains the details of the reasons. There are no data
about rates of transfer. We have added the reference to Tables 22 and 24 to the
recommendations accordingly. The rates of transfer are those reported in the two
studies which were the source of the data in the tables.
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Does NICE have a specific definition or guideline for the “prompt
access” referred to here?

Thank you for your comments. We have changed 'prompt access' to 'timely'. Your point
about the difficulty in interpreting the data is well made and is reflected in the 'Linking
evidence to recommendations' section.

Table 26 shows very low % rates of transfers for epidurals but
this is from a population of women who actively chose birth
outside an OU, and these rates could be very different if/when
women are ‘advised’ to do so, possibly against their own instinct
and judgment.
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[No 9] Vital and important

Thank you for your comment.
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Recommendation 11 says “Ensure that all women giving birth
have prompt access to an obstetric unit in case they need
transfer of care for medical reasons or because they request
epidural analgesia. [new 2014]”. We have been unable to find a
definition of ‘prompt’ in the

Thank you for your comment. The GDG have revised this recommendation and
replaced 'prompt' with 'timely'.
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Thank you for your comment. The GDG reflected extensively on the wording for this
recommendation but consider that "local or neighbouring area" is the best wording.
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RCM strongly agrees with the recommendation that
“Commissioners and providers should ensure that all 4 birth
settings are available to all women” but have concerns about
the lack of clarity in describing a ‘local or neighbouring area’ .
This would be better stated as ‘in a geographical area which
ensures accessibility’.
Priority should be given to creating a training package for health
professionals in giving the appropriate information to women in
an unprejudiced way.
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“The Birthplace study concluded that giving birth outside an
obstetric unit is the optimal choice for low-risk women. This
finding should be used to restructure the way in which
information is provided, so that it is presented in a more
accurate, less risk-based way in order to support women’s
choices.”

Thank you for your comment. Place of birth was prioritised for this guideline update,
however mode of birth was not. Please see scope in appendix B

Thank you for your comment. The GDG are aware of these issues and acknowledge
your concerns. These issues will be considered by NICE’s implementation and costing
teams but tools may not be developed to address all stakeholder concerns

The Birthplace study couldn’t possibly effectively conclude that
“giving birth outside an obstetric unit is the optimal choice for
low-risk women” because it didn’t evaluate all birth types.
Planned CS for example has some excellent proven outcomes
for babies and mothers, but this was not included in the study.
The study also had some very serious flaws (see note 76) that
cannot be overlooked if this one study is going to be allowed so
much leverage by the NICE GDG.
Doesn’t NICE consider that it might be a potentially dangerous
and unethical move to use the findings of just one (widely
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criticised) study to “restructure the way in which information is
provided”?
Why does NICE support providing information to women in a
“less risk-based way” for births outside OUs, and yet for births
inside an OU (including elective CS), informing women of all
birth risks is considered an important and essential practice?
My organisation is not at all convinced that this ‘new’ approach
by NICE is to “support women’s choices”, but rather to support
and fit into a pre-determined idea of how maternity care should
be provided in this country.
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“Primary outcomes are long-term physical morbidity”

Thank you for your comments. We agree that mode of birth should be one of the
outcomes included. We have changed the text accordingly.

Suggest changing to: “Primary outcomes are infant and
maternal long-term physical morbidity…”
Re: “A large population-based observational study would
compare women’s experiences and outcomes in different birth
settings (with subgroup analysis by mode of birth)”
My organisation welcomes a large study such as this, but
making sure that the OT / operating theatre setting is included,
and that a detailed breakdown of CS type – i.e. emergency CS,
elective CS for medical reasons and elective CS on maternal
request – is included.

731

SH

National
Childbirt
h Trust

126

Full

3.2.13

173

NCT supports the research recommendations related to place of
birth, particularly Q5 as this will also help to identify what could
be improved for women giving birth in an OU setting, including
for women with more complex pregnancies.

Thanks for your comments. We have changed the text to reflect your suggestions.

2. What are the long term consequences for women and babies
of planning birth in different settings? Add as a key outcome
sense of self-efficacy.
5. What are the key components in midwifery-led settings that
result in lower intervention rates? Add as a key outcome sense
of self-efficacy.
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“This change should lead to a change in service provision in
order to meet the altered demand.”
Where is the evidence for altered demand from women? The
numbers may increase if women are coerced or forced to give
birth outside an OU, but the two are not the same, and it is
disingenuous to present them as such.

Thank you for your comments. They relate to RR3 and not RR2. We have amended the
text to improve the clarity. Women should not be forced or coerced to do anything (your
words) as these would be human rights violations which we hope you are not assuming
we are recommending.
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“Rates of normal births” is presented here as an outcome
measure. Why does NICE consider this to be an important
measure of care excellence, especially given the available
definition of ‘normal birth’?

Thank you for your comment. In fact the research recommendation also includes
intervention rates, such as caesarean section along with other outcome measures.
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Re: “Women’s experience of planned birth in different settings”
This should include data on maternal request CS if a true and
fair intrapartum comparison is to be made, and if women are to
be fully informed. Admittedly, it is rare for studies comparing
maternal request CS in OUs with home birth and MLUs to be
funded and carried out, but this doesn’t mean that comparisons
cannot be made by looking at individual studies and drawing
them together in an evidence pool.

Thank you for your comments. Women's experience of planned caesarean section was
not in the scope for this guideline update. Your point about the need for bigger studies
and better follow-up of maternal and baby health is well made. The GDG developed
research recommendations with long term implications in and hope to see more of this
kind of information in future pregnancy research and future NICE guidance
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For example: an anonymous survey of 78 first-time Australian
mothers who had requested and planned a CS birth in private
maternity hospitals found that they were highly satisfied with
their delivery, and in fact, on a scale from 1 (totally unsatisfied)
to 10 (completely satisfied), the mean score was a significantly
high 9.25.*
Similarly, in Sweden, when responses from 91 women who had
planned a CS birth with no medical indication were compared
with 266 women who had planned a vaginal birth (both groups
first-time mothers with no known complications), at two days,
and again three months after the birth, the CS group reported a
better birth experience than the vaginal group.**
In further studies in Scotland, England, Sweden, Iran, and the
United States, higher levels of satisfaction, more favourable
psychological well-being and mental health, and better physical
and emotional adaptation to motherhood have been
demonstrated following planned CS birth.***
*Stephen robson et al., “Elective Caesarean Delivery at
Maternal request: A Preliminary Study of Motivations influencing
Women’s Decision Making,” Australian and New Zealand
Journal of Obstetrics and Gynaecology 48, no. 4 (August 2008):
415–20.
**Ingela Wiklund, Gunnar Edman, and Ellika Andolf, “Cesarean
Section on Maternal request: reasons for the request, SelfEstimated health, Expectations,
Experience of Birth, and Signs of Depression among First-time
Mothers,” Acta Obstetricia et Gynecologica Scandinavica 86, no.
4 (2007): 451–56.
***W. J. Graham et al., “An investigation of Women’s
involvement in the Decision to Deliver by Caesarean Section,”
British Journal of Obstetrics and Gynaecology
106, no. 3 (March 1999): 213–20; t. A. Mould et al., “Women’s
involvement with the Decision Preceding their Caesarean
Section and their Degree of Satisfaction,”
British Journal of Obstetrics and Gynaecology 103, no. 11
(November 1996): 1074–77; E. l. ryding, K. Wijma, and B.
Wijma, “Psychological impact of Emergency
Cesarean Section in Comparison with Elective Cesarean
Section, instrumental, and Normal Vaginal Delivery,” Journal of
Psychosomatic Obstetrics and Gynaecology 19, no. 3
(September 1998): 135–44; Behnaz torkan et al., “Postnatal
Quality of life in Women after Normal Vaginal Delivery and
Caesarean Section,” BMC Pregnancy and Childbirth 9, no. 1
(2009): 4; Marianne Weiss, Jacqueline Fawcett, and Cynthia
Aber, “Adaptation, Postpartum Concerns, and learning Needs
in the First two Weeks after Caesarean Birth,” Journal of Clinical
Nursing 18, no. 21 (November 2009): 2938–48.
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Table 28 refers to one qualitative study of women’s experience
of transfer from an AMU to an OU. The qualitative study
referred to above should be included in this table. This study
also covers women’s experience of transfer from an FMU to an
OU.

Thank you for your comments. However, the study to which you refer looks at
experiences of women being transferred from FMU/AMU to OU. The current evidence
review was on women's experiences in giving birth in the different settings. We did not
have a specific review question on transfer as that stemmed from initial assessment
observations. Nevertheless, some additional points about women's experience of
transfer and reducing their anxiety has been included in the 'Linking evidence to
recommendations' section.
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Refer to Birthplace Organisational case studies
http://www.nets.nihr.ac.uk/__data/assets/pdf_file/0008/84950/F
R6-08-1604-140.pdf
and AMU study (link above) for qualitative evidence on women’s
views and experiences of birth in different settings (although
these do not measure satisfaction or sense of control). Refer to
Barkantine Study, recently published, for satisfaction with care in
a FMU compared with an OU, in addition to the studies cited.
References in comment 19.

Thank you for your comment. We are unable to include the studies you mention as
these were published after the cut-off date for the last searches undertaken for this
guideline update.
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Evidence statements no longer seem to summarise evidence in
a topic area. The new statements do not seem very helpful.

Thank you for your comment. Please see section 6.2.2 of the NICE guidelines manual
for further details on evidence statements in NICE guidelines.

There are multiple ‘evidence statements which start ‘one
study…’ In order for the statements, as drafted, is to be of
optimal value, it would be helpful for them to include the
reference
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Two papers have now been published in Midwifery giving the
results of research comparing a freestanding unit in an inner city
area of London with obstetric unit care. This focussed on
women’s views ascertained by a survey as the study was linked
to Birthplace.

Thank you for your comment. We are unable to include the studies you mention as
these were published after the cut-off date for the last searches undertaken for this
guideline update.

Survey of women's experiences of care in a new freestanding
midwifery unit in an inner city area of London, England: 1.
Methods and women's overall ratings of care.
http://dx.doi.org/10.1016/j.midw.2014.03.013
Survey of women's experiences of care in a new freestanding
midwifery unit in an inner city area of London, England: 2.
Specific aspects of care
http://dx.doi.org/10.1016/j.midw.2014.05.008
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It is very good to see qualitative evidence quoted.

Thank you for your comment.
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Table 39 indicates that women with risk factors for group B
Streptococcus should be advised to give birth in an obstetric
unit. In many parts of he UK, midwives are able (through a
patient group directive) to administer appropriate intrapartum
antibiotics to these women in alongside midwifery units.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Table 40 indicates that women who have had pre-eclampsia
requiring preterm birth in a previous pregnancy should be
advised to give birth in an obstetric unit. If, in the current
pregnancy, they remain well, normotensive and reach term, do
they really have to birth in an obstetric unit?

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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“Cone biopsy or large loop excision of the transformation zone”
is in the list of factors require individual assessment for place of
birth planning. If an otherwise low-risk woman has reached
term, what are the increased risks which necessitate individual
assessment for birth planning?
Has the recommendation to consider BMI 30-34kg/m2 at
booking as indication for individual assessment taken into
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Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
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London

consideration the finding that ‘otherwise healthy multiparous
women’ with BMI greater than 35 may have lower intrapartum
risks than previously appreciated’? Hollowell J, Pillas D, Rowe
R, Linsell L, Knight M, Brocklehurst P. The impact of maternal
obesity on intrapartum outcomes in otherwise low risk women:
secondary analysis of the Birthplace national prospective cohort
study. BJOG 2013; DOI: 10.1111/1471-0528.12437.
This will affect admission advice for alongside and freestanding
midwifery units and for home birth, so up to date guidance on
BMI would be welcome.
Table 42: Not clear why these changes have been made, where
is the evidence? Impossible to find in full guidelines, there needs
more explanation to be able to give women clear information
and rationale
Table 41 – it would be useful to have some supporting text
discussing the implications of previous cone biopsy or LLETZ
and how these may influence the place of birth.

you suggest.
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We feel that experiences (in this case of communication) not
only have the potential to cause harm if staff use poor practice
(depression /PTSD), but there is enormous potential for
enhanced positive well-being (salutogenesis)

Thank you for your comment.
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Greet women with a smile (an ideal) but definitely would not be
appropriate in every situations (if she is upset, distressed or
rude). Healthcare professionals should be able to establish the
appropriate method in which to greet people without it being
required in a national guidance on intrapartum care.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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We welcome this recommendation:

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

4.2.6.22 Encourage and help the woman to move and adopt
whatever positions she finds most comfortable throughout
labour. [2007]

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

as NCT notes that there were still no published trials on this
question.
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(also NICE 1.2, page 23) We welcome the following in
Description of included studies:

Thank you for your comment. Please see section 6.2.2 of the NICE guidelines manual
for further details on evidence statements in NICE guidelines.

4.3.3.2 Good to see that the need for continuous one to one
care during labour is seen as “an agreed quality standard
representing high quality care”.
Also
4.3.3.2 Good to see that the birthrate plus software takes into
account normal “life events” and that it can be used as a real
time process.
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NCT is concerned that the quality assessment scoring for
surveys has been used to quality assess tool development and
valuation, so the studies and reports are resultingly classified as
low quality but we think this is because they haven’t been
targeted against the correct quality standard. It would be helpful

Thank you for your comments. However, the quality of studies reported in the GRADE
tables is consistent with the NICE quality scoring system.
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to check and rectify this as appropriate.
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The introduction to this section is out of date.
Current policy includes maternity matters and the NHS Mandate,
Specifically stating that ‘every woman has a named midwife who
is responsible for ensuring she has personalised, one-to-one
care throughout pregnancy, childbirth and during the postnatal
period, including additional support for those who have a
maternal health concern’ (p17)( Department of Health. The
Mandate: A mandate from the Government to the NHS
Commissioning Board: April 2013 to March 2015. In:
Department of Health, editor: Crown Copyright, 2012).

Thank you for your comment. However, this has not been updated as part of the scope
of this guideline. As such we are not able to amend it in the way you suggest.

The overview of evidence cited in this section on team and
caseload midwifery is out of date. The Cochrane review
cited above provides the most recent overview of trials
assessing models of continuity of midwife led care.
Sandall J, Soltani H,Gates S, Shennan A, Devane D. Midwifeled continuity models versus other models of care for
childbearing women. Cochrane Database of Systematic
Reviews 2013, Issue 8. Art. No.: CD004667.21/8/13).
We welcome the following recommendation:

Thank you for your comment.

4.3.3.8 Recommendations
26. Maternity services should
 provide a model of care that supports one-to-one care in
labour and
 benchmark services and identify overstaffing or
understaffing by using workforce planning models and/or
woman-to-midwife ratios. [new 2014]
Good to see a recommendation that maternity services should
identify under/over staffing using workforce planning models.
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Evidence is clear that continuity gives more positive outcomes
and for women’s experiences.. Midwife stress is higher in
hospital based teams and hospital midwives generally ie less in
community based midwives. Why is there no recommendation to
provide community based caseloading and teams for women,
which offer good care and is less stressful for the midwives
according to the evidence? There are only recommendations for
more research?
The cost analysis is out of date.
More recent cost analyses are published in the following
sources.
Devane D BM, Begley C, Clarke M, Walsh D, Sandall J, Ryan P,
Revill P, Normand C. . Socio-economic value of the midwife: A
systematic review, meta-analysis, meta-synthesis and economic
analysis of midwife-led models of care. London: Royal College
of Midwives, 2010.
Ryan P, Revill,P., Devane,D,. Normand,C.,. An assessment of
the cost-effectiveness of midwife-led care in the United
Kingdom. Midwifery 2013;29(4):368-76.
Tracy, Sally K., et al. "Caseload midwifery compared to standard
or private obstetric care for first time mothers in a public
teaching hospital in Australia: a cross sectional study of cost and
birth outcomes." BMC pregnancy and childbirth 14.1 (2014): 46.
Support for call for more research about outcomes associated

Thank you for your comments. However, this section of the guideline was not updated.

Thank you for your comment. We agree that the cost analysis is out of date but this
part of the guideline was not updated. However, we will pass on your comment to NICE
for the safe staffing for maternity settings guideline, which is due to be published in
January 2015.

Thank you for your comment.
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The research recommendation that states the following has
been acted upon since 2007.
“There should be studies carried out to investigate the effects of
caseload midwifery (defined as one midwife providing care and
taking responsibility for a group of women from the antenatal,
through intrapartum to the postnatal period) on women, babies
and healthcare professionals, including cost-effectiveness and
long-term outcomes”.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to change it in the
way you suggest.
Please note this recommendation was amended to match current NICE wording style in
the draft guideline. As this amendment was perceived to have altered the strength of
the recommendation the wording will remain the same as the 2007 guideline.

As a result current evidence does not support the statement.
27. Do not use team midwifery (defined as a group of midwives
providing care and taking shared responsibility for a group of
women from the antenatal, through intrapartum to the postnatal
period). [2007]
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Current evidence does not support the statement
Do not use team midwifery (defined as a group of midwives
providing care and
taking shared responsibility for a group of women from the
antenatal, through
intrapartum to the postnatal period). [2007]

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to change it in the
way you suggest.
Please note this recommendation was amended to match current NICE wording style in
the draft guideline. As this amendment was perceived to have altered the strength of
the recommendation the wording will remain the same as the 2007 guideline.

Recent evidence should be considered in the guideline update,
particularly as it has potential to inform the current NHS
mandate on continuity of midwifery care. Specifically stating that
‘every woman has a named midwife who is responsible for
ensuring she has personalised, one-to-one care throughout
pregnancy, childbirth and during the postnatal period, including
additional support for those who have a maternal health
concern’ (Department of Health, 2012).
Research published since 2007 The Cochrane review on Midwife-led continuity models versus
other models of care for
Childbearing women compared midwife-led continuity models of
care with other models of care for childbearing women and their
infants included 13 trials of team and caseload midwifery
involving 16,242 women. The review concluded that most
women should be offered midwife-led continuity models of care
and women should be encouraged to ask for this option
although caution should be exercised in applying this advice to
women with substantial medical or obstetric complications.
(Sandall, 2013)
A further trial of caseload midwifery published in the Lancet
concluded that for women of any risk, caseload midwifery is safe
and cost effective (Tracy et al., 2013, Tracy et al., 2014).
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(Also NICE 1.3; p25) We welcome this introduction section and
suggest a re-order of the information to the following:

Thank you for your comment. We have revised this section accordingly.

5.1.1 Introduction
Many women, especially those having their first baby,
experience a long latent phase of labour which is usually spent
at home without the support of a healthcare professional. This
can be unsettling or upsetting for some women who often
express anxiety at the uncertainty associated with this phase.
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Women may decide to attend their chosen place of birth, or call
a midwife to their home if planning a home birth, seeking advice
and support for this stage of labour, uncertain as to whether
labour has become established. For a proportion of women this
will result in being told that labour is still in the very early stages
and that it is appropriate to return home, or remain at home
without a midwife in support. ……..
658
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Full

NICE

5.1.5.5

1.3.5

270

26

5.1.5.5 Women’s views and satisfaction with early labour
telephone assessment

Thank you for your comment. The GDG disagree with this addition, as they were aware
of how the manner of providing of services has an impact on women’s satisfaction, and
section 1.2 of the NICE guideline covers how midwives should act and behave.

We would like NICE to draw attention to the fact that the manner
of provision of service has major impact on women’s
satisfaction. So we suggest a modification to recommendation
1.3.5
1.3.5 Consider providing all women with telephone triage
assessment provided by a dedicated triage midwife, and who
offers woman-focussed care in an unhurried manner.. [new
2014]
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5.1.7

273

The recommendations on how midwives advise and inform
women are important as qualitative research shows this is
valuable but often not done well.

Thank you for your comment.
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Full
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Thank you for your comment. The recommendation now says "consider" only on the
basis of the limited quality of the evidence that was reviewed.
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5.3.2
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“Consider providing all low-risk nulliparous women with an early
assessment of labour, either:
- at home (regardless of planned place of birth) or
- in an assessment facility in her planned place of birth,
comprising one-to-one midwifery care for a minimum of 1 hour “
Replacing ‘consider’ with ‘provide…..’ here would fit more
clearly with the evidence that underpins this type of support
for women in early labour
It would be helpful to explain why hypnosis and hypnobirthing
were not included on this list.

55

Full

5.2.7.2

288

“5.2.7.2 Other considerations
The group noted that there was evidence elsewhere in the
guideline showing that labouring in water can reduce pain and
the need for analgesia (see section 8.3.4 on labouring in water).
They believed that this evidence would be directly applicable to
women in the latent phase of labour as well, and so agreed that
it was appropriate to advise women about its effectiveness in
reducing pain.”

Thank you for your comments. The recommendation for this section dealing with pain
relief not only mentions immersion in water but also breathing exercises and massage
as well as cross referring to the recommendation about regional analgesia.

Thank you for your comment. These topics were not identified as clinical areas to be
addressed in the current guideline update.

We wonder if it is inappropriate to bring evidence from pain
management in active labour to pain management in latent
phase for one intervention only. It would seem appropriate to do
for none or for all the interventions.
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Full

5.2.7.2

288

We understand there is uncertainty as to whether immersion in
water before labour is established may slow labour down but we
believe there is no good evidence on this. With this uncertainty
we suggest the following:

Thank you for your comments. The GDG felt that the current wording is satisfactory.

5.2.7.2 Other considerations
The group noted that there was evidence elsewhere in the
guideline showing that labouring in water can reduce pain and
the need for analgesia (see section 8.3.4 on labouring in water).
They believed that this evidence would be directly applicable to
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women in the latent phase of labour as well, and so agreed that
it was appropriate to inform women about its effectiveness in
reducing pain. It is possible that early immersion in water could
slow labour in the latent phase so women could be encouraged
to balance the need for pain management and the possibility
that their labour could be longer overall"
See Comments 62 for our suggested wording for women.
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Full

6.1.2

290

“Do not offer or advise aromatherapy, yoga or acupressure for
pain relief during the latent phase “
We consider that the ‘do not offer ‘is too strong a
recommendation here in the context of no evidence of harm
and when we know that many women find these techniques
helpful.
Please could you omit the words (do not offer) just put "If a
woman wants to use any of these techniques ...". As these
techniques are not shown to cause increased risk to mother or
fetus and some maternity services may wish to offer these
therapies if they have appropriately qualified staff and abide by
professional and trust guidance. These techniques may be able
to reduce intervention rates and promote normal birth, such
wording may prevent further research in these areas which
would be detrimental to maternity care in the long term.
“A key element of this is to perform a risk assessment to identify
if it is appropriate to carry on with midwife-led care or if the
woman will require obstetric-led care.”

Thank you for your comment. The GDG consider that as there is no evidence of clinical
benefit these interventions cannot be recommended for funding in the NHS.

Thank you for your comments. There was no evidence to support the use of these
modalities for pain relief so the GDG made the 'do not offer or advise' recommendation.
The GDG were of the view that unless there was evidence of clinical benefit then the
NHS could not be expected to fund these procedures

Thank you for your comments. Mode of birth, including caesarean section, is not in the
scope. Place of birth is. However, the discussion of the implications of each birth setting
recommended in the guideline will include the reference to the fact that a normal vaginal
birth is the only mode of delivery outside an OU.

This is why it is appropriate for elective CS to become part of the
conversation – because it is one of the options available in the
OU setting.
806

SH

Elective
Caesare
an

69

Full

6.1.2

290

Re: “elsewhere in the guideline there are recommendations that
some groups of women be encouraged to give birth outside of
an obstetric setting. Given this potential shift to more women
giving birth outside of a hospital…”
Again, “encouraging” and “advising” women to do this is very
different to “offering” them choice. The truth is that most women
– even those living in areas where access to homebirth and
MLU services has been well serviced – still choose to give birth
in OUs. I repeat; my organisation’s concern is that the “potential
shift” NICE describes here will be a forced and unethical one.
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6.1.2

6.1.6

290

291

There is no mention in the ‘Initial assessment at the onset of
labour’ of reading a woman’s birth plan or asking the woman
what she would like from her birth experience.
“Health economic profile - No published economic evaluations
were identified for this question.”

Thank you for your comments. The GDG were of the opinion that women should be
offered choice. However the evidence of benefit for multiparous women giving birth
outside an OU in the form of less intervention rates was sufficiently strong to 'advise'
them accordingly. For nulliparous women the GDG were of the opinion that giving birth
at home was associated with greater risks that giving birth in a MU and considered
'advise' was the appropriate verb.

Thank you for your comment. The GDG consider that "preferences’ encompasses the
birth plan. The GDG think that a birth plan may not recognise the full diversity of how
women may choose to give birth.
Thank you for your comment. However, the GDG did not prioritise this as a research
recommendation.

Are there plans to be able to include this in future? A study for
example that evaluates Initial assessment at the onset of labour,
decisions made and action taken at that time, and the actual
outcome and all associated costs?
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Full
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291

“deliberations for this topic focussed on ensuring that women
who require obstetric care are identified effectively, without
creating a large number of women who are referred to obstetric
care unnecessarily.”

Thank you for your comments. Low risk women who labour and give birth in obstetric
units have higher rates of intervention, sometimes because of need (for example,
operative delivery because of maternal exhaustion or fetal compromise) and sometimes
because of maternal request (for example. epidural use). Those interventions have

PLEASE NOTE: Comments received in the course of consultations carried out by the Institute are published in the interests of openness and transparency, and to promote understanding of how recommendations are developed. The comments are published
as a record of the submissions that the Institute has received, and are not endorsed by the Institute, its officers or advisory committees.

167 of 216

The language here is disturbing, and is reminiscent of the
language used to describe CS births by some (e.g. the
“unnecessarean”). The decisions made at this point in care can
be a matter of life and death for – and can certainly affect quality
of life of – mothers and babies. There are already arbitrary
targets in place for CS rates and ‘normal birth’ rates in hospitals
without adding or implying any kind of ‘number’ or curfew to the
women that are ‘referred’ to obstetric care in an OU.

higher rates of complications than spontaneous vaginal deliveries. So the GDG
reasoned that women who give birth in an obstetric unit should be there because of a
need and not by default which has been the historical norm. A woman who does not
need the resources that an obstetric unit provides could be argued to be there
'unnecessarily'.

The politics of birth – and any kind of power struggle between
the % ratio of births attended by midwives and doctors - should
be entirely absent from NICE documentation and deliberations.
My organisation suggests that the sentence above should end at
the words “identified effectively”.
Offering all women a vaginal examination when they ‘appear’ to
be in established labour when there is no evidence just opinion,
seems to undermine the professionals’ skills to offer VE when
appropriate to the woman and her situation. Although the
wording is ‘offer’, women could find it difficult to refuse. It is an
intervention that may be difficult for many women and we should
seek to minimise its use unless there is evidence it improves
outcomes.
The evidence suggests that VE are not accurate and do not
offer predictive value
“The group was disappointed that no published papers were
available which specifically addressed the evaluation or
validation of protocols for initial assessment.”
This is concerning given the quote in note 71 above. If NICE has
been unable to source papers on this topic, including those that
evaluate the long-term outcomes of decisions made at initial
assessment, how can the GDG be in a position to recommend
keeping ‘unnecessary’ referrals to OUs to a minimum?

Thank you for your comments. This particular section of the guideline relates to the
Initial Assessment of women in labour. The GDG were unable to find any evidence
about the value of any observations at this point and therefore undertook a consensus
approach to current practice. However, recommendation 1.4.1 in the NICE guideline
does emphasise the importance of listening to the woman and taking into account her
emotional and psychological needs. Furthermore, recommendation 1.4.2 in the NICE
guideline says that a vaginal assessment is not always necessary and that the woman's
views must be considered.

292

Women’s experience of transfer – how to minimise anxiety.
Continued care from midwife. See Rowe et al, 2012

6.1.8.4
5

293

It would be more appropriate to change ‘offer’ to ‘Discuss the
role of vaginal examination …. ‘ ‘in the context of the lack of an
evidence base for vaginal examinations in labour.

6.1.8

293

44. “When performing an initial assessment of a woman in
labour, listen to her story and take into account her emotional
and psychological needs.”
This is an excellent recommendation.

Thank you for your comments. This study looks at experiences of women being
transferred from FMU/AMU to OU. The current evidence review was on women's
experiences in giving birth in the different settings. We did not have a specific review
question on transfer as that stemmed from initial assessment observations.
Nevertheless some additional points about women's experience of transfer has been
included in the 'Linking evidence to recommendations' section.
Thank you for your comment. As the text for this section makes clear, there were no
published studies about what should constitute the initial assessment of the woman.
Thus the GDG opted to look at examples of 'good practice' and to produce a composite
list of the components of the initial assessment. So you are correct that the
recommendation to consider a vaginal examination was not based on published
evidence, but neither were any of the other observations in the list in recommendation
you mention.
Thank you for your comment. The GDG consider that this is implicit in listening to her
story and taking her needs into account.
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Full

6.1.8

294
293

46. “If none of these are observed, continue under midwife care”
Suggest adding to the above: “unless the woman requests
transfer to an OU”.
Offer a vaginal examination if the woman appears to be in
established labour. [new 2014]
There is no evidence that this is beneficial and improves

Thank you for your comments. Given the rationale underpinning the place of birth
recommendations is based on the woman's risks and needs then the initial assessment
section, in the absence of any publications, was developed by the GDG on the
pragmatic basis of considering an individual woman's risks and needs in relation to
resources available in different place of birth.

Thank you for your comments. This particular section of the guideline relates to the
Initial Assessment of women in labour. The GDG were unable to find any evidence
about the value of any observations at this point and therefore undertook a consensus
approach to current practice. However, recommendation 1.4.1 in the NICE guideline
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outcomes (Downe 2013) and there are other ways of assessing
if women are in labour. We think this should state, consider the
woman’s behaviour, history e.g. parity, how quick her last
labours were), her wishes, other signs such as purple line
(Shepherd 2010), in order to consider whether a vaginal
examination would be helpful.

does emphasise the importance of listening to the woman and taking into account her
emotional and psychological needs. Furthermore, recommendation 1.4.2 in the NICE
guideline says that a vaginal assessment is not always necessary and that the woman's
views must be considered.

Downe S, Gyte GML, Dahlen HG, Singata M. Routine vaginal
examinations for assessing progress of labour to improve
outcomes for women and babies at term. Cochrane Database of
Systematic Reviews 2013, Issue 7.
Shepherd et al. 2010. The purple line as a measure of labour
progress: a longitudinal study. BMC Pregnancy and Childbirth
2010, 10:54. http://www.biomedcentral.com/1471-2393/10/54
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Rupture of membranes at least 24 hours before the onset of
labour as a reason for transfer to obstetric care.
We wonder what the evidence is to support this
recommendation? Is this a Good Practice Point (GPP)? .If so,
we think this should be made clear to readers.

Thank you for your comments. This topic is addressed in Chapter 7 of the Full
Guideline, some of which was updated and some was not. In that chapter (section
7.1.5) the evidence is clear that the risk of infection (maternal and fetal/neonatal) is
increased with ruptured membranes beyond 24h. That is encapsulated in
recommendation 1.1.3 in the NICE guideline which reflects that evidence - 'Advise
women presenting with prelabour rupture of the membranes at term that:
 the risk of serious neonatal infection is 1%, rather than 0.5% for women with
intact membranes'.
Thank you for your comments. This recommendation relates to women who should be
referred at the onset of labour to an obstetric unit for further assessment. Women in
whom there is a suspicion of hypertension are included in that list. The values represent
the lower diagnostic thresholds defined in the NICE Hypertension in pregnancy' clinical
guideline (CG 107; 2010). The reference to continuous cardiotocography has been
removed from the recommendation.
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Full
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Page 293 states BP > 140 or > 90 as an indication for CTG
monitoring but page 372 suggest that moderate blood pressure
on its own is not an indication. The Guideline needs to be
consistent.
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The guideline recommends that women who have reported
reduced fetal movements in the previous 24 hours require
continuous cardiotocography. There is no evidence provided to
support this.

Thank you for your comments. This recommendation relates to women who should be
referred at the onset of labour to an obstetric unit for further assessment because they
may no longer be 'low-risk'. How they are managed at the obstetric unit for any of the
indications is outside the scope of the guideline. The reference to continuous
cardiotocography has been removed from the recommendation.
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Isolated significant proteinuria alone is a risk factor for adverse
perinatal outcome – if a patient has ++ protein or more even with
a normal BP – surely she needs to have PET bloods and
obstetric input and not be MLC during labour. There is a large
group of patients with placental pathology and are thus high risk
in this group.

Thank you for your comments. You did not provide any evidence or reference to
support your statement about the presence of isolated proteinuria being a risk factor for
adverse perinatal outcome. Thus it is difficult to address your concerns. However, the
GDG were aware that non-significant proteinuria during labour is not an uncommon
finding, especially if the membranes are ruptured.
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It would be more appropriate to change ‘offer’ to ‘Discuss the
role of vaginal examination …. ‘ ‘in the context of the lack of an
evidence base for vaginal examinations in labour.
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We welcome Sections 51, 52 and 53 around transfer.
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Thank you for your comments. The two parts of this recommendation need to be
considered together – ‘If there is uncertainty about whether the woman is in established
labour, a vaginal examination may be helpful after a period of assessment, but is not
always necessary. Take the woman’s wishes into account’ and ‘Offer a vaginal
examination if the woman appears to be in established labour’. We think the need to
discuss options with the woman is clear.
Thank you for your comment.

72

Full

6.18

294

Transfer the woman to obstetric care including continuous
cardiotocography, following the general principles for transfer of
care described in recommendations 49 – 53, if any of the

Thank you for your comment. The recommendation cross refers to the relevant section
(1.6) you mention.
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following are observed on initial assessment:
We are concerned that there is no evidence that continuous
CTG improves outcomes here (in 6.2.4). Is this a Good Practice
Point? If so we think this should be made clear to readers.
874

SH

417

SH

859

SH

418

SH

860

SH

149

SH

th

Huntleig
h
Healthca
re
Neighbo
urhood
Midwives
City
Universit
y

1

Full

6.2.6.5

300

Typo in 11 line of copy – “heat” instead of “heart”

Thank you for your comment. This error has been corrected in the text.

8

Full

7.1.1

302

‘New guidance expected in 2008’? Must be an error

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.

39

Full

7.1.9

307

‘If labour has not started 24 hours after rupture of the
membranes, advise the woman to give birth where there is
access to neonatal services and to stay in hospital for at least 12
hours after the birth. [2007]’
I think something about choice should be added here something
like.. when choosing where to have their baby women should be
advised that neonatal services are only available in a hospital
birthing setting and that it is recommended that their baby be
monitored for signs of infection for 12 hours after the birth.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Full
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307

This is not in line with RCOG guidance

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.
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Full

8.1

309

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Swansea
Universit
y

8

Full

8.1

309

‘There are two schools of thought around how women might
cope with the pain of labour. The first suggests that in the 21st
century there is no need to suffer unnecessarily during labour
and that effective analgesia is available and should be offered.
The second sees pain as part of the experience of birth and
advocates that women should be supported and encouraged to
‘work with the pain’ of labour.’
These two descriptors could be the other way round for a
different emphasis.
It would be useful to see the Cochrane overview of pain relief in
pregnancy (Jones et al 2013) referenced here, as it sets out the
important outcomes and summarises relevant evidence in a
single document, to avoid referring practitioners to numerous
individual studies of varying quality. The review is listed in the
appendices as excluded; however, all the trials in the review are
not cited in the guidelines (no doubt because of lack of space).

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Jones,Leanne, Othman,Mohammad, Dowswell,Therese,
Alfirevic,Zarko, Gates,Simon, Newburn,Mary, Jordan,Susan,
Lavender,Tina, Neilson,James P., Pain management for women
in labour: an overview of systematic reviews, Cochrane
Database of Systematic Reviews, -, 2013
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‘The evidence shows that immersion in water provides effective
pain relief, so encouraging the woman to get into a warm bath or
birthing pool will help reduce the pain of the first stage of labour,
and mean they are less likely to need an epidural. As far as we
know, this does not adversely affect maternal or neonatal
outcomes.’
This is not very reassuring, it might be better phrased using …
current evidence suggest that there are no adverse outcomes
for mothers or babies associated with the immersion in water
during labour. Using a bath or a birthing pool for pain relief does
not mean that the woman has to remain in it for birth unless she

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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wants to. Women can get out of the water at any time if they do
not like it or want to try another method of analgesia
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‘The little evidence available shows that they may significantly
reduce the pain and they do help many women in labour and do
not adversely affect either maternal or neonatal outcomes.’
Perhaps: Though there is currently limited evidence to prove
that breathing and relaxation techniques significantly reduce
pain, they do….

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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‘Women who choose to use acupuncture or hypnosis should be
able to, although they are not provided by the maternity unit.
The little evidence available shows that they may reduce the
pain of labour and do not appear to adversely affect either
maternal or neonatal outcomes.’
Women who choose acupuncture and or hypnosis should be
supported although these services are currently not provided by
all maternity units. Neither technique appears to adversely
affect either maternal or neonatal outcome although evidence to
support their reducing the pain of labour is currently limited.
‘Opioids such as pethidine or diamorphine are widely used and
the evidence available shows they provide poor analgesia and
can make women feel nauseous and drowsy. As pethidine
crosses the placenta, it may make the baby sleepy. This means
that the baby may suffer respiratory depression at birth and is
sleepy and reluctant to feed for several…’
There is nothing in here about the benefits of the sedative effect
on the progress of labour ?? evidence for this impact of opioid
use during labour
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“A woman’s experience of birth vary enormously..” We think this
is grammatically incorrect and that it should read:

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

“Women’s experiences of birth vary enormously..”
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This section says that opiods offer poor analegsia and affect
baby, why then go on to recommend that they are available in all
birth settings 8.6.4.1.4 P331 including home birth, where
compromised baby is not advisable?
inclusion of this point is important as qualitative studies
demonstrate poor quality of practice among professionals and
inequity in information provision.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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It needs further clarification on how the conclusion about not
using sterile water injections has been reached, when all trials
reported good pain relief with them, and most women said they
would use them again.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline. The full justification for this recommendation can
be found in the linking evidence to recommendation section, which can be found in
section 8.3.6 of the full guideline.
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317

As above (point 26), we consider that the ‘do not offer ‘ is too
strong a recommendation here in the context of no evidence of
harm and when we know that many women find these
techniques helpful

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

1

Full

8.3.7.8

318

The novel meta-analysis of RCTs (n=4) of intrapartum
acupuncture and acupressure included within the draft guideline
largely agrees with the latest Cochrane review on this topic
(Smith et al. Cochrane Database Syst Rev 2011; 7: CD009232;
n=13 RCTs) and confirms that the use of these techniques
significantly reduces epidural usage, which is of course

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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associated with adverse effects including a higher rate of
instrumental vaginal delivery. In the last 2 weeks a further RCT
has been published which further strengthens this evidence
base (Vixner et al. BMC Complement Altern Med 2014;
14(1):187). Given that the techniques appear to be safe and
have positive benefits, it would appear reasonable to offer these
treatments, especially as their supporting evidence is
comparable to or stronger than other commonly used methods
e.g. IM opiates (highlighted by the Cochrane overview of SRs –
Jones et al. 2012; Cochrane Database Syst Rev 2012; 3:
CD009234). The provision of intrapartum acupuncture is within
the scope of midwifery practice and supported by the NMC and
RCM. As a professional body, the BMAS has endorsed short
courses that train midwives to give acupuncture treatment in
labour in a highly cost-effective model (no additional staffing
costs). Acupuncture for pain relief in labour has recently been
introduced into routine care at University College London
Hospitals NHS Trust and is proving feasible (Carr et al. Pract
Midwife 2014; 17(5):10). The service has been modelled on
maternity services in countries including Sweden, Denmark and
Germany, which are providing acupuncture in 94-97% of their
maternity units. Similar services are currently being developed
at West Middlesex University Hospital and Bolton NHS
Foundation Trust in the UK. The relative absence of adverse
maternal and neonatal side-effects makes
acupuncture/acupressure a particularly attractive option to
labouring women (especially for those wishing to avoid regional
anaesthesia) and this, combined with the level 1+ evidence
supporting its use, suggests that it would be appropriate for
NICE to (at the very least) take a more neutral stance over its
provision within maternity units (such as UCLH) that have
chosen to train their midwives in the technique. Accordingly, we
respectfully suggest that the current recommendation of “do not
offer” is tempered to allow NHS trusts to introduce acupuncture
should they wish to without going against the guidelines, but
without making it mandatory for trusts which may not want to
provide such services. Therefore we request that NICE adopt a
neutral position, for example stating that it is reasonable for
trusts to provide acupuncture in labour.
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‘Do not offer acupuncture, acupressure or hypnosis, but do not
prevent women who wish to use these techniques from doing
so. [2007]’
This is definitely too strong for the evidence provided. See
comment 43.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Please could you omit the words (do not offer) just put "If a
woman wants to use...". As acupuncture & acupressure are
shown to reduce the use of pharmacological analgesia and are
not shown to increase risk to mother or fetus . Some maternity
services may wish to offer these therapies if they have
appropriately qualified staff and abide by professional and trust
guidance. Acupuncture & acupressure may thus promote normal
birth due to reduced use of pharmacological treatments. Such
wording as (do not offer) may prevent further research in these
areas which would be detrimental to maternity care in the long
term
Transcutaneous electrical nerve stimulation (TENS)
The sole evidence for this recommendation was one systematic
review of RCTs:

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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139. Carroll D, Moore RA, Tramer MR, et al. Transcutaneous
electrical nerve stimulation does not relieve labor pain: Updated
systematic review. Contemporary Reviews in Obstetrics and
Gynaecology. 1997;9(3):195–205.
This systematic review has been superseded by:
Dowswell T, Bedwell C, Lavender T, Neilson JP.
Transcutaneous electrical nerve stimulation (TENS) for pain
management in labour. Cochrane Database of Systematic
Reviews 2009, Issue 2. Art. No.: CD007214. DOI:
10.1002/14651858.CD007214.pub2.
who reached a different conclusion from the same evidence and
concluded that: “There is only limited evidence that TENS
reduces pain in labour and it does not seem to have any impact
(either positive or negative) on other outcomes for mothers or
babies. The use of TENS at home in early labour has not been
evaluated. TENS is widely available in hospital settings and
women should have the choice of using it in labour.”
Jones L, Othman M, Dowswell T, Alfirevic Z, Gates S, Newburn
M, Jordan S, Lavender T, Neilson JP. Pain management for
women in labour: an overview of systematic reviews. Cochrane
Database of Systematic Reviews 2012, Issue 3. Art. No.:
CD009234.
DOI: 10.1002/14651858.CD009234.pub2.
More recent publications also have a bearing on this:
1) Michael I. Bennett ,Nicola Hughes, Mark I. Johnson
Methodological quality in randomised controlled trials of
transcutaneous electric nerve stimulation for pain: Low
fidelity may explain negative findings
PAIN_ 152 (2011) 1226–1232
“Our hypothesis was that low fidelity in studies (bias leading to
an underestimation of treatment effects) may account for
inconclusive findings……. We identified significant sources of
potential bias in both directions in relation to study design and
implementation fidelity that have not been quantified previously.
Suboptimal dosing of TENS and inappropriate outcome
assessment were particularly prevalent weaknesses indicating
low fidelity.”
2) Ana Carolina Rodarti Pitangui, Ligia de Sousa, Flávia
Azevedo Gomes,Cristine Homsi Jorge Ferreira and Ana
Márcia Spanó Nakano.
High-frequency TENS in post-episiotomy pain relief in
primiparous puerpere: A randomized, controlled
trialjog_1824 980..987
J. Obstet. Gynaecol. Res. Vol. 38, No. 7: 980–987, July 2012
Conclusion: TENS is a safe and viable non-pharmacological
analgesic resource to be employed for pain relief postepisiotomy. The routine use of TENS post-episiotomy is
recommended.
In this study the dosage (intensity) was clearly defined in line
with the recommendations of the Bennett paper and TENS
proved effective for acute pain in the same nerves as those
generating pain in childbirth.
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There is evidence that professionals currently do not inform
women or downplay the side effects of epidural analgesia.
Although not significantly associated with CS in trials, there is a
trend in this direction and women may also be unaware of the
potential harms associated with operative birth, such as greater
incidence of PTSD and perineal damage.
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(NICE 1.9 page 36)
This is a helpful clarification:

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

“Epidural solutions contain opioids and, whatever the route of
administration, all opioids cross the placenta and in larger doses
(greater than 100 micrograms in total) may cause short-term
respiratory depression in the baby and make the baby drowsy.
[2007, amended 2014]
298
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‘Epidural solutions contain opioids and, whatever the route of
administration, all opioids cross the placenta and in larger doses
(greater than 100 micrograms in total) may cause short-term
respiratory depression in the baby and make the baby drowsy.’
[2007, amended 2014]

Thank you for your comment. The final bullet in recommendation 82 in the full guideline
has been deleted because it was inaccurate: there was no evidence reviewed in the
original guideline that supported this. It was not clear to the members of the 2014 GDG
how this information was included, especially as they were aware of evidence that it is
incorrect.

This statement should be removed from this document as it is
incorrect and may give the misleading impression that epidural
analgesia is associated with a poor neonatal outcome.
Epidural infusions containing opiates rarely result in drug
accumulation and subsequent neonatal depression
Bader AM, Fragneto R, Terui K, et al. Maternal and neonatal fentanyl and bupivacaine concentrations after
epidural infusion during labor. Anesthesia and Analgesia
1995; 81: 829–32.
Elliot RD. Continuous infusion epidural analgesia for
obstetrics: bupivacaine vs. bupivacaine–fentanyl
mixture. Canadian Journal of Anaesthesia 1991; 38:
303–10.
Fernando et al’s work confirmed that a combined spinal-epidural
-1
using intermittent boluses of fentanyl concentration of 2 μg ml
results in fentanyl levels of maternal plasma and umbilical vein
that are far below that required to cause respiratory depression
or measurable effects on neonatal outcome.
Fernando R, Bonello E, Gill P, Urquhart J, Reynolds F
and Morgan B Neonatal welfare and placental transfer
of fentanyl and bupivacaine during ambulatory
combined spinal epidural analgesia for labour.
Anaesthesia 1997; 52: 517-524
A US study cited on p348 of the Full Guideline showed an
association between the level of epidural fentanyl, neonatal
adaptive capacity scores and breast feeding at 6 weeks was
small in scale, containing only 178 patients. By contrast, the UK
COMET study randomized 1054 nulliparous women to receive
different types of epidural infusions, with and without opiate.
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They examined breast-feeding initiation and duration. All groups
had similar rates of initiating breast feeding. Epidural fentanyl
was not found to affect breast feeding. In the low dose infusion
group where the largest doses of fentanyl were given (mean of
180 mcg, SD 98), there was no evidence that fentanyl had any
effect on breast feeding.
Wilson MJA, MacArthur C, Bick D, Moore PAS and Shennan A
on behalf of the COMET Study Group UK. Epidural analgesia
and breastfeeding: a randomised controlled trial of epidural
techniques with and without fentanyl and a non-epidural
comparison group. Anaesthesia, 2010; 65: 145–153
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Use of the term ‘comply with request’ for RA is not appropriate
as it over-simplifies care; while no professional should refuse a
request, some women who have indicated preference to avoid
RA where possible may request it in the first stage of labour
where encouragement and other means to pain relief, if offered,
would have helped her to cope. Use of RA is not associated with
greater satisfaction with the birth. Indirect evidence such as
found in qualitative studies indicate the practice in supporting
women to cope with pain and in offering alternatives is currently
often poor. Qualitative research in evaluations of caseload
midwifery indicate that at key stages midwife encouragement to
the woman and other pain relief measures may offer sufficient
support, leading to greater wellbeing and satisfaction; this is not
the same thing as withholding RA from a woman.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Recommendation 93 states “Perform continuous
cardiotocography for at least 30 minutes during establishment of
regional analgesia and after administration of each further bolus
of 10ml or more [2007, amended 2014]”. Are the developers
recommending that continuous CTG monitoring is NOT required
with an epidural alone and no other risk factors? If so, can this
be made clearer please?

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Paragraph 2. A UK cross section study... EL=3 – this would
indicate a case series, not a cohort with dose-response data.
Perhaps this might be amended?
Suggest add:
The association between epidural use and reduced
breastfeeding was confirmed in a large cohort (n=44614)
(Jordan et al 2009).
Suggest: Evidence from small studies, confirmed in large
cohorts, suggests a weak association ...
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Make Preparations for Urgent Birth’ if fetal heart rate < 100 bpm
for > 3 minutes.
This is statement is only true for acute intrapartum accidents
(abruption, cord prolapse and uterine rupture) and is likely to
increase unnecessary intrapartum operative interventions if
blindly applied.
This blanket statement ‘to make preparations for delivery’ if FHR
< 100 bpm for > 3 minutes without incorporating the clinical
picture or fetal physiology is likely to increase unnecessary
emergency caesarean sections without any significant benefit
for women and their babies.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
Thank you for your comments. When there is a prolonged deceleration lasting beyond 3
minutes it is not clear whether it will recover or evolve into a sustained bradycardia. The
GDG were of the view that preparations had to be taken to assume the latter to avoid
delay in delivery if it became clear that the ‘prolonged deceleration or bradycardia’ was
not recovering after 9 minutes. The recommendation makes it clear that if the fetal heart
rate recovers in that time there is no indication to proceed with the emergency delivery.
To add the wording you suggest is not appropriate or practical. It is not always possible
to clinically diagnose a placental haemorrhage. There is already a recommendation
about implementing conservative measures which include treating uterine hypertonicity.
Evidence for the 3, 6, 9, 12 and 15 rule was not found in any of our literature searches.
Finally, your data about acid-base balance findings associated with decelerations is
very interesting but you did not provide evidence or a reference to support it. .
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Could you please consider adding’ If intrapartum accidents are
diagnosed, immediate delivery should be accomplished. If
correctable causes (uterine hyperstimulation, maternal
hypotension) are identified, immediate measures to improve
placental oxygenation should be undertaken. In the absence of
acute intrapartum accidents and after measures to improve
utero-placental circulation, it is appropriate to apply the ‘3,6,9,12
& 15 Rule’, if baseline variability prior to and during the first 3
minutes of deceleration had remained between 5-25 bpm)?

Recent Evidence (Approximately 5000 cases) has suggested
that 98% of terminal decelerations have normal acid –base
balance and only if the prolonged deceleration persists >10
minutes, then there is an increased chance of acidosis
(Reference 1). In the absence of acute accidents, if the baseline
variability prior to and during the first 3 minutes of a prolonged
deceleration is normal, there is no evidence of poor neonatal
outcomes.
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The Guideline simply states that a baseline fetal heart rate
variability of > 5bpm is normal. This is incorrect as scientific
evidence suggests that a baseline variability of > 25bpm (called
‘Saltatory Pattern’) is associated with rapidly evolving hypoxia
(especially in second stage of labour with active pushing or with
the use of oxytocin). In fact, other international guidelines
(FIGO, ACOG) provide a range of 5-25 bpm.

506

Therefore, we shall be most grateful if you could kindly consider
including a range (just like baseline heart rate) of 5-25 bpm and
state that if the baseline variability is > 25bpm in the presence of
decelerations, then immediate action should be taken to reduce
hypoxic stress (i.e. reducing or stopping oxytocin).

365

Time limits proposed for atypical variable and late decelerations
(i.e. 30 minutes and 10 minutes) should be qualified by changes
in the baseline heart rate and variability. A fetus with intrauterine
growth restriction (IUGR) may not have sufficient physiological
reserves to withstand hypoxia for 30 minutes and conversely a
term well grown fetus may withstand a longer duration of
hypoxia. Therefore, I would be grateful, if you could consider
adding’ if the baseline fetal heart rate variability is reduced, an
earlier intervention is required and conversely, if there is no
increase in the baseline fetal heart rate and/or reduction in
baseline variability, continued observation is recommended’.

Thank you for your comments. The issue of earlier intervention is addressed in
recommendation 1.10.33 in the NICE guideline: ‘Take into account that the longer, the
later and the deeper the individual decelerations, the more likely the presence of fetal
acidosis (particularly if the decelerations are accompanied by tachycardia and/or
reduced baseline variability), and take action sooner than 30 minutes if there is concern
about fetal wellbeing’.

Recommendation to take FBS in the presence of Meconium
staining of amniotic fluid
This recommendation is not only unscientific, but could result in
serious harm because meconium contains bile acids which can
alter the pH of the fetal scalp blood during FBS due to
contamination. There is scientific evidence to confirm that FBS
in the presence of meconium staining of amniotic fluid has a
very poor positive predictive value (only 17%) for intrapartum
hypoxia (Reference 2). Therefore, clinicians are likely to miss
ongoing hypoxia as FBS has a very limited value in the
presence of meconium.

Thank you for your comments. The guideline recommends that significant meconium is
an indication for CTG rather than FBS. FBS should only be considered if the CTG is not
normal. The GDG were of the view that when an FBS is undertaken, it is normal
practice to clean the fetal scalp of amniotic fluid, blood and meconium. They feel this
approaches lessens the likelihood of contamination of the sample and misleading
results.
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Thank you for your comments. However, there were no data about baseline variability
>25 bpm. This is explained and discussed in detail in the chapter. Hence there is not a
recommendation about the upper limit of the baseline variability.
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We note that the GDG has removed the previous classification
system ‘Normal, Suspicious and Pathological’. In our opinion,
and based on the opinions of the hundreds of practitioners we
train, midwives and obstetricians need a set of terminologies to
communicate the urgency of the situation (e.g. at 02:00 AM) and
it is vital to have a ‘tiered classification system’ to aid effective
communication.

506
The existing classification ‘Normal, Suspicious and Pathological’
should remain but should be aided by fetal physiology (i.e. if the
baseline fetal heart rate is stable and variability is reassuring,
continue observation’)
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Any test or intervention in clinical medicine should be based on
the principle of ‘First Do No Harm’. FBS, as scientific evidence
stands in 2014, does not have any benefits (does not reduce
instrumental vaginal births or caesarean sections and does not
improve neonatal outcomes – please see Cochrane). However,
it is associated with serious harm – in medico-legal practice,
babies who have suffered cerebral palsy as well as hemiplegia
as a direct consequence of FBS have been encountered in the
last 18 months.

We believe that the recommendation that obstetricians should
advice women that FBS will reduce caesarean sections should
be reviewed.
10.5.5.2. The procedure can help to reduce the need for further,
more serious interventions, in particular a caesarean section.

506

This statement is scientifically incorrect. In fact, scientific
evidence has concluded that FBS does not reduce caesarean
sections as well as operative vaginal births.
The most recent Cochrane Review on FBS (2013), on subgroup
analysis, has concluded that FBS actually increases forceps
deliveries.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.

Thank you for your comments. This topic is extensively reviewed in the guideline update
and the systematic review is part of the evidence considered. GRADE Table 98 in the
full guideline summarises the findings of studies comparing CTG plus FBS vs either
CTG alone or intermittent auscultation. This shows that there were significantly more
instrumental vaginal deliveries and caesarean sections in women with CTG monitoring
supported by FBS. However, set against that were the findings of lower incidence of
cord blood acidosis (significant in the Stein study), need for neonatal resuscitation
(significant in the Stein study), neonatal seizures (significant in the RCTs) and low
apgar scores (significant in the Stein study). In addition, GRADE tables 105 and 106
which report the predictive accuracy for FBS values, show very good positive predictive
values for adverse neonatal outcome with a pH <7.20 and very good positive predictive
values and moderately good negative predictive values for a FBS pH threshold of 7.10.
GRADE Table 108 shows a very good positive predictive accuracy of a FBS of <7.10
for a cord arterial pH of <7.10. Finally, GRADE Tables 107 and 109 report correlation
data. Table 107 shows a significant correlations between low FBS pH values and low
Apgar scores and Table 109 shows a good correlation between FBS pH values and
cord arterial pH values (correlation coefficient 0.76). No evidence of the serious
complications of the procedure you mention was identified in the systematic review. In
the light of the benefit in terms of neonatal outcomes when FBS is used as an adjunct to
CTG and the predictive accuracy and correlation data showing significant relationships
between low FBS values and adverse neonatal outcomes, notwithstanding the increase
risk of operative delivery, the GDG felt there was justification for recommending the use
of FBS.
Thank you for your comments. With respect to the statement about interventions
(operative vaginal births and caesarean sections), the GDG was concerned that a
majority of the population in the systematic review you reference consisted of women
with a high risk pregnancy. In addition, women with preterm pregnancy and multiple
pregnancy were also included. Because of the way the data were reported in the
individual studies, it was not possible to perform a sub-group analysis for women with a
low risk pregnancy, term pregnancy, or singleton pregnancy. Furthermore, of 13 trials
included in the systematic review none reported data for FBS as an adjunct to CTG
compared with CTG alone which was really the focus of the review question. Eight of
the included trials reported a subgroup analysis for women who had FBS as an adjunct
to CTG compared with intermittent auscultation. Given these problems, the group did
not feel that it was appropriate to consider the findings of this large systematic review
when developing their recommendations. The evidence from the other study (Stein et
al, 2006) that was reviewed (comparing women monitored with CTG and FBS
compared with those monitored with CTG alone) showed a significant reduction in the
incidence of operative deliveries. It is for these reasons the GDG recommended to
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National Guidelines need to be evidence-based to ensure the
best care for women and babies.
As part of ‘informed consent’, it should be considered that
women should be informed that current scientific evidence has
concluded that FBS does not reduce caesarean sections or
instrumental vaginal births but may be associated with rare but
potentially serious complications.
In addition, according to published data in the UK, it takes
approximately 18 minutes on average for the FBS results to be
available and this may further delay delivery, if there is ongoing
intrapartum hypoxia.
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a. Recommendations on the Use of ST-analyser (STAN)
Baby Lifeline believe that the GDG has correctly stated the
following:

506

10.8.4.2 ST analysis
There was evidence that the rate of instrumental birth for women
and admission to NICU was significantly lower for babies born to
women who received continuous CTG plus fetal ECG compared
with babies born to women who received continuous CTG only.
There was no evidence of a difference in the rate of caesarean
section, fetal and neonatal death, Apgar score < 7 at 5 minutes,
cord arterial pH < 7.05 + base deficit > 12, hypoxic ischaemic
encephalopathy and neonatal intubation for babies born to
women who received continuous EFM plus fetal CTG compared
with women who received continuous CTG only. The quality of
studies ranged from moderate to very low

inform women that ‘The procedure can help to reduce the need for further, more serious
interventions’. We have removed the reference to caesarean section.
In response to your comment about the time taken to perform an FBS and the delay in
delivery that could result, the aim of this review was to identify the average time taken
from decision to perform a fetal blood sample, to having the result. This was in order
that clinicians could take this information in to account when deciding whether or not
they should perform a fetal blood sample. In instances where a clinician was concerned
about a baby’s condition, it might be felt that 18 minutes would be too long to wait, and
thus the baby’s birth ought to be expedited sooner. In addition, the GDG were of the
view that the majority of fetal blood samples will be normal. Therefore by undertaking
the test in the majority of cases expediting the delivery and even a caesarean section
could be avoided.
Finally, regarding your comment about the recommendation about the need to consider
the time taken to perform a FBS really does apply to repeat samples. There is an
accompanying recommendation which states 'If the fetal blood sample result is normal,
offer repeat sampling no more than 1 hour later if this is still indicated by the
cardiotocograph trace, or sooner if additional concerning features are seen.'. The
intention is that the 18 minutes taken to perform the FBS should be part of that one
hour.
Thank you for your comments. The very detailed review of the evidence undertaken for
this question found no significant differences for the majority of key outcomes. In
particular the GDG noted that there were no significant differences in caesarean section
rates, severe metabolic acidosis, and neonatal encephalopathy. There were
significantly fewer operative vaginal deliveries and fewer neonatal admissions but the
impact of these in women managed with CTG+FECG compared to those managed with
CTG alone was small with 18 fewer operative deliveries per 1000 and 4 fewer neonatal
admissions per 1000 with the combined monitoring. The GDG also commented on the
poor quality of studies. The health economic base case analysis showed that whilst
CTG+ECG is more cost effective, CTG alone results in more QALY gains. This finding
together with the results of the two sensitivity analyses clearly demonstrated that there
is a high degree of uncertainty in the health economic analysis. In the light of these
observations, the GDG felt that recommending the use of ECG in conjunction with CTG
is not justified at this time.

Meta-analysis of 5 randomised controlled trials on ST-Analyser
have indeed concluded that STAN reduces neonatal admissions
as well as operative vaginal delivery rates. In fact, the most
recent meta-analysis has reported a significant reduction in
neonatal metabolic acidosis with the use of STAN.
However, NICE GDG did not recommend the use of STAN for
intrapartum fetal monitoring purely because it very unfortunately,
considered different outcome measures to evaluate STAN, as it
is stated:

10.8.7.1 Relative value placed on the outcomes considered
For this review, the GDG prioritised the outcomes of mode of
birth and neonatal encephalopathy. These were felt to be
both clinically significant and mode of birth also important for the
woman’s experience of labour and birth. The group did not feel
that it was appropriate to identify “the need for use of fetal blood
sampling” as a priority outcome because the need for fetal blood
sampling is reduced when fetal electrocardiogram (ECG) is used
according to the STAN protocol.
As you are aware, FBS and STAN are both additional tests of
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fetal wellbeing that have been introduced to reduce the false
positive rate of CTG.
i.

Why did the GDG then recommend FBS when there
is no scientific evidence that it reduces caesarean
sections, operative deliveries or neonatal outcomes
but then did not recommend STAN after stating
correctly that based on Meta-Analysis of
randomised controlled trials and Cochrane Review
that STAN reduces the rate of instrumental
vaginal deliveries as well as admission to the
neonatal unit (10.8.4.2)?

ii.

Why did the GDG ‘prioritise’ ‘neonatal
encephalopathy’ and ‘caesarean sections’ as
outcome measures for STAN whereas
recommended FBS even though it did not reduce
any of these outcomes?

iii.

We shall be most obliged, if the GDG uses the
same outcome measures to assess both FBS and
STAN as these are both additional tests of fetal
wellbeing –it is not acceptable that, despite
evidence of significant reduction in operative vaginal
births and admission to NNU, a rare outcome such
as neonatal encephalopathy has been used to
discredit STAN whilst FBS is recommended without
any scientific evidence of benefit.

If the NICE GDG considers neonatal encephalopathy and
caesarean section as the only outcome measures, then FBS
should not be recommended as well as there is no scientific
evidence that reduces the above.
Why was reduction in operative vaginal births and reduction in
admission to neonatal unit with STAN not considered? Aren’t
these important to mothers, babies and healthcare economy?
Current scientific evidence does not support the use of FBS to
reduce operative deliveries but confirms that STAN reduces
both operative vaginal births and admission to neonatal units.

iv.
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STAN has been used at St George’s Healthcare
NHS Trust since 2002 at St George’s and they have
reported the lowest emergency c.section rate in
London (6-8.9%), which is also half the National
Average and we also have the lowest reported
Hypoxic Ischaemic Encephalopathy (HIE) in the UK
(1.01/1000 vs 1.9/1000) and they have stopped
doing FBS 5 years ago based on Cochrane Review
in 2008. Their outcomes presented at the COGI
Conference in Vienna are attached (Appendix 7).

In fact, the most recent meta-analysis has reported a significant
reduction in neonatal metabolic acidosis with the use of STAN
(Reference 8).
We are surprised that the Cochrane review (Alfirevic 2013) was
not used as a basis for the evidence on continuous CTG vs IA,
as there is a subgroup analysis on women at low risk of
complications (the NICE systematic review is of a population of

Thank you for your comment. There was insufficient detail about risk status of women in
the Cochrane review (Alfirevic 2013), therefore all included studies were accessed in
full text and appraised for inclusion individually.
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women where there is a mix of women at low and increased risk
of complications). We understand that data on additional
outcomes would be required if using the Cochrane review
subgroup analysis as a basis.
Alfirevic Z, Devane D, Gyte GML. Continuous cardiotocography
(CTG) as a form of electronic fetal monitoring (EFM) for fetal
assessment during labour. Cochrane Database of Systematic
Reviews 2013, Issue 5.
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The Guideline simply states that a baseline fetal heart rate
variability of > 5bpm is normal. This is incorrect as scientific
evidence suggests that a baseline variability of > 25bpm (called
‘Saltatory Pattern’) is associated with rapidly evolving hypoxia
(especially in second stage of labour with active pushing or with
the use of oxytocin). In fact, other international guidelines
(FIGO, ACOG) provide a range of 5-25 bpm.

Thank you for your comments. However, there were no data about baseline variability
>25 bpm. This is explained and discussed in detail in the chapter. Hence there is not a
recommendation about the upper limit of the baseline variability.

Therefore, we shall be most grateful if you could kindly consider
including a range (just like baseline heart rate) of 5-25 bpm and
state that if the baseline variability is > 25bpm in the presence of
decelerations, then immediate action should be taken to reduce
hypoxic stress (i.e. reducing or stopping oxytocin).
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Time limits proposed for atypical variable and late decelerations
(i.e. 30 minutes and 10 minutes) should be qualified by changes
in the baseline heart rate and variability. A fetus with intrauterine
growth restriction (IUGR) may not have sufficient physiological
reserves to withstand hypoxia for 30 minutes and conversely a
term well grown fetus may withstand a longer duration of
hypoxia. Therefore, I would be grateful, if you could consider
adding’ if the baseline fetal heart rate variability is reduced, an
earlier intervention is required and conversely, if there is no
increase in the baseline fetal heart rate and/or reduction in
baseline variability, continued observation is recommended’.

Thank you for your comments. The issue of earlier intervention is addressed in the
following recommendation: ‘Take into account that the longer, the later and the deeper
the individual decelerations, the more likely the presence of fetal acidosis (particularly if
the decelerations are accompanied by tachycardia and/or reduced baseline variability),
and take action sooner than 30 minutes if there is concern about fetal wellbeing’.
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Make Preparations for Urgent Birth’ if fetal heart rate < 100
bpm for > 3 minutes.

Thank you for your comments. The issue of earlier intervention is addressed in the
following recommendation: ‘Take into account that the longer, the later and the deeper
the individual decelerations, the more likely the presence of fetal acidosis (particularly if
the decelerations are accompanied by tachycardia and/or reduced baseline variability),
and take action sooner than 30 minutes if there is concern about fetal wellbeing’.

This is statement is only true for acute intrapartum accidents
(abruption, cord prolapse and uterine rupture) and is likely to
increase unnecessary intrapartum operative interventions if
blindly applied.
This blanket statement ‘to make preparations for delivery’ if FHR
< 100 bpm for > 3 minutes without incorporating the clinical
picture or fetal physiology is likely to increase unnecessary
emergency caesarean sections without any significant benefit
for women and their babies.
Could you please consider adding’ If intrapartum accidents are
diagnosed, immediate delivery should be accomplished. If
correctable causes (uterine hyperstimulation, maternal
hypotension) are identified, immediate measures to improve
placental oxygenation should be undertaken. In the absence of
acute intrapartum accidents and after measures to improve
utero-placental circulation, it is appropriate to apply the ‘3,6,9,12
& 15 Rule’, if baseline variability prior to and during the first 3
minutes of deceleration had remained between 5-25 bpm)?
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Recent Evidence (Approximately 5000 cases) has suggested
that 98% of terminal decelerations have normal acid –base
balance and only if the prolonged deceleration persists >10
minutes, then there is an increased chance of acidosis
(Reference 1). In the absence of acute accidents, if the baseline
variability prior to and during the first 3 minutes of a prolonged
deceleration is normal, there is no evidence of poor neonatal
outcomes.
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Recommendation to take FBS in the presence of Meconium
staining of amniotic fluid
This recommendation is not only unscientific, but also, in our
opinion, could result in serious harm because meconium
contains bile acids which can alter the pH of the fetal scalp
blood during FBS due to contamination. There is scientific
evidence to confirm that FBS in the presence of meconium
staining of amniotic fluid has a very poor positive predictive
value (only 17%) for intrapartum hypoxia (Reference 2).
Therefore, clinicians are likely to miss ongoing hypoxia as FBS
has a very limited value in the presence of meconium.

Thank you for your comments. The guideline recommends that significant meconium is
an indication for CTG rather than FBS. FBS should only be considered if the CTG is not
normal. The GDG were of the view that when an FBS is undertaken, it is normal
practice to clean the fetal scalp of amniotic fluid, blood and meconium. They feel this
approaches lessens the likelihood of contamination of the sample and misleading
results.
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We note that the GDG has removed the previous classification
system ‘Normal, Suspicious and Pathological’. In our opinion,
midwives and obstetricians need a set of terminologies to
communicate the urgency of the situation (e.g. at 02:00 AM) and
it is vital to have a ‘tiered classification system’ to aid effective
communication. I am one of the 3-member International Expert
Panel currently involved in revising the International Federation
of Gynaecology and Obstetrics (FIGO) Guidelines on CTG and
we have moved away from earlier FIGO Classification (Normal,
Intermediary and Abnormal) to Normal, Suspicious and
Pathological in line with NICE to avoid confusion. Therefore, I
was a bit surprised to find that NICE does not recommend its
earlier the 3-tier classification of CTG but simply states ‘Normal’
and ‘Uncertain’. Could you please review this?

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:

In our opinion, the existing classification ‘Normal, Suspicious
and Pathological’ should remain but should be aided by fetal
physiology (i.e. if the baseline fetal heart rate is stable and
variability is reassuring, continue observation’)
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1. Additional Tests of Fetal Wellbeing
We have serious concerns about the analysis of evidence,
recommendations made purely based on the clinical experience
of few obstetricians on the Guideline Development Group (GDG)
for UK-wide practice and the serious threats to patient safety as
a result of these non-evidenced based, personal opinion-centred
recommendations, contravening the principles of evidencebased practice.
Whilst we fully admire and respect eminent obstetricians in the
GDG, we need to point out our duty of care to women and
babies with regard to principles of ‘First do No Harm’ and ‘Duty
of Candour’
b. Fetal Scalp Blood Sampling (FBS)
Contrary to what was previously believed by some very senior

the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.
Thank you for your comments. This topic is extensively reviewed in the guideline update
and the systematic review is part of the evidence considered. GRADE Table 98 in the
full guideline summarises the findings of studies comparing CTG plus FBS vs either
CTG alone or intermittent auscultation. This shows that there were significantly more
instrumental vaginal deliveries and caesarean sections in women with CTG monitoring
supported by FBS. However, set against that were the findings of lower incidence of
cord blood acidosis (significant in the Stein study), need for neonatal resuscitation
(significant in the Stein study), neonatal seizures (significant in the RCTs) and low
apgar scores (significant in the Stein study). In addition, GRADE tables 105 and 106
which report the predictive accuracy for FBS values, show very good positive predictive
values for adverse neonatal outcome with a pH <7.20 and very good positive predictive
values and moderately good negative predictive values for a FBS pH threshold of 7.10.
GRADE Table 108 shows a very good positive predictive accuracy of a FBS of <7.10
for a cord arterial pH of <7.10. Finally, GRADE Tables 107 and 109 report correlation
data. Table 107 shows a significant correlations between low FBS pH values and low
Apgar scores and Table 109 shows a good correlation between FBS pH values and
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obstetricians, it is now very clear that FBS does not reduce
Caesarean section rate, instrumental vaginal delivery rate nor
does it improve any neonatal outcome. It was developed in
Germany prior to commercial availability of CTG machines and
the ‘normal’ values were obtained by stabbing only 77 babies. It
is a useless test because it looks for acidosis in a peripheral
tissue (i.e. skin of the fetal scalp) and the results are affected by
amniotic fluid (alkaline and neutralises the acid), meconium
(acidic) and site of the scalp puncture. Moreover, a fetus would
divert all oxygenated blood from a non-essential organ like the
scalp to supply its central organs when exposed to hypoxic
stress and therefore, it is physiologically ‘nonsensical’ to test for
acid-base balance in a peripheral tissue. It is for this reason that
only an arterial blood sample (ABG) is used in adults for pH
estimation and not a venous or a capillary sample

cord arterial pH values (correlation coefficient 0.76). No evidence of the serious
complications of the procedure you mention was identified in the systematic review. In
the light of the benefit in terms of neonatal outcomes when FBS is used as an adjunct to
CTG and the predictive accuracy and correlation data showing significant relationships
between low FBS values and adverse neonatal outcomes, notwithstanding the increase
risk of operative delivery, the GDG felt there was justification for recommending the use
of FBS. We feel that the recommendations embody the principles to which you refer.

Both Cochrane Systematic Reviews in 2008 (Reference 3) and
2013 (Reference 4) have concluded that FBS does not reduce
caesarean section rate and FBS does not improve perinatal
outcomes.

In the light of the above evidence, how could NICE GDG state
the following?:
10.5.1.6.3.
Although the group recognised that the quality
of the evidence for all of these outcomes was very low, they felt
that the findings matched their clinical experience. They agreed
that FBS as an adjunctive test helps clinicians to identify
those babies where additional intervention may be required,
and thereby reduces the rates or poor neonatal outcomes
whilst at the same time reducing the number of women
receiving unnecessary interventions.

We fully respect individual clinical opinions and we have no
objections if 4 or 5 obstetricians in the GDG wish to continue
performing FBS in their local obstetric units because it ‘matched
their experience’, despite no scientific evidence of benefit.

However, as a premier Teaching Hospital in London, our aim is
to always provide the very best, evidence-based care to our
patients. Therefore, we are sure that you will agree that it is very
unfair for NICE GDG to recommend that we should continue
performing a historical, outdated test that does not withstand
any scientific or logical scrutiny, purely because of personal
clinical experience of a handful of obstetricians in the GDG.
This is against the principles of ‘First do No Harm’
We shall be most grateful, if you could kindly state in the
Guideline that ‘based on systematic reviews, currently there
is no scientific evidence to support that FBS reduces
operative delivery or improves neonatal outcomes’
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Any test or intervention in clinical medicine should be based on
the principle of ‘First Do No Harm’. FBS, as scientific evidence

Thank you for your comments. This topic is extensively reviewed in the guideline update
and the systematic review is part of the evidence considered. GRADE Table 98 in the
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stands in 2014, does not have any benefits (does not reduce
instrumental vaginal births or caesarean sections and does not
improve neonatal outcomes – please see Cochrane). However,
it is associated with serious harm – in medico-legal practice,
babies who have suffered cerebral palsy as well as hemiplegia
as a direct consequence of FBS have been encountered in the
last 18 months.
We have attached a Review on complications of FBS that even
includes leakage of cerebral spinal fluid (CSF) after FBS
(Reference 5).
It is clear that this historical test not only has no benefits but can
also cause serious harm to babies and therefore, in our opinion,
FBS can no longer be recommended for UK-wide clinical
practice purely based on clinical experience of a handful of
obstetricians in the GDG.
We have attached a commentary on FBS that has been recently
published in the BJOG for your information (Reference 6).
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We were both shocked and disappointed by the statement by
the NICE GDG (below) that obstetricians should advice women
that FBS will reduce caesarean sections.
10.5.5.2. The procedure can help to reduce the need for
further, more serious interventions, in particular a
caesarean section.

This statement is not only totally scientifically incorrect, but also,
in our opinion, forces obstetricians to be dishonest as there is
no scientific evidence to support this statement. In fact scientific
evidence has concluded that FBS does not reduce caesarean
sections as well as operative vaginal births.
In our opinion, as obstetricians, we will be breaching our ‘Duty of
Candour’ by effectively telling a lie to women that this historical,
outdated test reduces caesarean sections when we are fully
aware, based on repeated Cochrane Reviews, that it does not
actually do so. In fact, the most recent Cochrane Review on
FBS (2013), on subgroup analysis, has concluded that FBS
actually increases forceps deliveries.

We shall be most grateful, if you could very kindly consider
removing the above advice to avoid obstetricians in the UK
facing the GMC for breach of Duty of Candour as this would be
considered as lying to our patients.
How could a National Guideline promote lack of honesty and
force obstetricians to effectively lie to their patients that ‘FBS
reduces caesarean sections’ when the systematic reviews of
scientific evidence on FBS have repeatedly concluded that it
does not actually do so?
National Guidelines need to be evidence-based to ensure the
best care for women and babies and should not be influenced
by personal clinical experience of a 3-4 obstetricians in the
Guideline Development Group.

full guideline summarises the findings of studies comparing CTG plus FBS vs either
CTG alone or intermittent auscultation. This shows that there were significantly more
instrumental vaginal deliveries and caesarean sections in women with CTG monitoring
supported by FBS. However, set against that were the findings of lower incidence of
cord blood acidosis (significant in the Stein study), need for neonatal resuscitation
(significant in the Stein study), neonatal seizures (significant in the RCTs) and low
apgar scores (significant in the Stein study). In addition, GRADE tables 105 and 106
which report the predictive accuracy for FBS values, show very good positive predictive
values for adverse neonatal outcome with a pH <7.20 and very good positive predictive
values and moderately good negative predictive values for a FBS pH threshold of 7.10.
GRADE Table 108 shows a very good positive predictive accuracy of a FBS of <7.10
for a cord arterial pH of <7.10. Finally, GRADE Tables 107 and 109 report correlation
data. Table 107 shows a significant correlations between low FBS pH values and low
Apgar scores and Table 109 shows a good correlation between FBS pH values and
cord arterial pH values (correlation coefficient 0.76). No evidence of the serious
complications of the procedure you mention was identified in the systematic review. In
the light of the benefit in terms of neonatal outcomes when FBS is used as an adjunct to
CTG and the predictive accuracy and correlation data showing significant relationships
between low FBS values and adverse neonatal outcomes, notwithstanding the increase
risk of operative delivery, the GDG felt there was justification for recommending the use
of FBS.
Thank you for your comments. With respect to the statement about interventions
(operative vaginal births and caesarean sections), the GDG was concerned that a
majority of the population in the systematic review you reference consisted of women
with a high risk pregnancy. In addition, women with preterm pregnancy and multiple
pregnancy were also included. Because of the way the data were reported in the
individual studies, it was not possible to perform a sub-group analysis for women with a
low risk pregnancy, term pregnancy, or singleton pregnancy. Furthermore, of 13 trials
included in the systematic review none reported data for FBS as an adjunct to CTG
compared with CTG alone which was really the focus of the review question. Eight of
the included trials reported a subgroup analysis for women who had FBS as an adjunct
to CTG compared with intermittent auscultation. Given these problems, the group did
not feel that it was appropriate to consider the findings of this large systematic review
when developing their recommendations. The evidence from the other study (Stein et
al, 2006) that was reviewed (comparing women monitored with CTG and FBS
compared with those monitored with CTG alone) showed a significant reduction in the
incidence of operative deliveries. It is for these reasons the GDG recommended to
inform women that ‘The procedure can help to reduce the need for further, more serious
interventions’. We have removed the reference to caesarean section.
In response to your comment about the time taken to perform an FBS and the delay in
delivery that could result, the aim of this review was to identify the average time taken
from decision to perform a fetal blood sample, to having the result. This was in order
that clinicians could take this information in to account when deciding whether or not
they should perform a fetal blood sample. In instances where a clinician was concerned
about a baby’s condition, it might be felt that 18 minutes would be too long to wait, and
thus the baby’s birth ought to be expedited sooner. In addition, the GDG were of the
view that the majority of fetal blood samples will be normal. Therefore by undertaking
the test in the majority of cases expediting the delivery and even a caesarean section
could be avoided.
Finally, regarding your comment about the recommendation about the need to consider
the time taken to perform a FBS really does apply to repeat samples. There is an
accompanying recommendation which states 'If the fetal blood sample result is normal,
offer repeat sampling no more than 1 hour later if this is still indicated by the
cardiotocograph trace, or sooner if additional concerning features are seen.'. The
intention is that the 18 minutes taken to perform the FBS should be part of that one
hour.
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In our opinion, as a part of ‘informed consent’ we should be
honest and women should be informed that current scientific
evidence has concluded that FBS does not reduce caesarean
sections or instrumental vaginal births but may be associated
with rare but potentially serious complications.

In addition, according to published data in the UK, it takes
approximately 18 minutes on average for the FBS results to be
available and this may further delay delivery, if there is ongoing
intrapartum hypoxia. We are sure you will agree that we should
allow a woman to make an informed decision based on current
scientific evidence instead of not only hiding the truth but also
actively telling a lie that FBS would reduce the need for a
caesarean section purely based on the clinical experience of a
handful of obstetricians in GDG.
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c. Recommendations on the Use of ST-analyser
(STAN)
In our opinion, the GDG has correctly stated the following:
10.8.4.2 ST analysis
There was evidence that the rate of instrumental birth for
women and admission to NICU was significantly lower for
babies born to women who received continuous CTG plus
fetal ECG compared with babies born to women who
received continuous CTG only. There was no evidence of a
difference in the rate of caesarean section, fetal and neonatal
death, Apgar score < 7 at 5 minutes, cord arterial pH < 7.05 +
base deficit > 12, hypoxic ischaemic encephalopathy and
neonatal intubation for babies born to women who received
continuous EFM plus fetal CTG compared with women who
received continuous CTG only. The quality of studies ranged
from moderate to very low

Thank you for your comments. Regarding FECG, the very detailed review of the
evidence undertaken for this question found no significant differences for the majority of
key outcomes. In particular the GDG noted that there were no significant differences in
caesarean section rates, severe metabolic acidosis, and neonatal encephalopathy.
There were significantly fewer operative vaginal deliveries and fewer neonatal
admissions but the impact of these in women managed with CTG+FECG compared to
those managed with CTG alone was small with 18 fewer operative deliveries per 1000
and 4 fewer neonatal admissions per 1000 with the combined monitoring. The GDG
also commented on the poor quality of studies. The health economic base case
analysis showed that whilst CTG+ECG is more cost effective, CTG alone results in
more QALY gains. This finding together with the results of the two sensitivity analyses
clearly demonstrated that there is a high degree of uncertainty in the health economic
analysis. In the light of these observations, the GDG felt that recommending the use of
ECG in conjunction with CTG is not justified at this time.

Finally, regarding your personal experience, you have not supplied a peer reviewed
publication of the evidence you quote. We cannot comment on anecdotal data.

Meta-analysis of 5 randomised controlled trials on ST-Analyser
have indeed concluded that STAN reduces neonatal admissions
as well as operative vaginal delivery rates. In fact, the most
recent meta-analysis has reported a significant reduction in
neonatal metabolic acidosis with the use of STAN.

However, NICE GDG did not recommend the use of STAN for
intrapartum fetal monitoring purely because it very unfortunately,
considered different outcome measures to evaluate STAN, as it
is stated:

10.8.7.1 Relative value placed on the outcomes considered
For this review, the GDG prioritised the outcomes of mode of
birth and neonatal encephalopathy. These were felt to be
both clinically significant and mode of birth also important for the
woman’s experience of labour and birth. The group did not feel
that it was appropriate to identify “the need for use of fetal blood
sampling” as a priority outcome because the need for fetal blood
sampling is reduced when fetal electrocardiogram (ECG) is used
according to the STAN protocol.
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As you are aware, FBS and STAN are both additional tests of
fetal wellbeing that have been introduced to reduce the false
positive rate of CTG.
v.

Why did the GDG then recommend FBS when there
is no scientific evidence that it reduces caesarean
sections, operative deliveries or neonatal outcomes
but then did not recommend STAN after stating
correctly that based on Meta-Analysis of
randomised controlled trials and Cochrane Review
that STAN reduces the rate of instrumental
vaginal deliveries as well as admission to the
neonatal unit (10.8.4.2)?

vi.

Why did the GDG ‘prioritise’ ‘neonatal
encephalopathy’ and ‘caesarean sections’ as
outcome measures for STAN whereas
recommended FBS even though it did not reduce
any of these outcomes?

vii.

We shall be most obliged, if the GDG uses the
same outcome measures to assess both FBS and
STAN as these are both additional tests of fetal
wellbeing –it is not acceptable that, despite
evidence of significant reduction in operative vaginal
births and admission to NNU, a rare outcome such
as neonatal encephalopathy has been used to
discredit STAN whilst FBS is recommended without
any scientific evidence of benefit.
If the NICE GDG considers neonatal
encephalopathy and caesarean section as the only
outcome measures, then FBS should not be
recommended as well as there is no scientific
evidence that reduces the above.
Why was reduction in operative vaginal births and
reduction in admission to neonatal unit with STAN
not considered? Aren’t these important to mothers,
babies and healthcare economy?

In our opinion, not recommending the use of STAN despite
scientific evidence of benefit indicates either a total lack of
experience of the obstetricians in the GDG with the use of STAN
or an inherent bias of the GDG against the use of STAN. Both of
these are not acceptable as these are National Guidelines
aimed to improve care of women and their babies across the UK
and therefore, should reflect current scientific evidence without
personal bias. Current scientific evidence does not support the
use of FBS to reduce operative deliveries but confirms that
STAN reduces both operative vaginal births and admission to
neonatal units.

viii.

We have used STAN since 2002 at St George’s and
we have the lowest emergency c.section rate in
London (6-8.9%), which is also half the National
Average and we also have the lowest reported
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Hypoxic Ischaemic Encephalopathy (HIE) in the UK
(1.01/1000 vs 1.9/1000) and we stopped doing FBS
5 years ago based on Cochrane Review in 2008.
We have attached our outcomes presented at the
COGI Conference in Vienna (Appendix 7).
In fact, the most recent meta-analysis has reported a significant
reduction in neonatal metabolic acidosis with the use of STAN
(Reference 8).
How does the GDG explain the fact that all London Maternity
Units with similar number and complexity of births who currently
employ the outdated, unscientific FBS as an additional test have
approximately twice our emergency c.section rates and worse
perinatal outcomes as compared to St George’s Maternity Unit,
which has been using STAN and physiology-based CTG
Interpretation > 5 years?

We strongly feel that women and babies should get the benefit
of STAN which has been shown to have benefits to both women
and babies on systematic reviews to reduce operative deliveries
and admission to NNU and therefore, National Guidelines
should be based on sound scientific evidence to improve
outcomes rather than on personal clinical experience of 2-5
obstetricians in the GDG.
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Final para re. method of auscultation – with the widespread
availability today of rate display handheld Dopplers, does the
review panel consider the traditional approach of counting heart
beats (presumably via a Pinard or Doppler), which may be
subject to significant user error, is still a technique to be
recommended, in preference to a rate display Doppler?
The guideline further states that the use of CTG in labour may
not reduce poor outcome but increase intervention and costs.
We do not agree with this conclusion:
From the guideline: “Consideration of health benefits and
resource uses: The clinical evidence showed that the use of
CTG rather than IA in established labour would lead to an
increase in the number of interventions such as caesarean
section and instrumental vaginal birth (as well as their
associated morbidities both for the woman and the baby
including the potential interruption of physiological maturation).
The perceived benefits from CTG monitoring are that there will
be fewer babies born with severe fetal acidosis or, at least, its
impact may be ameliorated. However, the increase in caesarean
sections and instrumental births did not appear to be associated
with the reduction in poor outcomes required to ensure that
using continuous CTG could be considered cost-effective. As a
result, it was felt that there was also a health economic reason
for not recommending the use of continuous CTG. Reducing the
use of continuous CTG could lead to cost savings if less CTG
equipment is required in the labour ward, with its associated
maintenance costs, and also use of ancillary resources such as
pH monitoring.”

Thank you for your comments. The GDG did not review any evidence comparing the
two approaches as it was not a question in the scope. However, the GDG were of the
view that both methods of identifying the fetal heart should be included as options.

Thank you for your comments. This topic was not prioritised in the health economics
workplan so a model could only be included post consultation if new data were included
which changed the conclusions of the GDG. In your comment you have identified a
number of papers, including more papers from the full Cochrane review that you felt
should be included in the review in addition to the papers selected in the original review.
Your view was that if these additional data were included then they would favour CTG
over IA for low risk women. If this were the case then a health economic analysis would
have to be undertaken. However, all papers selected for review have to conform to the
pre-agreed and documented protocol. However, the two additional studies you have
suggested were excluded from the original review for the following reasons:
Full Cochrane review, 2013: Insufficient detail about risk status was reported in the
Cochrane review; therefore, all included studies were accessed as full text and
appraised for inclusion individually. Only those that conformed with our protocol were
included.
Regarding Chen, et al., 2011, this study was excluded because it used both the wrong
comparator and the wrong study design. It compared EFM/CTG with no EFM/CTG. The
comparison was not with intermittent auscultation.

Quite the contrary, the current evidence shows the use of
intrapartum CTG does not only reduce fetal mortality and
morbidity but consecutively will reduce costs for the heath care
system by primarily preventing poor outcomes and secondarily
reducing the associated long-term costs for babies born in poor
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condition but surviving. The recent Cochrane review (Alfirevic,
2013) stated that compared with intermittent auscultation,
continuous
cardiotocography
showed
no
signiﬁcant
improvement in overall perinatal death rate (risk ratio 0.86, 95%
conﬁdence interval (CI) (0.59 to 1.23), n=33,513 from 11 trials)
but was associated with halving of neonatal seizures (RR 0.50,
95%CI 0.31 to 0.80, n=32,386 from nine trials). Neonatal
seizures again are not only strongly associated with peripartum
asphyxia and hypoxic ischaemic encephalopathy (Loman et al.
Eur J Paediatr Neurol. 2014 May;18(3):360-7), but also are
considerably affiliated with long term cognitive impairment of
term infants (Dyson et al. BMJ. 2011 May 31). Moreover, a
very important US paper with significant impact to support the
use of CTG was not among the evidence reviewed for this
guideline. H.-J. Cheng et al (Am J Obstet Gynecol. 2011
Jun;204(6):491) reviewed a study population of 1,732,211
singleton live births and concluded that the use of electronic
fetal heart rate monitoring was associated with a substantial
decrease in early neonatal mortality (adjusted RR 0.50) and
morbidity that lowered infant mortality. Furthermore, the same
paper states that the benefit of CTG in reducing early neonatal
mortality is greater as gestation reduces, suggesting to
especially emphasize it’s usefulness in high risk situations such
as preterm labour. Even if continuous CTG increases the
Caeserean section (CS) rate for intrapartum fetal distress this
may only have a minimal effect on the overall CS rate with a
significant reduction in neonatal seizures, poor outcome and
hence costs. We think this evidence must be taken into account
for this intrapartum care guideline.
It is stated that “the GDG felt it inappropriate to include women’s
choice as a standard intrapartum indication for switching to
CTG, with the understanding that intrapartum care is always
underpinned by the principles of choice and control as outlined
in Chapter 4 Care throughout labour.” It is contradictory to
promote choice in many aspects of childbirth but take choice out
of mode of non-invasive fetal monitoring for women who, for
their own reasons may wish it. While previous CTG use may
have been a negative experience for some women, others might
have found it reassuring and request it.
it is really difficult follow who should be monitored dependent on
whether one or two risk factors are present and in what group.
This needs to be clearly depicted in a care pathway chart – with
all the information on one page rather than referring backwards.
Whilst I’m sure a chart would make this clear - current reading
makes it very confusing to ascertain who needs a CTG and who
does not.

Thank you for your comments. The evidence does not show that there is any benefit of
using CTG to monitor the fetal heart rate compared to intermittent auscultation in low. In
practice, however, if a woman requests this, then we would anticipate that her request
would be granted.

372

Carryout IA for at least 1 minute and count the fetal heart rate
at least every 15 minutes and record as a single rate

Thank you for your comment. However, we think this is what the recommendation is
saying and the current wording is clear.

372

It is difficult to follow the intention of care for women who
develop hypertension in labour. Reference to the NICE
Hypertension in Pregnancy guidelines does not help as these
refer to maternal care in general and mainly are about those
diagnosed prior to labour. The NICE Hypertension in pregnancy
guideline does not discuss in detail the intrapartum monitoring or
treatment of those diagnosed with hypertension in pregnancy.
The NICE intrapartum guideline suggests only transferring

Thanks for your comments. The Intrapartum Care Guideline (Update) is intended for
'low-risk' women. Thus the management of women who develop hypertension in labour
are outside the scope. You correctly point out there are recommendations to transfer of
women to an obstetric setting and these include women with sustained hypertension.
The threshold for this recommendation was that given the NICE 'Hypertension in
pregnancy' clinical guideline (CG 107; 2010) where 'mild' hypertension in pregnancy is
defined as a blood pressure of 140/90-149/99. Whilst the recommendation advises
transfer of the woman with any degree of hypertension to obstetric care, there is no
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Thank you for your comments. However, bearing in mind the recommendations relate to
when to use continuous fetal heart rate monitoring in women who were low risk prior to
the onset of labour, the GDG feel that recommendations 102 and 103 make it clear who
should be offered CTG monitoring.

PLEASE NOTE: Comments received in the course of consultations carried out by the Institute are published in the interests of openness and transparency, and to promote understanding of how recommendations are developed. The comments are published
as a record of the submissions that the Institute has received, and are not endorsed by the Institute, its officers or advisory committees.

187 of 216

532

SH

130

SH

291

women to obstetric care with proteinuria and moderate
hypertension or those with sever hypertension. There is no
evidence given that women with 1+ proteinuria and BP 140150/100-109 do not require more intensive fetal monitoring
though they would have had further investigations had they
presented antenatal ( eg urine protein quantification)

recommendation about what that care comprises.

Thank you for your comment. The recommendations you refer to have been revised in
light of stakeholder comments. Please also note that as part of the guidance, a clinical
pathway will be made available on NICE website. The pathways visually represents all
of NICE's recommendations on this topic, and gives access to the products that NICE
has produced to support implementation of its guidance.
Thank you for your comments. We agree with you about the inconsistency and the
phrase ‘including continuous CTG monitoring’ has been removed from recommendation
#46.
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The recommendations on who needs continuous EFM are very
confusing. Is there going to be a flow chart to follow?
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There seems to be a lack of consistency in whom to monitor
with CTG. Page 372 states prolonged ROM ALONE is not an
indication and yet Recommendation 46 (page 293) states that
rupture of membranes >24 hours is an indication for obstetric
care including continuous CTG monitoring. This need to be
clarified.
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It is really difficult follow who should be monitored dependent on
whether one or two risk factors are present and in what group.
This needs to be clearly depicted in a care pathway chart – with
all the information on one page rather than referring backwards.
Whilst I’m sure a chart would make this clear - current reading
makes it very confusing to ascertain who needs a CTG and who
does not.
It is really difficult follow who should be monitored dependent on
whether one or two risk factors are present and in what group.
This needs to be clearly depicted in a care pathway chart – with
all the information on one page rather than referring backwards.
Whilst I’m sure a chart would make this clear - current reading
makes it very confusing to ascertain who needs a CTG and who
does not.
It is really difficult follow who should be monitored dependent on
whether one or two risk factors are present and in what group.
This needs to be clearly depicted in a care pathway chart – with
all the information on one page rather than referring backwards.
Whilst I’m sure a chart would make this clear - current reading
makes it very confusing to ascertain who needs a CTG and who
does not.
‘Light’ or ‘thin’ meconium is irrelevant when considering the risk
of meconium aspiration syndrome as it is an inflammatory
reaction. In fact, it is the ‘thin’ meconium that may reach smaller
alveoli and may cause more harm.

Thank you for your comments. However, bearing in mind the recommendations relate to
when to use continuous fetal heart rate monitoring in women who were low risk prior to
the onset of labour, the GDG feel that recommendations 102 and 103 make it clear who
should be offered CTG monitoring.

Thank you for your comments. However, bearing in mind the recommendations relate to
when to use continuous fetal heart rate monitoring in women who were low risk prior to
the onset of labour, the GDG feel that recommendations 102 and 103 make it clear who
should be offered CTG monitoring.

Thank you for your comments. However, bearing in mind the recommendations relate to
when to use continuous fetal heart rate monitoring in women who were low risk prior to
the onset of labour, the GDG feel that recommendations 102 and 103 make it clear who
should be offered CTG monitoring.

Thank you for your comment. The guideline acknowledges that any form of meconium
is associated with a risk of meconium aspiration syndrome, see recommendations
1.15.19 - 1.15.24 in the NICE guideline.

Any Meconium (thin, thick, intermediary) should be considered
as a risk factor for meconium aspiration as even ‘light’
meconium contains bile acids and pancreatic enzymes.
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suspected chorioamnionitis or sepsis, or a temperature of
38°C or above

Thank you for your comments. There was no question addressing the specific issue of
chroioamnionitis in the scope for the guideline update.

The pathway of brain damage in chorioamnionitis is totally
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different to hypoxia and therefore, CTG may be normal but
inflammatory damage to the brain may still occur.
Could you please consider adding:
Delivery may need to be considered based on failure to
progress in labour in the presence of clinical chorioamnionitis,
even if the CTG remains normal.
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There is much focus, throughout the sections relating to fetal
monitoring, on the increased intervention for little or no benefit
associated with the use of fetal monitors. We believe that it is
generally recognised that this is not down to the technology but
arises from users’ perceptions, subjective interpretation and the
way the information is acted on. The main issue here is one of
training. There are many CTG training programmes in place,
the most recent of which is the RCOG’s own e-learning for
Health eFM programme. Should research recommendations
consider the training aspect of fetal monitoring, & the impact of
the above referenced training programmes? Inappropriate use
of technology, rather than the technology itself is surely the main
factor here?

Thank you for your comment. While we would agree it is important for staff to have the
necessary level of knowledge and expertise to deliver care, it is outside of the remit of
this guideline to specify the qualifications or competencies professionals should have.

suspected chorioamnionitis or sepsis, or a temperature of
38°C or above

Thank you for your comments. There was no question addressing the specific issue of
chroioamnionitis in the scope for the guideline update.

The pathway of brain damage in chorioamnionitis is totally
different to hypoxia and therefore, CTG may be normal but
inflammatory damage to the brain may still occur.
Could you please consider adding:
Delivery may need to be considered based on failure to
progress in labour in the presence of clinical chorioamnionitis,
even if the CTG remains normal.
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As the rate of NICU admissions was higher for the IA group, this
would suggest that CTG may actually have benefit in this group,
avoiding the cost & stress in referring the neonate to NICU,
while not negatively impacting on outcomes?
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10.3.10.2 Consideration of clinical benefits and harms
There are two types of hypoxia in labour – acute and
chronic
This statement is incorrect. Chronic hypoxia, characterised by
baseline tachycardia, reduced baseline variability and shallow
decelerations is an antenatal event and does NOT occur during
labour.

Thank you for your comments. You are correct, this outcome was better in the subgroup
of women with meconium stained amniotic fluid being monitored with CTG compared to
those being monitored with intermittent auscultation. Thus, recommendation #117
includes significant meconium staining of the amniotic fluid as an indication for
continuous fetal heart rate monitoring.
Thank you for your comment. We would argue that the statement is correct. One
example of 'chronic fetal hypoxia' would be the growth restricted fetus which
progressively becomes more and more acidaemic during labour. The classic finding in
this chronic pathophysiological process is that the pH of umbilical vein and artery are
both low. An example of acute hypoxia would be when there is a sudden placental
abrution. The classic finding in this pathophysiological process is that the pH of the
umbilical artery is lower than that in the umbilical vein,

During labour, hypoxia evolves relatively rapidly and described
as acute, subacute or gradually evolving hypoxia. Medicolegally, based on animal experiments, sub-acute and gradually
evolving hypoxia are grouped together as ‘chronic partial
hypoxia’
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Chronic or long standing hypoxia does not occur in labour, as
the name itself suggests.
10.3.10.2 Consideration of clinical benefits and harms
There are two types of hypoxia in labour – acute and chronic

Thank you for your comment. We would argue that the statement is correct. One
example of 'chronic fetal hypoxia' would be the growth restricted fetus which
progressively during labour gets more and more acidaemic. The classic finding in this
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This statement is incorrect. Chronic hypoxia, characterised by
baseline tachycardia, reduced baseline variability and shallow
decelerations is an antenatal event and does NOT occur during
labour.

chronic pathophysiological process is that the pH of umbilical vein and artery are both
low. An example of acute hypoxia would be when there is a sudden placental abrution.
The classic finding in this pathophysiological process is that the pH of the umbilical
artery is lower than that in the umbilical vein,

During labour, hypoxia evolves relatively rapidly and described
as acute, subacute or gradually evolving hypoxia. Medicolegally, based on animal experiments, sub-acute and gradually
evolving hypoxia are grouped together as ‘chronic partial
hypoxia’
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Chronic or long standing hypoxia does not occur in labour, as
the name itself suggests.
Typo – line 11 – should “rather intermittently” read “rather than
intermittently”?

The pulse is not a good surrogate for hypoxia and acidosis
– it can be affected by a number of other factors and may
be unaffected with some types of hypoxia.
This statement is totally incorrect – CTG is not a test of a baby’s
‘pulse’ as stated by GDG. Midwives and obstetricians, based on
fetal physiology need to scrutinise the oxygenation of autonomic
(sympathetic and parasympathetic) and somatic nervous
systems based on the features observed on the CTG Trace. If it
is used to determine the ‘pulse’ as stated by the GDG, then it is
likely to increase interventions without any significant benefits.
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The fetal heart rate is the only parameter by which the fetal
condition can be continuously assessed and monitored
This is incorrect - Fetal ECG may be used to continuously
monitor fetal oxygenation
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It is difficult to ascertain the logic behind redefining the CTG,
reintroducing early decelerations and changing the categories
from three (normal, suspicious and pathological) to five less
easily recognised groups. FIGO is about to adopt the current
CTG definitions
If the definitions are to change this could be apart of an
international movement to allow for international training and
comparison of outcomes
The new classification will not fit easily onto a “fresh eyes”
sticker , one of the innovations of the last few years which has
enabled systematic review of CTG by two persons hourly

Thank you for your comment. This error has been changed in the text.

Thank you for your comments. We agree the fetal heart rate has limitations with respect
to being a surrogate for fetal hypoxia and acidosis. This point is made in the text of the
full guideline and the recommendations reflect this and the possibility that it can be
affected by factors other than fetal hypoxia. We acknowledge that the CTG is not the
fetal pulse itself but an electrical signal generated by either a Doppler recording of the
fetal heart movements or an electrical signal from the fetal ECG (with a fetal scalp
electrode). We have amended the text to make this clear.

Thank you for your comments. You are correct, the FECG can monitoring the fetal
condition continuously as can the CTG. However, the FECG measures fetal cardiac
electrical activity not fetal oxygenation. Regarding FECG. The very detailed review of
the evidence undertaken for this question found no significant differences for the
majority of key outcomes. In particular the GDG noted that there were no significant
differences in caesarean section rates, severe metabolic acidosis, and neonatal
encephalopathy. There were significantly fewer operative vaginal deliveries and fewer
neonatal admissions but the impact of these in women managed with CTG+FECG
compared to those managed with CTG alone was small with 18 fewer operative
deliveries per 1000 and 4 fewer neonatal admissions per 1000 with the combined
monitoring. The GDG also commented on the poor quality of studies. The health
economic base case analysis showed that whilst CTG+ECG is more cost effective,
CTG alone results in more QALY gains. This finding together with the results of the two
sensitivity analyses clearly demonstrated that there is a high degree of uncertainty in
the health economic analysis. In the light of these observations, the GDG felt that
recommending the use of ECG in conjunction with CTG is not justified at this time.
Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
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to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.
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The pulse is not a good surrogate for hypoxia and acidosis
– it can be affected by a number of other factors and may
be unaffected with some types of hypoxia.
This statement is totally incorrect – CTG is not a test of a baby’s
‘pulse’ as stated by GDG. Midwives and obstetricians, based on
fetal physiology need to scrutinise the oxygenation of autonomic
(sympathetic and parasympathetic) and somatic nervous
systems based on the features observed on the CTG Trace. If it
is used to determine the ‘pulse’ as stated by the GDG, then it is
likely to increase interventions without any significant benefits.
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The fetal heart rate is the only parameter by which the fetal
condition can be continuously assessed and monitored
This is incorrect – at St George’s Healthcare NHS Trust, we
have been using Fetal ECG to continuously monitor fetal
oxygenation (4-5 times a minute) and we have the lowest
emergency c.section rate in London (6-8.9%) as well as the
lowest reported HIE Rate in the UK (1.01/1000).
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10.3.10.6 Fetal blood sampling is the only single
assessment which directly assesses whether the observed
fetal heart rate abnormality is due to hypoxia severe
enough to cause acidosis
This statement is both incorrect and misleading to both clinicians
as well as women. Fetal scalp blood sampling (FBS) merely
assesses the pH of a sample of blood taken from a peripheral
tissue (skin of the scalp). This does not in any way reflect fetal
acidosis due to hypoxia – there is scientific evidence to suggest
that even scalp oedema (caput) can result in low scalp pH due
to compression of blood vessels in the scalp without any
hypoxia and acidosis.

Thank you for your comments. The CTG is either a signal triggered from a Doppler
ultrasound recording of fetal heart activity or a signal generated from the fetal ECG. In
both cases it is a record of fetal heart rate. The pulse is the tactile record of the heart
rate. So you are correct, though both are measuring the same thing - heart rate. We
have changed the text to be more precise.

Thank you for your comments. The FECG is another way the fetal condition can be
monitored continuously in labour. However, the very detailed review of the evidence
undertaken for this question found no significant differences for the majority of key
outcomes. In particular the GDG noted that there were no significant differences in
caesarean section rates, severe metabolic acidosis, and neonatal encephalopathy.
There were significantly fewer operative vaginal deliveries and fewer neonatal
admissions but the impact of these in women managed with CTG+FECG compared to
those managed with CTG alone was small with 18 fewer operative deliveries per 1000
and 4 fewer neonatal admissions per 1000 with the combined monitoring. The GDG
also commented on the poor quality of studies. The health economic base case
analysis showed that whilst CTG+ECG is more cost effective, CTG alone results in
more QALY gains. This finding together with the results of the two sensitivity analyses
clearly demonstrated that there is a high degree of uncertainty in the health economic
analysis. In the light of these observations, the GDG felt that recommending the use of
ECG in conjunction with CTG is not justified at this time. Finally we regret we cannot
comment on the statistics you reported as you provided no reference.
Thank you for your comments. You are correct the FBS measures the pH (or base
excess or lactate of a capillary blood sample. However, as GRADE Table 102
demonstrates, there is an excellent correlation between FBS pH values and cord
arterial pH values (correlation coefficient 0.76). The cord arterial pH is a measure of
preceding fetal acidosis due to hypoxia. We disagree with your comment about the fetal
ECG. It is not a direct measure of fetal acid-base status. It is a direct measure of fetal
electro-cardiac activity.

It is also a not a ‘direct test’ as suggested by GDG – it only
indirectly tests a peripheral tissue. If one needs a direct test,
then one needs to perform an arterial blood gas analysis (ABG)
or test a central organ like the myocardium (i.e. STAN or fetal
ECG).
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The CTG interpretation table/recommendations is very
confusing, difficult to interpret and not appropriate for translating
to ease of use in CTG practical interpretation. The use of
normal, suspicious and pathological has now been in
widespread use for 14 years and gives all a terminology on
which to base discussion, communication and management.
You need an easy to teach and remember basis for interpreting

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
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your CTG. This table is impossible to read and understand, let
alone remember what one’s management should be in an acute
situation.
What was probably required was more emphasis pre
assessment of the CTG into ascertaining the whole clinical
picture and stage of labour and contraction frequency. Also
needed was an emphasis on what is a ‘concerning’ variable
deceleration compared to one that is ‘physiological’ and an
emphasis on the fact that a suspicious CTG just needs
conservative measures and close observation but not further
intervention with an FBS (unless over a prolonged period). I fear
this table is so complicated and non user friendly that it will be
impossible to adopt into safe, simple clinical practice.
Any CTG interpretation needs to be a concise, easy to
read, follow, remember and apply to the practical
situation
131. No mention of concern if accelerations occur with
contractions –which could indicate maternal pulse
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In defining feature, variability ≥5 is considered normal, without
an upper limit. Excessive baseline variability (>25) may
constitute a saltatory pattern and should raise concerns.
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The GDG have opted to replace a simpler classification with a
detailed but far more complicated classification. (Appendix N,
containing the published classifications, referred to in the text is
not available for review) It is more likely that the message in a
more complicated classification is lost during communication
between the carers. Would the GDG reconsider the simpler
classification of Normal / Suspicious / Abnormal or Pathological
and put their new classes under these as subgroups?
These are further comments that have been received from one
of our retired Fellows, Mr Stephen Walkinshaw
Thus the main issue is the removal of the distinction between
atypical and typical variables and replacement of it by duration
and depth. This is said to be due to the difficulty people
apparently have with atypical variable and find confusing. If this
is the case then teachers of CTG monitoring in obstetrics and
midwifery have failed utterly over the last decade to demonstrate
a pattern that is presentable in diagramatic form or a generation
of trainees are so poor at visual analysis that they do not
understand the physiology behind the distinction. What is the
evidence for this statement? In my legal practice I see lates
confused with atypical variable decelerations but not much
else. The main problem is the inability to distinguish early
decelerations from variable decelelerations, which is a more
serious error. The tables provided do not show enough
evidence in my view to justify a change that will require another
decade of education and down grade decelerations that tell
about physiology.
There is nothing about rising baseline rate within normal. There
is nothing to emphasise that accelerations have to be separate
from decelerations to be called acceleration, a common error I
see in legal practice where traces are labelled accelerative but

Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.

Thank you for your comments. However, there was no evidence reviewed which
reported this association. Nevertheless there is a separate recommendation which
states ‘palpate the maternal pulse if a fetal heart rate abnormality is suspected, to
differentiate between the two heart rates.’
Thank you for your comments
However, there were no data about baseline variability >25 bpm. This is explained and
discussed in detail in the chapter.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.
Second, the only robust evidence is for three types of decelerations – early, variable
and late. There is no evidence to support the distinction of ‘typical’ and ‘atypical’
variables. This is explained and discussed in detail in the chapter.
Finally, the studies that were included fulfilled the criteria set out in the protocol for this
question.
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where there are no accelerations other than those that are part
of variable decelerations.
I have anxieties about the literature review and it appears all of
the literature on fetal scalp sampling and pH results have been
ignored. I do not think in considering CTG patterns and their
components that it is scientifically acceptable to ignore that rich
data where the pattern is closely tied in time to the actual pH.
Thus neither Richard Beard's large study of 1971 or Young's of
1980 appear. Much of Kreb's work is missed (there were 7
papers, only one is quoted here). Both Gaziano 1979 and
Hadar 2001 would be eligible for inclusion. The review is too
restrictive to challenge existing systems. Older studies used 5minute Apgar yet provide valuable data that would help. It
appears a decision was made not to use this as an outcome and
I do not believe that decision is scientificaly credible.
The CTG interpretation table/recommendations is very
confusing, difficult to interpret and not appropriate for translating
to ease of use in CTG practical interpretation. The use of
normal, suspicious and pathological has now been in
widespread use for 14 years and gives all a terminology on
which to base discussion, communication and management.
You need an easy to teach and remember basis for interpreting
your CTG. This table is impossible to read and understand, let
alone remember what one’s management should be in an acute
situation. This table is a huge step backwards in a uniform
approach to CTG interpretation and will lead to all becoming so
confused that no one will know what they are supposed to be
doing. What was probably required was more emphasis pre
assessment of the CTG into ascertaining the whole clinical
picture and stage of labour and contraction frequency. Also
needed was an emphasis on what is a ‘concerning’ variable
deceleration compared to one that is ‘physiological’ and an
emphasis on the fact that a suspicious CTG just needs
conservative measures and close observation but not further
intervention with an FBS (unless over a prolonged period). I fear
this table is so complicated and non user friendly that it will be
impossible to adopt into safe, simple clinical practice.
Any CTG interpretation needs to be a concise, easy to read,
follow, remember and apply to the practical situation. This new
guidance fails on every account.
There also needs to be guidance that some CTG’s will just not
sit neatly in a classification – it should be emphasised that such
need urgent senior obstetric review to aid with interpretation and
action on them.
10.3.10.6 Fetal blood sampling is the only single
assessment which directly assesses whether the observed
fetal heart rate abnormality is due to hypoxia severe
enough to cause acidosis
This statement is both incorrect and misleading to both clinicians
as well as women. Fetal scalp blood sampling (FBS) merely
assesses the pH of a sample of blood taken from a peripheral
tissue (skin of the scalp). This does not in any way reflect fetal
acidosis due to hypoxia – there is scientific evidence to suggest
that even scalp oedema (caput) can result in low scalp pH due
to compression of blood vessels in the scalp without any
hypoxia and acidosis.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.

Thank you for your comments. The GDG agreed with your comment. There is now a
recommendation which states ‘It is not possible to categorise or interpret every CTG
trace. Senior obstetric input is important in these cases’.
Thank you for your comments. We acknowledge that assessment of the pH of a scalp
sample of blood measures the pH of capillary blood rather than arterial or venous blood.
However, there is evidence that there is a correlation between capillary and central
acidosis in the fetus. GRADE Table 107 demonstrates a close correlation between fetal
scalp pH and base excess values and cord arterial pH values (correlation coefficients of
076 and 0.90 respectively). We acknowledge that interpretation of the results in the
presence of, for example, scalp oedema or air bubbles in the sample. Nevertheless,
The GDG were of the view that the evidence reviewed supported their conclusion that
there was a correlation between fetal scalp pH and fetal/newborn outcome measures.
Finally, the fetal ECG is not a direct indirect measure of fetal acidosis, it is a measure of
fetal cardiac electrical activity.

It is also a not a ‘direct test’ as suggested by GDG – it only
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indirectly tests a peripheral tissue. If one needs a direct test,
then one needs to perform an arterial blood gas analysis (ABG)
or test a central organ like the myocardium (i.e. STAN or fetal
ECG).
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Despite the clear rationale and discussion regarding CTG
interpretation, there is a lack of clarity about how to categorise
CTG patterns. This may prove a challenge to midwives and
doctors who are used to the normal/suspicious/ pathological
definitions.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.
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Cardiotocograph monitoring. I have major concerns about the
proposed changes to CTG monitoring. Having spent the last
18months in my unit attempting to unify interpretation of CTGs
from a very descriptive style (which frequently results in “the
CTG is a bit rubbish”, or “there are a few decels”) to a
systematic approach, in which everyone understands what is
meant by using consistent language leading to subsequent
appropriate actions, I think the proposed changes are
inappropriate. I think they will results in extremely subjective
descriptive approach to CTG interpretation which will be much
more liable to incorrect interpretation, particularly as at first
glance it looks quite complex (if this feature and that feature
then do this..…).
I do however agree that it has been challenging to train staff
about recognition of atypical versus typical decelerations,
although with structured training in my unit this has been
achieved.

Thank you for your comments. In light of stakeholder comments, the GDG have
reviewed this section and made extensive revisions to the draft version that was sent
out for consultation. The main features of the revisions are:
the restoration of a two table format which are a significant development from the
versions in the original guideline
Table 10: Description of cardiotocograph trace features
Table 11: Management based on interpretation of cardiotocograph traces.
Whilst a development of the original two tables with retention of some of the terminology
(for example, ‘normal’/non-reassuring’/’abnormal’) there are important new features
including, the introduction of the ‘interpretation’ and ‘management’ columns.
The recommendations are now more robust in that they are, supported by the best
available evidence. However, there is an acknowledgement that not all CTGs are easy
to interpret or fall into a set category
The GDG feel the changes now make the recommendations clearer to follow and
implement.
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Recommendation 109 is not needed since recommendation 111
expands on the other factors that should betaken in to account
when interpreting the CTG.

Thank you for your comment. The GDG disagree as they consider that these two
recommendations are two distinct scenarios.
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Recommendation 134:

Thank you for your comments. This topic is discussed in Section 11.7 of the Full
Guideline dealing with 'Intrauterine Resuscitation. The GDG noted the lack of evidence
evaluating the use of maternal oxygenation for intrauterine resuscitation. From their
clinical experience, they recognise there are circumstances when maternal oxygenation
is indicated for maternal reasons such as conditions associated with hypoxia and
discussed the fact that pre-oxygenation is often used prior to a caesarean section. They
noted that these are valid indications. But there is no evidence of it being of value in the

Do not use maternal facial oxygen therapy, because it may harm
the baby (except where it is administered as part of
preoxygenation before a potential anaesthetic). [new 2014]
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This statement should be removed from the NICE
recommendations.
Administration of maternal oxygen is one of standard
procedures cited for Intrauterine resuscitation in many of the
studies quoted in the Evidence tables in Appendix 1a. A
Cochrane Review in 2003 concluded that there was not enough
evidence to support its use but they were unable to locate
randomized controlled trials addressing oxygen therapy for fetal
distress.
Fawole B, Hofmeyr GJ. Maternal oxygen administration for fetal
distress. Cochrane Database Syst Rev. 2003;(4):CD000136.
Subsequent to this review, Haydon studied the effects of
supplemental maternal oxygen on fetal oxygen saturation in
women with non-reassuring fetal heart traces and found a
significant rise with both 40% and 100% maternal FiO2.

setting of fetal compromise. Furthermore, the GDG was aware of other evidence that
supported their position of not recommending maternal oxygenation for intrauterine fetal
resuscitation
• Fetal compromise is rarely due to maternal hypoxaemia.
• Hyperoxaemia can have adverse effects in humans though the data is limited
• Hyperoxaemia can have adverse effects in animals. There is more data in animals
showing that except when fetal hypoxia is secondary to maternal hypoxia maternal
supplemental oxygen causes increase in free radical formation, with the potential risk of
increasing reperfusion and cell damage.
• The effects of hyperoxaemia in neonates are concerning enough that it is now
recommended to resuscitate the newborn with air rather than oxygen.
Other relevant factors are that women find it frightening and that it can sometimes divert
attention from the preparations for the caesarean section and/or cause delays. The
GDG did not wish to stop units from using oxygen for maternal indications (which falls
out of the scope of this guideline) but agreed that it would be appropriate to recommend
against the use of maternal facial oxygen therapy specifically for the purposes of
intrauterine resuscitation, given the lack of evidence and the concern over possible risk.
They revised the recommendation to make the distinction between the value of
maternal oxygenation for maternal versus fetal indications.

Haydon ML, Gorenberg DM, Nageotte MP, Ghamsary M,
Rumney PJ, Patillo C, Garite TJ. The effect of maternal oxygen
administration on fetal pulse oximetry during labor in fetuses
with nonreassuring fetal heart rate patterns. Am J Obstet
Gynecol. 2006 Sep;195(3):735-8.
We are unaware of any studies of supplemental oxygen given
for non-reassuring fetal heart traces that have shown evidence
of harm to the baby.
It is inappropriate to cite the findings of the study by Thorp et al
as these women were in the second stage of normal labour and
did not have acute fetal compromise.
Thorp J A, Trobough T, Evans R. et al The effect of maternal
oxygen administration during the second stage of labor on
umbilical cord blood gas values: a randomized controlled
prospective trial. Am J Obstet Gynecol 1995. 172465–474.474
We therefore feel that guidance from NICE should be neutral in
tone: it is reasonable to state that there is insufficient evidence
to strongly recommend supplemental maternal oxygen as part of
intra-uterine resuscitation measures. However, phrases such as
“Do Not use” and “may harm the baby” are inappropriate given
the lack of evidence of fetal harm.
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Recommendation 134 says “Do not use maternal facial oxygen,
because it may harm the baby (except where it is administered
as part of preoxygenation before a potential anaesthetic). [new
2014]”. The supporting text on page 554 (section 11.7.6.2) says
nothing about harm to the baby and so this statement is
misleading; (“The group noted the lack of evidence evaluating
the use of maternal oxygenation for intrauterine resuscitation.
From their clinical experience, they discussed the fact that preoxygenation is often used prior to a caesarean section. They
noted that it can be beneficial in this circumstance, but that
women find it frightening and that it can sometimes divert
attention from the preparations for the caesarean section and/or
cause delays. The GDG did not wish to stop units from using
oxygen for this indication (which falls out of the scope of this
guideline) but agreed that it would be appropriate to recommend
against the use of maternal facial oxygen therapy specifically for

Thank you for your comments. This topic is discussed in Section 11.7 of the Full
Guideline dealing with 'Intrauterine Resuscitation. The GDG noted the lack of evidence
evaluating the use of maternal oxygenation for intrauterine resuscitation. From their
clinical experience, they recognise there are circumstances when maternal oxygenation
is indicated for maternal reasons such as conditions associated with hypoxia and
discussed the fact that pre-oxygenation is often used prior to a caesarean section. They
noted that these are valid indications. But there is no evidence of it being of value in the
setting of fetal compromise. Furthermore, the GDG was aware of other evidence that
supported their position of not recommending maternal oxygenation for intrauterine fetal
resuscitation
• Fetal compromise is rarely due to maternal hypoxaemia.
• Hyperoxaemia can have adverse effects in humans though the data is limited
• Hyperoxaemia can have adverse effects in animals. There is more data in animals
showing that except when fetal hypoxia is secondary to maternal hypoxia maternal
supplemental oxygen causes increase in free radical formation, with the potential risk of
increasing reperfusion and cell damage.
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the purposes of intrauterine resuscitation, given the lack of
evidence.”) Also why is the supporting text for recommendation
134 (page 437) on page 554 (11.7.6.2)? – this guideline is very
difficult to navigate!
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The acceptance of FBS as improving neonatal outcome without
increasing intervention is interesting as it is based on one 1979
RCT ( which showed no difference) and clinical experience. The
recommendations should make this clear as they will be taken
as the “agreed standard” by the legal profession despite being
based on the experience and expertise of only a few clinicians.
No evidence is offered on how often and when to repeat the
FBS
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The BHIVA HIV in pregnancy Guideline stagtes that there is no
evidence that FBS increases mother to child transmission. This
is probably true for other blood borne infections therefore there
is no evidence that if FBS is to be considered blood borne
infection should be a contra-indication
With regards to the use of fetal blood sample in labour (FBS),
the NICE guideline states at paragraph 1.10.39 “When offering
fetal blood sampling, explain the following to the woman: The
procedure can help to reduce the need for further, more serious
interventions, in particular a caesarean section.” Moreover, it
was phrased in the guideline hat “although the group recognised
that the quality of the evidence for all of these outcomes was
very low, they felt that the findings matched their clinical
experience. They agreed that FBS as an adjunctive test helps
clinicians to identify those babies where additional intervention
may be required, and thereby reduces the rates of poor neonatal
outcomes whilst at the same time reducing the number of
women receiving unnecessary interventions. “
We do not agree with this general recommendation. Historically,
FBS was introduced as an “additional test” in conjunction with
CTG, to identify those fetuses at risk of acidosis and to reduce
intervention on the base of non-reassuring CTG observations.
However, the evidence to support FBS is, and always was, very
limited: The original paper published a series of only 77 cases,
introduced ph “cut offs” for intervention, and still remains the
evidence base for the currently suggested cut-offs. Only very

• The effects of hyperoxaemia in neonates are concerning enough that it is now
recommended to resuscitate the newborn with air rather than oxygen.
Other relevant factors are that women find it frightening and that it can sometimes divert
attention from the preparations for the caesarean section and/or cause delays. The
GDG did not wish to stop units from using oxygen for maternal indications (which falls
out of the scope of this guideline) but agreed that it would be appropriate to recommend
against the use of maternal facial oxygen therapy specifically for the purposes of
intrauterine resuscitation, given the lack of evidence and the concern over possible risk.
They revised the recommendation make the distinction between the value of maternal
oxygenation for maternal versus fetal indications.
Thank you for your comments. This topic is extensively reviewed in the guideline update
and the systematic review is part of the evidence considered. GRADE Table 98 in the
full guideline summarises the findings of studies comparing CTG plus FBS vs either
CTG alone or intermittent auscultation. This shows that there were significantly more
instrumental vaginal deliveries and caesarean sections in women with CTG monitoring
supported by FBS. However, set against that were the findings of lower incidence of
cord blood acidosis (significant in the Stein study), need for neonatal resuscitation
(significant in the Stein study), neonatal seizures (significant in the RCTs) and low
apgar scores (significant in the Stein study). In addition, GRADE tables 105 and 106
which report the predictive accuracy for FBS values, show very good positive predictive
values for adverse neonatal outcome with a pH <7.20 and very good positive predictive
values and moderately good negative predictive values for a FBS pH threshold of 7.10.
GRADE Table 108 shows a very good positive predictive accuracy of a FBS of <7.10
for a cord arterial pH of <7.10. Finally, GRADE Tables 107 and 109 report correlation
data. Table 107 shows a significant correlations between low FBS pH values and low
Apgar scores and Table 109 shows a good correlation between FBS pH values and
cord arterial pH values (correlation coefficient 0.76). No evidence of the serious
complications of the procedure you mention was identified in the systematic review. In
the light of the benefit in terms of neonatal outcomes when FBS is used as an adjunct to
CTG and the predictive accuracy and correlation data showing significant relationships
between low FBS values and adverse neonatal outcomes, notwithstanding the increase
risk of operative delivery, the GDG felt there was justification for recommending the use
of FBS. Finally, we acknowledge that the recommendations relating to repeating the
FBS are based on GDG consensus rather than evidence reviewed.
Thank you for your comment. We have amended the recommendation and removed
any reference to HIV.

Thank you for your comments. This topic is extensively reviewed in the guideline update
and the systematic review is part of the evidence considered. GRADE Table 98 in the
full guideline summarises the findings of studies comparing CTG plus FBS vs either
CTG alone or intermittent auscultation. This shows that there were significantly more
instrumental vaginal deliveries and caesarean sections in women with CTG monitoring
supported by FBS. However, set against that were the findings of lower incidence of
cord blood acidosis (significant in the Stein study), need for neonatal resuscitation
(significant in the Stein study), neonatal seizures (significant in the RCTs) and low
apgar scores (significant in the Stein study). In addition, GRADE tables 105 and 106
which report the predictive accuracy for FBS values, show very good positive predictive
values for adverse neonatal outcome with a pH <7.20 and very good positive predictive
values and moderately good negative predictive values for a FBS pH threshold of 7.10.
GRADE Table 108 shows a very good positive predictive accuracy of a FBS of <7.10
for a cord arterial pH of <7.10. Finally, GRADE Tables 107 and 109 report correlation
data. Table 107 shows a significant correlations between low FBS pH values and low
Apgar scores and Table 109 shows a good correlation between FBS pH values and
cord arterial pH values (correlation coefficient 0.76). No evidence of the serious
complications of the procedure you mention was identified in the systematic review. In
the light of the benefit in terms of neonatal outcomes when FBS is used as an adjunct to
CTG and the predictive accuracy and correlation data showing significant relationships
between low FBS values and adverse neonatal outcomes, notwithstanding the increase
risk of operative delivery, the GDG felt there was justification for recommending the use
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few studies, with small populations followed and the evidence
remains conflicting. The Cochrane review (Alfirevic, 2013) on
continous CTG for fetal assessment in labour confirmed that
“access to FBS did not appear to influence the difference in
neonatal seizure, but appears to reduce neonatal acidosis and
increases the rate of instrumental delivery. These findings differ
from the NICE guideline interpretation of the evidence.
Chandrahan et al say in a recent commentary „There is a
correlation between scalp blood pH/lactate and umbilical cord
blood pH/lactate, but the correlation is weak, supporting our
opinion that the use of FBS in the management of labor requires
knowledge of the anatomy and the physiological impact of
uterine contractions (Chandraharan E., 93, Issue 6, 544–547,
2014 AOGS) . In conclusion, we wish to point out that the
benefit of FBS appears to remain insignificant and there is the
potential for harm in delaying decisions for urgent delivery
(Mahendru AA, Lees CC. Is intrapartum fetal blood sampling a
gold standard diagnostic tool for fetal distress? Eur J Obstet
Gynecol Reprod Biol. 2011 Feb 5) hence the weak evidence
should be carefully reviewed in order to phrase correct and
current recommendations for a national guideline whose findings
are often adopted in other countries

of FBS.

Thank you for your comments. The GDG feels that they do not endorse the use of fetal
scalp stimulation as a formal evaluation of an abnormal CTG. The GDG reviewed the
evidence about the implications of fetal scalp stimulation. They felt that if it stimulated
an acceleration of the fetal heart rate that should be regarded as reassuring and made
the recommendation as a result. However, they did not feel that the evidence for its
formal use as an assessment of fetal health was sufficiently strong to recommend its
use as a definitive adjunctive test. Specifically they recommend using fetal blood
sampling when the CTG is abnormal. Furthermore, the GDG made the following
recommendation 1.10.51 NICE guideline reflecting the uncertainty of the implications of
a positive response to scalp stimulation during fetal blood sampling: ’If a fetal blood
sample is indicated and the sample cannot be obtained, but the associated scalp
stimulation results in fetal heart rate accelerations, decide whether to continue the
labour or expedite the birth in the light of the clinical circumstances and in discussion
with the consultant obstetrician and the woman.’
Thank you for your comment. The GDG have considered your comment and think that
the recommendation is sufficiently clear.
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Recommendation 136 is rather vague; the GDG should consider
rephrasing this to avoid the implication that this is an
endorsement for scalp stimulation as a means of verifying a
CTG that was considered not normal. Recommendation 149
(which addresses a similar topic) is clearer.
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“If fetal scalp stimulation leads to an acceleration in fetal heart
rate, regard this as a reassuring feature. Take this into account
when reviewing the whole clinical picture.”
The phrasing here should be clearer to avoid the implication
that this is an endorsement for scalp stimulation to be used as a
means of verifying a CTG that was considered not normal
The GDG has accepted that the evidence levels of the benefit of
FBS are low but yet recommends its use as ‘an adjunctive test’
to help clinicians identify babies requiring additional intervention.
On the other hand, Cochrane Systematic Reviews conducted in
2008 (Alfirevic Z, Devane D, Gyte GML) and 2013 (Alfirevic Z,
Devane D, Gyte GML) have shown that FBS does not reduce
the caesarean section or instrumental vaginal delivery rates nor
does it improve neonatal outcomes. There is no compelling
evidence that FBS decreases c-section and healthcare
professionals who continue to use FBS should not 'mislead'
women by saying that their risk of c-section will be lower if their
babies undergo FBS.
In fact, a 2011 review (Schaap, TP, Moormann, KA, Becker JH)
on the complications of FBS has shown leakage of cerebral
spinal fluid (CSF) after FBS. It is therefore very possible that
continued use of FBS will cause greater harm than good and it
would be remiss to recommend its continued use
(Chandraharan E, 2014).

Thank you for your comments. This topic is extensively reviewed in the guideline update
and the systematic review you reference is part of the evidence considered. GRADE
Table 98 in the full guideline summarises the findings of studies comparing CTG plus
FBS vs either CTG alone or intermittent auscultation. This shows that there were
significantly more instrumental vaginal deliveries and caesarean sections in women with
CTG monitoring supported by FBS. However, set against that were the findings of lower
incidence of cord blood acidosis (significant in the Stein study), need for neonatal
resuscitation (significant in the Stein study), neonatal seizures (significant in the RCTs)
and low apgar scores (significant in the Stein study). In addition, GRADE tables 105
and 106 which report the predictive accuracy for FBS values, show very good positive
predictive values for adverse neonatal outcome with a pH <7.20 and very good positive
predictive values and moderately good negative predictive values for a FBS pH
threshold of 7.10. GRADE Table 108 shows a very good positive predictive accuracy of
a FBS of <7.10 for a cord arterial pH of <7.10. Finally, GRADE Tables 107 and 109
report correlation data. Table 107 shows a significant correlations between low FBS pH
values and low Apgar scores and Table 109 shows a good correlation between FBS pH
values and cord arterial pH values (correlation coefficient 0.76). No evidence of the
serious complications of the procedure you mention was identified in the systematic
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review. In the light of the benefit in terms of neonatal outcomes when FBS is used as an
adjunct to CTG and the predictive accuracy and correlation data showing significant
relationships between low FBS values and adverse neonatal outcomes, notwithstanding
the increase risk of operative delivery, the GDG felt there was justification for
recommending the use of FBS.
The guideline recommends “Before undertaking fetal blood
sampling, discuss with a consultant obstetrician [new 2014]”
(recommendation 137) and “Inform the consultant obstetrician of
the fetal blood sample result”. The rationale and supporting
evidence for these recommendations has not been provided.
Not all units have Consultants as the most senior doctor on call
and one would expect a specialty trainee who has undertaken
an Advanced Labour Ward Practice ATSM, to decide when an
FBS is indicated and to interpret the results.
This statement is scientifically incorrect. The subgroup analysis
of the Cochrane review of 2013 showed that FBS increases
forceps delivery. The statement about the benefits of FBS in
relation to c-section should therefore be removed.
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Following on from point 8 above, there are a number of
references in section 10.6.5 that make reference to pricing &
product model / part numbers. This would appear to imply a
recommendation for these specific products and, again,
effectively promoting, in this case, Philips products. There are
3x major fetal monitor companies selling to the NHS, plus
several smaller ones. We respectfully submit that promoting just
one of these is inappropriate in a clinical guideline document.
Following on from points 8 & 9 above, the inclusion of specific
costs for named products would appear to be endorsing these
products, and these costs are not necessarily representative of
pricing for equivalent products in the UK market. In reality,
these prices vary widely and are not necessarily directly
comparable. Some prices are inclusive of accessories such as
transducers, others are not & quoting a price here without
reference to what this includes, or does not include, may not be
a true reflection of real costs. While we can understand the

Thank you for your comment. We have deleted the recommendation about discussing
the decision to perform a FBS with a consultant. There are now recommendations
relating to only three circumstances when an FBS should be discussed with a
consultant: the finding of an abnormal result, inability to obtain a sample and before
taking a third sample.

Thank you for your comments. With respect to the statement about interventions
(operative vaginal births and caesarean sections), the GDG was concerned that a
majority of the population in the systematic review you reference consisted of women
with a high risk pregnancy. In addition, women with preterm pregnancy and multiple
pregnancy were also included. Because of the way the data were reported in the
individual studies, it was not possible to perform a sub-group analysis for women with a
low risk pregnancy, term pregnancy, or singleton pregnancy. Furthermore, of 13 trials
included in the systematic review none reported data for FBS as an adjunct to CTG
compared with CTG alone which was really the focus of the review question. Eight of
the included trials reported a subgroup analysis for women who had FBS as an adjunct
to CTG compared with intermittent auscultation. Given these problems, the group did
not feel that it was appropriate to consider the findings of this large systematic review
when developing their recommendations. The evidence from the other study (Stein et
al, 2006) that was reviewed (comparing women monitored with CTG and FBS
compared with those monitored with CTG alone) showed a significant reduction in the
incidence of operative deliveries. It is for these reasons the GDG recommended to
inform women that ‘The procedure can help to reduce the need for further, more serious
interventions’. We have removed the reference to caesarean section.
Thank you for your comment. We have deleted the recommendation about discussing
the decision to perform a FBS with a consultant. There are now recommendations
relating to only three circumstances when an FBS should be discussed with a
consultant: the finding of an abnormal result, inability to obtain a sample and before
taking a third sample.
Thank you for your comment. We have deleted the recommendation about discussing
the decision to perform a FBS with a consultant. There are now recommendations
relating to only three circumstances when an FBS should be discussed with a
consultant: the finding of an abnormal result, inability to obtain a sample and before
taking a third sample.
Thank you for your comment. References to specific products have been removed.

Thank you for your comment. Reference to the product name has been removed. It is
not possible to carry out more extensive research on costs of equipment for the
analyses. We would argue that the use of cost data provided by an NHS obstetric unit
represented the best available evidence for this work.
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value in looking at a specific NHS site as a case study, as an
example of service costs, we feel that it is inappropriate to
include specific product/model details, which may be misleading,
& amount to promotion of a particular product or group of
products. We would respectfully request that the GDG consider
replacing all specific product references, including model
numbers (eg. M2703A) with generic references. On the specific
price of £350 quoted for (Philips) transducers, our information is
that the UK list price for Philips FM30 transducers is £939. £350
may represent a special exchange price but we do not believe
that this is representative either of their list price, or of a UK wide
discounted price, as our information suggests that they would
not normally offer what would represent a 60+% discount.
Some of the table references in this section appear to be
incorrect (eg. reference to tables 106, 107, 108).

Thank you for your comments. We have checked the text and the table numbering is
now correct.

The penultimate paragraph makes reference to a commercial
organisation, Cardiac Services, a distributor for Philips. We are
a little surprised to see such a reference in a clinical guidance
document, effectively promoting just one of a number of
companies selling this type of equipment in the UK market. We
would ask the GDG to consider anonymising all references to
commercial companies.
Paragraph in-between table 114 & table 115 - While 7 years is
the generally accepted life for fetal monitors, we would question
extending this beyond 7 years, and certainly not as far as 14. A
product of this age is unlikely to represent prevailing regulatory
standards, or offer the level of performance prevailing 14 years
later. This potentially could represent a clinical risk.

Thank you for your comments. We have removed all references to specific commercial
products and manufacturers names.

Penultimate paragraph – states that “Conventional CTG
equipment can only be replaced by complete telemetry systems.
This is not the case in our own product line &, to the best of my
knowledge not on other makes either. Our FM800E CTGs can
have a wireless option added to it at any time – a simple plug-in
option.
Ferring agrees that outcomes relating to length of labour and
women’s experience of labour and birth are clinically important
and should be prioritized.
The first sentence is incorrect, as per comment 13 above &
there would appear to be a direct contradiction to this statement
in the second sentence.

Thank you for your comment. The sentence has been changed so that replacing with
telemetry systems is not the only option. The second sentence in this paragraph already
states that wireless options can be added.

Throughout section 10.7 & 10.8 there are many references to
STAN – this is a trademark for a commercial product. While we
appreciate that this product has the unique ST Analysis
capability, over & above the standard functionality of CTGs, &
that the key conclusions do not recommend its use, we would
respectfully request that trade names should not be referred to
and that all references to STAN should be changed to a generic
reference such as “ST Wave Analysis”, “Fetal electrocardiogram
analysis” as used elsewhere in the document, “ST Analysis
device” or similar.
rd
Typo – line 4, 3 para – we believe this should read “it” instead
of “is”?

Thank you for your comment. The references to STAN have been removed from the
guideline and replaced with “ST analysis” and “ST analysis device”.

Thank you for your comments. Seven years is the base case as suggested by the
manufacturers, and 10 years was also tested as it was suggested by the GDG that
10years was more representative of UK practice. 15 years was also suggested but an
analysis was not run for this, just a comment added that this would increase savings
using a telemetry system as this was considered to be at the high end of lifespan for
equipment. As this was suggested by the GDG and potentially represents current
practice it is appropriate to have it included. The weight of the analysis is on 7 years
and 10 years lifespan for the equipment.

Thank you for your comment.

Thank you for your comment. The sentence has been changed.

Thank you for your comment. This error has been corrected in the text.
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In this section, it is not clear where the cost figures used (table
120/121) derive from, when the cost of an ST analysis device is
3 to 4 times higher than the cost of a conventional CTG.
Additionally, there appears to be no allowance for the
significantly increased, and on-going, training costs associated
with ST analysis equipment, & the added cost associated with
having to use a special single-use fetal scalp electrode on each
use of the equipment. It is noted that training costs are
referenced 10.8.7.3 but not quantified.
It is questionable that the GDG prioritised the rare outcome of
neonatal encephalopathy in its consideration to exclude the use
of STAN for intrapartum fetal monitoring. This is despite the
evidence of the significant reduction in operative vaginal births
and admission to NNU through the use of STAN as noted in
10.8.4.2. This points to a bias by the GDG against the use of
STAN. Instead, STAN should be offered as an alternative to
FBS, with adequate training and audited for safety as part of
clinical governance.

Thank you for your comment. The costs were reported by the medical supply company
that provided the costs for ST equipment for the 2007 guideline. A sentence has been
added to 10.8.6 to refer to the appendix where the inputs are listed. The cost of fetal
scalp electrodes has been added to the analysis. Training was not included in the costs
because information on how much training, how often and for how many staff was not
available. More explanation of these costs and the potential impact on the costeffectiveness analysis has been added to the discussion in appendix A3.4.4.
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Recommendation 163 – bullet point regarding obstetric
emergency says ‘prolapse’; presumably this should be ‘cord
prolapse’?
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Change language to need for support for coping with
pain/relieving pain or analgesia. Qualitative studies indicate that
many professionals are only offering analgesia without first
giving women support for coping with pain and using alternative
measures to help to relieve pain. Focus on relieving pain rather
than solely on analgesia, given its documented negative effects.

Thank you for your comment. The GDG consider that this is covered in the
recommendations included in section 1.8 and 1.9 of the NICE guideline (pain relief).
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Thank you for your comment. The part of the guideline to which you refer was not
subject to formal update and as such we are not able to amend the section in the way
you suggest.
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This is based on opinion not evidence.
There seems to be inconsistency in several places between
what is recommended based on opinion e.g. caseloading isn’t
out rightly recommended as a model of care because there is
deemed not to be enough evidence. However partograms are?
Could this be something to do with cost of implementation or
whether it is an obstetric or midwifery intervention?
This section (and possibly others) is missing reference to this
paper which recruited 1021 women to an intrapartum study of
pulsatile versus continuous infusion :
Tribe RM, Crawshaw SE, Seed P, Shennan AH, Baker PN.
Pulsatile versus continuous administration of oxytocin for
induction and augmentation of labor:
two randomized controlled trials. Am J Obstet Gynecol. 2012
Mar;206(3):230.e1-8.
doi: 0.1016/j.ajog.2011.11.001. Epub 2011 Nov 7.

Thank you for your comments. The very detailed review of the evidence undertaken for
this question found no significant differences for the majority of key outcomes. In
particular the GDG noted that there were no significant differences in caesarean section
rates, severe metabolic acidosis, and neonatal encephalopathy. There were
significantly fewer operative vaginal deliveries and fewer neonatal admissions but the
impact of these in women managed with CTG+FECG compared to those managed with
CTG alone was small with 18 fewer operative deliveries per 1000 and 4 fewer neonatal
admissions per 1000 with the combined monitoring. The GDG also commented on the
poor quality of studies. The health economic base case analysis showed that whilst
CTG+ECG is more cost effective, CTG alone results in more QALY gains. This finding
together with the results of the two sensitivity analyses clearly demonstrated that there
is a high degree of uncertainty in the health economic analysis. In the light of these
observations, the GDG felt that recommending the use of ECG in conjunction with CTG
is not justified at this time.
Thank you for your comment. This recommendation has been revised accordingly.

Thank you for your comment. The part of the guideline to which you refer was not
subject to formal update and as such we are not able to amend the section in the way
you suggest.

ABSTRACT
OBJECTIVE: To determine whether pulsatile oxytocin infusion
improves delivery outcome in women requiring induction or
PLEASE NOTE: Comments received in the course of consultations carried out by the Institute are published in the interests of openness and transparency, and to promote understanding of how recommendations are developed. The comments are published
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augmentation of labor. STUDY DESIGN: Two related
randomized controlled trials undertaken in 2 inner-city United
Kingdom university hospitals
(ISRCTN72773405;http://www.isrctn.org/). Women were
randomly assigned to a pulsatile or continuous infusion
protocol. Primary outcome: cesarean section rate (induction
trial); operative delivery rate (augmentation trial). RESULTS:
For induction, cesarean section rates were similar in women
receiving pulsatile (n = 264, 38.3%) vs continuous infusion of
oxytocin (n = 257; 37.7%; risk ratio, 1.01; 95% confidence
interval, 0.81-1.26; P = .903), but associated with increased
"infusion to time of delivery" intervals (P < .001) in the pulsatile
group. For augmentation, pulsatile infusion resulted in higher
operative delivery rates (70.1%, n = 251) vs continuous infusion
(62.7%, n = 249; risk ratio, 1.12; 95% confidence interval, 0.991.27; P = .077) and increased neonatal morbidity.
CONCLUSION: For induction, pulsatile infusion of oxytocin is
effective, but conferred little clinical benefit. Pulsatile infusion is
not recommended for augmentation
This section is missing reference to
Tribe RM, Crawshaw SE, Seed P, Shennan AH, Baker PN.
Pulsatile versus continuous administration of oxytocin for
induction and augmentation of labor:
two randomized controlled trials. Am J Obstet Gynecol. 2012
Mar;206(3):230.e1-8.
doi: 0.1016/j.ajog.2011.11.001. Epub 2011 Nov 7.
Missing review of the findings of the same paper
Tribe RM, Crawshaw SE, Seed P, Shennan AH, Baker PN.
Pulsatile versus continuous administration of oxytocin for
induction and augmentation of labor:
two randomized controlled trials. Am J Obstet Gynecol. 2012
Mar;206(3):230.e1-8.
doi: 0.1016/j.ajog.2011.11.001. Epub 2011 Nov 7.
Needs to reconsider the evidence statement in light of inclusion
of this paper into the review
Tribe RM, Crawshaw SE, Seed P, Shennan AH, Baker PN.
Pulsatile versus continuous administration of oxytocin for
induction and augmentation of labor: two randomized controlled
trials. Am J Obstet Gynecol. 2012 Mar;206(3):230.e1-8.
doi: 0.1016/j.ajog.2011.11.001. Epub 2011 Nov 7.
Is this appropriate if the fetal head is high?
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Although there is not clear evidence that use of oxytocin is
associated with increased intervention, the greater need for
epidural pain relief should be a consideration, as this is
associated with higher levels of operative birth.
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This section is worded ‘perceived delay in labour’, this title
underlines the fact that the use of time to diagnose lack of
progress is not substantiated by evidence. In fact, may is
evidence that, as long as mother and baby are well, time limits

Thank you for your comment. The part of the guideline to which you refer was not
subject to formal update and as such we are not able to amend the section in the way
you suggest.

Thank you for your comment. The part of the guideline to which you refer was not
subject to formal update and as such we are not able to amend the section in the way
you suggest.

Thank you for your comment. The part of the guideline to which you refer was not
subject to formal update and as such we are not able to amend the section in the way
you suggest.

Thank you for your comments. If there is poor progress in the first stage of labour
Recommendation 1.12.18 in the NICE guideline states: 'For all women with confirmed
delay in the established first stage of labour:
• transfer the woman to obstetric care (if she is at home or in a midwifery unit) for an
obstetric a review and a decision about management options, including the use of
oxytocin.' Thus the decision to use syntocinon is dependent on the obstetric review and
will include consideration of the degree of engagement of the fetal head. That
consideration is outside of the scope of this guideline.
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comments. However, the section to which refer were not in the
scope for the guideline update. Two amendments were made to recommendations
1.12.14 and 1.12.18 in the NICE guideline. For the first recommendation which was not
changed substantially a cross reference to the guidance regarding transfer of women in
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to labour are of no benefit.
No-one actually knows how long a labour does, can and 'should'
last (Neilson et al 2006). Prior to the 1950s, there wasn’t such a
focus on how long labour lasted (Walsh 2007) – midwives and
doctors just cared about whether the mother and baby were OK
or not. In one of the biggest maternity units in western Europe, a
labour lasting up to 48 hours was considered acceptable
(O’Driscoll 1969).
In the 1950s doctors started timing how long women took to
birth their babies, plotting the data on graphs, and using the
graphs to judge how long other women were taking to birth even if they were birthing in radically different contexts
(Friedman 1964, Philpott and Castle 1972a, Philpott and Castle
1972b). Some went so far to declare that no woman should
labour for more than 12 hours (O’Driscoll 1969). In this way,
medical interventions known as ‘augmentation of labour’ have
become accepted into the midwifery canon.
One of the problems we're faced with now in trying to create a
more appropriate way of supporting women in labour is that noone knows how long labour lasts - because reducing the length
of labour has become part of labour ward protocol : a trial is
almost impossible (Bugg et al 2011). To reach statistical validity
requires large sample sizes that simply cannot be reached in the
current obstetric setting (Jun Zhang 2010).
To get around this problem, some interesting research was
recently done using medical records from the 1950s and 60s,
when augmentation of labour was much less common (Jun
Zhang 2010). This research found that the current perceived
wisdom about length of labour had little relation to how long
women's labours took at that point in time.
The publication cited (Afschar et al., 2004) involved off-licence
use of Tractocile (atosiban). Tractocile is licenced and indicated
to delay imminent pre-term birth in pregnant adult women, and
not for intrapartum resuscitation. Ferring suggests that this is
stated in the guidance for clarity.

labour has been added. In the second the English has been changed to the active case.

I am not convinced that it is possible to care for a woman in a
pool, listen to the FH, hold the Doppler and palpate the woman’s
pulse. This sounds like a good idea that cannot and will not be
delivered in practice, leaving every midwife in the country open
to criticism when they fail to provide it. If you are saying to make
this practical, the FH and maternal pulse do not need to be done
simultaneously I’m not convinced of its value. It sounds as
though what is needed is a research recommendation to explore
methods to further develop techniques for intermittent
auscultation of the fetal heart rate in labour.
Recommendation 199 says “An obstetrician should assess a
woman with confirmed delay in the second stage (after transfer
to obstetric care if she is at home or in a midwifery unit, following
the general principles for transfer of care described in
recommendations 49 - 53), but do not start oxytocin. [new
2014]”. It would be considered routine practice in the UK to
commence an intravenous infusion of synthetic oxytocin in the
nd
2 stage of labour in a nulliparous woman, if there is
incoordinate uterine activity or a malposition. The GDG provide
no evidence or rationale to support this recommendation.
Although these times reflect norms, I am not clear there is any
good evidence on which to use the word ‘diagnose’, which could
encourage professionals to make very firm decisions about
intervention rather than monitoring and allowing women’s choice

Thank you for your comment. The GDG disagree. They consider that it is possible to
record the fetal heart using a Doppler and palpate the woman’s pulse with a woman in a
birthing pool.

Thank you for your comment. Given that atosiban has not been recommended in this
guideline, there is no requirement to add that it was off-label use. NICE process is to
footnote recommendations where off-label drugs have been recommended.

Thank you for your comment. Delay in second stage was not part of the scope of this
guideline update, only transfer was reviewed.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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regarding these. Qualitative evidence indicates that women are
often not informed that they have choice about interventions
based on timing where observations of mother and baby are
normal.
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The evidence shows no adverse effects of perineal massage
and one possible benefit – to reduce third degree tears. Again
there is concern about the recommendation “Do not use” here.
It could be re-phrased to say “Use perineal massage if the
woman requests it.”
With reference to your recommendation:
‘There is high-level evidence that intrapartum perineal massage
or application of warm compresses in the second stage of labour
does not improve perineal outcomes’.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

The inclusion of warm compresses in this recommendation
seems contrary to the Cochrane review by:
Aasheim V et al . Perineal techniques during the second stage
of labour for reducing perineal trauma. Cochrane Database of
Systematic Reviews 2011, Issue 12. Art. No.: CD006672. DOI:
10.1002/14651858.CD006672.pub2.
The review found was a significant reduction in incidence of
third- and fourth-degree perineal tears when the perineal
technique of holding warm compresses against the perineum
was used compared to no application of warm compresses
against the perineum.
Although results were based on two studies (Albers 2005;
Dahlen 2007), given concerns about rising severe perineal
trauma rates, an intervention which is evidence based, appears
to have no harmful side effects and easily implemented into
practice should be recommended.
Obstetric anal sphincter injuries (OASIS) are caused by
0
episiotomies resulting too close to the midline (<30 ), which can
mechanically disrupt the anal sphincter. The average angle is
OASIS cases was 26 degrees [Andrews 2006] and 30 degrees
[Eogan 2006] respectively, while in controls, the angle was 38
degrees in both studies.
The incidence of OASIS was 10% if the post-delivery sutured
o
o
episiotomy angle was < 25 and 0.5% if the angle was ≥ 45 .
The authors also found that the incidence of OASIS reduces by
o
50% for every 6 the episiotomy is away from the midline [Eogan
2006].
OASIS are also caused by episiotomies too far from the midline
0
(>60 ), as these fail to relieve the pressure on the perineum
[Stedenfeldt 2012].
To reduce OASIS, episiotomies need to be within the post0
delivery SAFETY ZONE of 40-60 .
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Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.
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Current practice of performing episiotomies is by ‘eyeballing’ the
angle.

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.
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It appears that the majority of episiotomies are not truly
mediolateral but closer to the midline’. Andrews et al (BJOG
2005) found ‘No midwife and only 22% of doctors performed
truly mediolateral episiotomies. Only 13% of the episiotomies
were found to be more than 40 degrees.

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.
Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.
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An earlier study found doctors and midwives are unable to
correctly estimate the angles even on paper. Only one-third of
0
episiotomies were> 40 [Tincello 2003].

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.

93

SH

Medinve
nt

8

Full

12.7.7.
2.1

583

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.
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There is a significant difference between the incision angle and
suture angle of the episiotomy. Perineal distension/stretching at
crowning necessitates that the incision angle should be greater
than the suture angle to the extent of 15-30 degrees [Kalis 2008,
Kalis 2011, Zemncik 2012, Eliashiv 2013]
Studies have shown that a 60 degree episiotomy results in
suture angles of 43, 45 and 50 degrees respectively, depending
on the whether it is a normal or instrumental delivery (whether
by marking or using the EPISCISSORS-60) [Kalis 2011,
Freeman 2014, Patel 2014(in press)]
A 40 degree episiotomy results in suture angle of 22 degrees
[Kalis 2008]. Therefore, performing an episiotomy at an angle of
45 degrees will result in a suture angle of less than 30 degrees.
NICE's recommendation for the episiotomy angle in 2007 was
45-60 degrees at the time of giving the episiotomy. If
accoucheurs follow the NICE guidance, then they could be
performing episiotomies that result in being too close to the
midline, and be more likely to cause OASIS. NICE needs to
review this recommendation in light of the above evidence.
Eyeballing is inaccurate in visual estimation of angles whether
on paper [Tincello 2003] or in patients [Andrews 2005]
EPISCISSORS-60 are fixed angle scissors designed to cut at
60 degrees, that have been shown in 2 studies to achieve postdelivery suture angles of 43 and 50 degrees [Freeman 2014,
Patel 2014 (in press)]
Episiotomies are safer than spontaneous tears in first vaginal
births and reduce the OASIS risk by 40-50% [Revicky 2010,
Gurol-Urganci 2013]
There are 2 studies showing that a post-delivery episiotomy that
originates 9-10mm away from the posterior fourchette has a
reduced risk of OASIS compared to those that originate at the
posterior fourchette [Stedenfeldt 2012, Fodstad 2013]
Women with a short perineal body length (25-30mm) measured
in the first stage of labour have a 40% risk of sustaining OASIS
compared to a 5-10% risk in women with perineal body lengths>
30mm [Deering 2004, Geller 2014]
EPISCISSORS-60 were invented to fulfil NICE recommendation
of performing an episiotomy at the particular angle- 60 degrees.
MEDINVENT LTD has invested significant resources in
innovating, manufacturing and promoting EPISCISSORS-60.
As a commercial organisation, we would request NICE to
consider updating all parts of CG55 where new evidence calls
for transformative changes to clinical practice. While we
acknowledge that NICE had clearly specified the scope of the
update in 2012, clinicians and the laity might not understand the
concept of ‘partial update’. With the increasing emphasis being
placed on NICE recommendations in allocating financial
resources, clinicians and NHS managers might view the
absence of an update as absence of evidence for an update in
practice.
This statement could be interpreted that episiotomy should be
performed for all instrumental deliveries, which would not be
appropriate.

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.
Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.
Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.
Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
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Rec 219: Please amend wording to Inform women that there is
insufficient high-quality evidence to either encourage or
discourage giving birth in water. Support is the wrong word in
this context.
This should naturally lead to a research recommendation.
Recommendations to include:
‘Ensure that that mother and birth partner understand why
birth needs to be expedited and gain consent before
assistance to expedite delivery commences.
It is disappointing that the NICE team dispensed with the
benefits of using established Cochrane reviews, here and in
other parts of the document. Also, a study by de Groot et al.,
1996, has been included, which is odd as it did not use active
management of third stage, only oral ergometrine compared
with placebo and oxytocin. The “review” results are thus very
mixed and it is hard to see the applicability to AMTSL when the
de Groot results are included as well. (Incidentally, the de Groot
reference is in three times in the reference section)
It is unclear why the Cochrane review was not used as a basis
for the evidence on active versus physiological management.
We wonder where the protocol is which states that only specific
uterotonics would be included? Excluding IV ergometrine
(which is no longer used) makes sense but syntomertine is now
should not be used following the NICE IPC 2007 guideline. This
leaves very little evidence on which to base care in third stage.
We feel this uncertainty needs to be clarified for readers of the
NICE document.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline.

Thank you for your comment. The GDG consider that 'what the options are' imply
consent. Also, further detail about seeking appropriate consent has been added to
recommendation 1.1.14 in the section regarding women's experience in all birth
settings.
Thank you for your comments. You are correct, Groot et al did not use all components
of active management (just the oxytocic agent). But just as in the Cochrane systematic
review, our protocol allowed for inclusion of all studies with one or more components of
active management as defined by the researchers.

Thank you for your comment. The Cochrane review (Begley 2011) included a broader
range of interventions used for active management, whilst the clinical review specifically
looked at syntometrine, syntocinon and carbetocin. Therefore, only the relevant trials
from the Cochrane review were incorporated into the evidence review.

It is disappointing that the NICE team dispensed with the
benefits of using established Cochrane reviews, here and in
other parts of the document. Also, a study by de Groot et al.,
1996, has been included, which is odd as it did not use active
management of third stage, only oral ergometrine compared
with placebo and oxytocin. The “review” results are thus very
mixed and it is hard to see the applicability to AMTSL when the
de Groot results are included as well. (Incidentally, the de Groot
reference is in three times in the reference section)
This section seems to simply reflect the opinion of the authors
with no real evidence base provided. We feel this should be
removed as it indicates bias to active management without
reason something NICE should avoid.
A possible harm associated with administration of uterotonics for
routine management of third stage is the reduced breastfeeding
rate, of around 6%. Suggest add: Additional support is needed
for women to overcome the disruption to maternal physiology
associated with oxytocin or ergometrine (Jordan et al 2009).
I suggest that the impact on breastfeeding rates be included in
the consideration of harms and benefits. Perhaps: women at low
risk of haemorrhage, who are keen to maximise their chances of
breastfeeding, the group felt ...

Thank you for your comments. However, as three of the four studies reviewed used
three components in their 'active management' package (oxytocic, camping and cutting
cord and controlled cord traction) the GDG were of the view that all three should be
recommended.

Summary
 Umbilical cord blood is an important source of stem cells
for life-saving transplants for patients suffering from
blood cancer.
 Anthony Nolan works with midwifery teams and
specialised cord collectors in eight maternity units
across the UK to bank cord blood units for use in

Thank you for your comments. We appreciate the value of cord blood as a source of
stem cells in clinical practice. However, this is a guideline for intrapartum care not stem
cell use. The evidence is clear that delayed cord clamping is of benefit for the baby and
the recommendations were made in accordance with that evidence.

Thank you for your comment. The narrative originally in the 'health economics profile'
section has been switched with the information in the 'consideration of health benefits
and resource use'. The latter section reflects the GDG's consideration of the evidence
and so the narrative is more appropriate here.
Thank you for your comment. However, the evidence reviewed in this section failed to
show any difference in breastfeeding outcomes between active and physiological
management of the third stage.

Thank you for your comment. However, the evidence reviewed in this section failed to
show any difference in breastfeeding outcomes between active and physiological
management of the third stage.
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haematopoietic stem cell transplantation.
The proposed change to standardise the practice of
delayed cord clamping may impact on our ability to
provide cord blood units for haematopoietic stem cell
transplants.
More UK-based research into the long-term risk/benefit
of immediate versus delayed cord clamping on maternal
and neo-natal outcomes must be undertaken to
strengthen the current evidence profile.
Recording the timing of cord clamping will strengthen
the quantity and quality of UK-based research, however
further guidelines are needed to guarantee the scientific
accuracy and legitimacy of the data.

Anthony Nolan
Anthony Nolan, the UK’s blood cancer charity, manages the UK
bone marrow donor register and works to match donors to
patients in order to facilitate life-saving haematopoietic stem cell
transplants. We also bank stem cells extracted from umbilical
cord blood for use in haematopoietic stem cell transplantation.
Haematopoietic stem cell transplantation
Haematopoietic stem cell transplantation is used to cure patients
suffering from blood cancers such as leukaemia or from rare
haematopoietic disorders and, for some, receiving a blood stem
cell transplant is their only chance of surviving their disease.
Some transplants use stem cells taken from a matching donor,
which are extracted either via peripheral blood stem cell (PBSC)
donation or bone marrow harvest but, increasingly, cord bloodderived stem cell transplants are being performed to cure
4
patients of their life-threatening diseases. A transplant using
cord blood-derived stem cells is sometimes a patient’s only
chance of survival, as cord stem cells can cope with a higher
degree of mismatch than adult stem cells due to their
immaturity. This sometimes makes them the only option for
patients, particularly those from an ethnic minority background,
who are unable to find a matching related or unrelated adult
donor. Umbilical cord blood is therefore an important cell source
as we work to ensure that every patient suffering from blood
cancer or a haematopoietic disorder finds a matching donor, and
undergoes a successful stem cell transplant.
Anthony Nolan cord collection and banking
Anthony Nolan has established cord blood collection facilities in
eight maternity units across the UK, focusing our efforts in
regions with a high birth rate and diverse population. We work
with midwives and specialised cord collectors to ensure that all
expectant mothers in these hospitals are given balanced and
accurate information regarding donating their umbilical cord, and
to give them all the opportunity to do so. If an expectant mother
makes the decision to donate, the Anthony Nolan cord collector
works with the midwifery team to ensure the cord is collected in
a safe and secure manner, whilst having no influence,
interference or role in the birth itself.
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We then bank the cord blood unit for use in life-saving stem cell
5
transplants either in the UK or in countries around the world.
We also bank cord blood to be used in scientific research that
will lead to better transplant outcomes, and to improve clinical
practice in haematopoietic stem cell transplantation as well as
other areas of medicine.
Comment on the updated NICE guidance on intrapartum care
Anthony Nolan is commenting on the guidance on the timing of
6
cord clamping, as outlined in the full updated NICE guidance.
We understand that current practice regarding the timing of cord
clamping differs in hospitals across the UK and therefore
welcome any new guidance which helps to standardise practice.
However we are concerned about the lack of clinical evidence
used to justify the move to standardise the practice of delayed
cord clamping (DCC) as part of modified active management of
7
the third stage of labour.
The proposed changes to make DCC standard practice across
the UK are likely to detrimentally impact on our ability to bank
cord blood units. To make the cord blood unit clinically viable for
banking and transplant there must be a minimum amount of
8
stem cells per unit collected, and delaying the timing of cord
clamping may significantly lower the volume of blood, and
subsequently the number of stem cells, available for collection. It
is therefore imperative that this change is legitimised by a
relevant scientific evidence base on the long term harm of
immediate cord clamping (ICC), and the benefits of DCC in
terms of both maternal and neonatal outcomes. Although we will
continue to collect the cord at any point during the third stage of
labour, in line with the preferences of the mother and any
change in guidelines, we do not believe there is currently
enough of a clinical evidence base to justify a change in policy.
The current evidence base
We echo the opinions of the Guideline Development Group
9
(GDG) regarding analysis of the current evidence profile. Given
the current lack of UK-based research and evidence into the
benefit/risk of ICC versus DCC on long-term neonatal outcomes,
and the conflicting nature of recent studies in this field, we would
support the case for increasing research in this area before
advocating a change in guidelines.
Existing research in this field, as documented in the NICE
evidence profile and in a number of other recent studies, gives
conflicting outcomes and conclusions on the risk/benefit of DCC
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to neonatal outcomes. Whilst some have indicated a statistical
10
significance in several key indicators of neonatal health, a
number of conflicting studies have proved inconclusive and have
11
emphasised the need for further research and analysis. It is
also essential, given that any change in guidelines will affect
mothers and full-term infants born in UK hospitals, that research
studies undertaken in this context are included in the clinical
evidence base. We would therefore strongly support the case for
increasing the UK-based evidence profile regarding the
risks/benefits of ICC versus DCC on long-term neonatal
outcomes to further strengthen existing research in this area.
Recording the timing of cord clamping
We fully support the inclusion of new guidelines concerning
recording the timing of cord clamping in both active and
physiological management. This would facilitate the undertaking
of a long-term review, using evidence from UK hospitals, into the
long term effects of ICC versus DCC. The introduction of
compulsory records for the time of cord clamping will serve to
enhance the standard, and quantity, of research and analysis in
this field.
Further guidelines are needed, however, regarding the
procedure for recording the timing of cord clamping. To ensure
the suitability of the data for research purposes, it is paramount
that is collected in a standardised and structured way that
guarantees a high level of accuracy and scientific legitimacy. We
would therefore welcome greater clarity on the procedures that
will be in place for midwives to correctly record the timing of
clamping, to avoid any discrepancies that may impact on the
validity of the data.
Conclusion
Standardising a policy of DCC is likely to have implications for
the number of umbilical cord blood units Anthony Nolan is able
to collect for the purposes of stem cell transplantation, which
may in turn detrimentally impact on the size of UK cord blood
stocks and our ability to provide cord blood-derived stem cells
for life-saving transplants. Therefore it is essential that any
change in NICE guidelines is legitimised by a solid and relevant
UK evidence base on the long-term effects of immediate versus
delayed cord clamping, with clear indicators showing the longterm risk/benefit of DCC on the infant.
We would welcome a long-term UK-based review into the
impact of ICC and DCC on maternal and neonatal outcomes to
further inform this debate. We support the inclusion of new
guidelines to record the timing of cord clamping, which will help
facilitate further UK-based research in this field, however we
would welcome further guidelines on the procedure for recording
the timing of clamping to ensure the scientific validity of the data.
In the meantime we urge NICE to take into account the impact
of recommending DCC on the ability of public cord blood banks
such as Anthony Nolan to collect umbilical cord blood for use in
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life-saving stem cell transplants.
In 2013/14, 157 cord blood-derived stem cell transplants were
carried out in the UK, sourced from UK and Overseas cord
blood banks. This is compared to 117 in 2012/13 and 105 in
2011/12.
In 2013/14, Anthony Nolan provided cord-blood derived stem
cells for 22 UK and Overseas patient transplants.
13.3. Timing of cord clamping, NICE, ‘Intrapartum care: care of
healthy women and their babies during childbirth – full
guidance’, pp. 620-639.
Para. 1.14.11, NICE, ‘Intrapartum care: care of healthy women
and their babies during childbirth’, p.67.
6

1400 x 10 tnc
Table 145, NICE, ‘Intrapartum care: care of healthy women and
their babies during childbirth – full guidance’, p.621.
Andersson et al., British Medical Journal, 2011, ‘Effect of
delayed versus early umbilical cord clamping on neonatal
outcomes and iron status at 4 months: a randomised controlled
trial’. McDonald et al., 2013 – as detailed in the given evidence
profile p.630.
Andersson et al., Acta Paediatrica, 2013, ‘Effects of delayed
cord clamping on neurodevelopment and infection at 4 months
of age: a randomised trial.’ Andersson et al. JAMA Pediatrics,
2014, ‘Effect of delayed vs. early umbilical cord clamping on iron
status and neurodevelopment at age 12 months: a randomized
clinical trial.’ Andersson et al., 2011 – as detailed in the given
evidence profile p.631.
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There is a reference to monitoring neonatal heart rate in the
document for timing of cord clamping. It is not clear on what
basis the average rate of neonatal heart rate has been
estimated? Are they all not coming from studies/practices in
which early cord clamping has been practiced? Timing of cord
clamping may have an impact on the actual heart beat rates.
This needs further investigation, in babies of women with
physiological birth experiences.
Spelling error “meat-analysis” should be “meta” – x 3

Thank you for your comments. However, we could not find any reference to neonatal
heart rate in the recommendations relating to timing of cord clamping. The only
reference to the baby's heart rate is that physiological management of the third stage
involves not clamping and cutting the cord until after the cord has stopped pulsating.
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Under “Infant iron deficiency at 3-6 months” spelling error “meatanalysis” should be “meta” – 3 times

Thank you for your comment. These errors have been corrected.

13.3.3

633

Under “Not breast-feeding at discharge” – percentages should
be 17.7% (not 17.6%) and 16.5% (not 18.7%)

Thank you for your comment. This has been revised accordingly.
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The GDG noted that the timing of administration of a uterotonic
in relation to the timing of cord clamping did not seem to make a
significant difference to any of the outcomes of interest, although
there was a suggestion of an increased risk of retained placenta
with early cord clamping following early administration of a

Thank you for your comment. The GDG disagree. The evidence was that administration
before or after the cord is clamped makes no difference.

Thank you for your comment. This error has been corrected in the text
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uterotonic.” Given that late administration of a uterotonic showed
no adverse effects, and early administration of a uterotonic may
increase the risk of retained placenta, why does
recommendation 233 say “For modified active management,
administer 10 IU of oxytocin by intramuscular injection with the
birth of the anterior shoulder or immediately after the birth of the
baby and before the cord is clamped and cut”? As delayed cord
clamping is a new process, there is no knowledge of whether or
not there are any effects from the injection of Syntocinon prior to
cord clamping, and it does not seem sensible to expose a baby
to the effects of a drug passing through the patent cord. Could
this be re-phrased as “For modified active management,
administer 10 IU of oxytocin by intramuscular injection
immediately after the cord is clamped and cut”?
Recommendation 224 would also need to be changed

The GDG noted that the timing of administration of a uterotonic
in relation to the timing of cord clamping did not seem to make a
significant difference to any of the outcomes of interest, although
there was a suggestion of an increased risk of retained placenta
with early cord clamping following early administration of a
uterotonic.” Given that late administration of a uterotonic showed
no adverse effects, and early administration of a uterotonic may
increase the risk of retained placenta, why does
recommendation 233 say “For modified active management,
administer 10 IU of oxytocin by intramuscular injection with the
birth of the anterior shoulder or immediately after the birth of the
baby and before the cord is clamped and cut”? As delayed cord
clamping is a new process, we have no knowledge of whether or
not there are any effects from the injection of Syntocinon prior to
cord clamping, and it does not seem sensible to expose a baby
to the effects of a drug passing through the patent cord. Could
this be re-phrased as “For modified active management,
administer 10 IU of oxytocin by intramuscular injection
immediately after the cord is clamped and cut”?
Recommendation 224 would also need to be changed
Needs to be more specific regarding when to administer
uterotocic eg: with anterior shoulder and how long to leave cord
pulsating eg 1 to 3 min.
It would be more helpful to define deferred with a length of time
It is not clear why 30 mins is the length to diagnose a prolonged
third stage when active management is used.
“Advise the woman to have modified active management of the
third stage” does not fit with current evidence including that
provided in the Cochrane review on third stage management in
relation to women at low risk of post-partum haemorrhage. Two
large cohort studies involving women at low risk, cared for by
midwives used to using physiological management, showed that
PPH rates are equal or lower when physiological care is used:
Dixon L, Tracy SK, Guilliland K, Fletcher L, Hendry C, Pairman
S. 2013 Outcomes of physiological and active third stage labour
care amongst women in New Zealand. Midwifery 29(1):67-74.
Begley C, Dencker A, Keegan C, Martin M, McCann C, Smith V.
Postpartum haemorrhage and blood loss in midwifery-led care in
th
Ireland. 30 ICM (International Confederation of Midwives)
Triennial Congress, 1-5 June 2014, Prague, Czech Republic.

Thank you for your comments. However, there is no evidence that administration of the
oxytocic before or after cord clamping and cutting made any difference.

Thank you for your comment. The GDG consider that this is covered in
recommendation 1.14.10 of the NICE guideline.
Thank you for your comment. The GDG consider that this is covered in
recommendation 1.14.11 of the NICE guideline.
Thank you for your comment. The risk of bleeding increases with time and so the GDG
felt that 30 minutes would be appropriate.
Thank you for your comments. However, the GDG considered RCT data only as it is a
higher level of evidence than cohort studies. GRADE Table 142 in the full guideline
clearly shows that active management is associated with a significantly lower rate of
postpartum haemorrhage.

Could this recommendation then be rephrased to reflect this
literature?
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Under ‘physiological management of the third stage’ The
package of care should include the following:
 Encouraging the mother to hold her baby close to her
breast or latching her baby onto breast to aid uterine
contractions
 Encouraging the mother to adopt an upright position
to aid the birth of the placenta
 The umbilical cord does not need to be clamped or
cut until the placenta is born though can be clamped
once pulsation has stopped.
(Nos 229 &230) These recommendations do not show sensitivity
to the effect of place of birth on third stage when reviewing the
evidence.
he belief that Active Management of the third stage of labour
(AMTSL) reduces blood loss postpartum is based primarily on
two pieces of research conducted in the 1980s and 1990s which
contrasted AMTSL involving prophylactic oxytocic use and CCT
with certain elements of ‘physiological’ or ‘expectant’
management (Rogers et al. 1998; Prendiville et al. 1988). The
trials have been criticised heavily on a number of grounds (Fahy
et al. 2010), as has the uptake of their findings as relevant to low
risk care settings (Soltani, 2008).
In the Hitchingbrooke and Prendiville trials ‘physiological’ or
‘expectant’ management was defined as much by the non
administration of an oxytocic rather than by active elements of
care offered by midwives (Fahy, 2009). Contrastingly, the
holistic psychophysiological care as described by Fahy et al.
(2010) involves active caregiving by midwives and leads to low
rates of PPH. Other research set in low risk settings also show
either no difference or significantly lower rates of blood loss than
that associated with AMTSL, as shown below (Fahy et al. 2010;
RCM 2008).
Analyses which include both the older and more recent research
reach different conclusions than earlier analyses: Edwards
(2010) states that physiological third stage in high income
countries is potentially safest when used within a holistic
midwifery model of care, with skilled midwives who have access
to appropriate uterotonics and medical assistance when needed,
whilst Edwards and Wickham (2011) surmise that it is only in
high-activity maternity unit with time limiting policies, midwives
more familiar with AMTSL and the commonplace disturbing of
women during childbirth that routine recommendation of AMTSL
reduces blood loss after birth and may thus be preferable to
many women.
This approach warrants further research and NICE should
recommend this be done.

Thank you for your comment. The GDG have now expanded the relevant LETR in
section 13.1.6 to say that the components of physiological management varied in the
studies and provided a further breakdown of possible components.

Why does “modified” active management of the third stage
necessarily include controlled cord traction? Gulmezoglu’s
recent trial of CCT showed that it was not necessary. Many
women complain of pain during CCT and it would be beneficial
to be able to give them the choice.
It would be more helpful to define deferred with a length of
time, e.g, at least 1-3 mins

Thank you for your comment. The aim of the review question was to compare active
management with physiological management of the third stage and active management
with or without controlled cord traction. As part of the evidence base reviewed for active
management, all studies included controlled cord traction, justifying its inclusion in the
recommendation.
Thank you for your comment. The GDG consider that this is covered in
recommendation 1.14.11 of the NICE guideline.

It is not clear why 30 mins is the length to diagnose a prolonged
third stage when active management is used. In the absence of

Thank you for your comment. The risk of bleeding increases with time and so the GDG
felt that 30 minutes would be appropriate.

Thank you for your comments. The GDG did note that the evidence regarding active
versus passive management of the third stage of labour was from studies undertaken in
a hospital setting. They discussed the potential relevance of these findings to other
settings and this is reflected in 'Evidence to recommendations' section. As a result of
that discussion they decided to make a research recommendation 'What are the risks
and benefits for women and babies of physiological management of the third stage of
labour compared to ‘modified’ active management for women giving birth outside an
obstetric unit? (research recommendation #26).
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The recommendation to “Advise the woman to have modified
active management of the third stage” does not fit with current
evidence including that provided in the Cochrane review on third
stage management in relation to women at low risk of postpartum haemorrhage. Two large cohort studies involving women
at low risk, cared for by midwives used to using physiological
management, showed that PPH rates are equal or lower when
physiological care is used:
Dixon L, Tracy SK, Guilliland K, Fletcher L, Hendry C, Pairman
S. 2013 Outcomes of physiological and active third stage labour
care amongst women in New Zealand. Midwifery 29(1):67-74.
Begley C, Dencker A, Keegan C, Martin M, McCann C, Smith V.
Postpartum haemorrhage and blood loss in midwifery-led care in
th
Ireland. 30 ICM (International Confederation of Midwives)
Triennial Congress, 1-5 June 2014, Prague, Czech Republic.
Accordingly, could rec 231 be re-phrased as: “Advise the
woman to have modified active management of the third stage,
unless she is at low-risk for PPH.”?
“Do not clamp the cord earlier than 1 minute from the birth of
the baby unless there is concern about the integrity of the cord
or the baby has a heartbeat below 60 beats/minute that is not
getting faster.”

Thank you for your comments. However, the GDG considered RCT data only as it is a
higher level of evidence than cohort studies. GRADE Table 142 of the full guideline
clearly shows that active management is associated with a significantly lower rate of
postpartum haemorrhage.

Thank you for your comments. The one minute value was based on the evidence
reviewed by the GDG.

There is recent work in the CORD trial, with pre-term babies,
that shows beneficial effects of leaving the cord intact and
resuscitating the baby close to the mother. Hutchon has also
done work in this area. The UK Resuscitation Council
Guidelines, p125, say: “perhaps the cord should not be clamped
until the baby has started breathing.”
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Research recommendation:

Thank you for your comment.

We have comments on the Research recommendations for third
stage – see Comments 128
Full

13.3.8

639

Research recommendation:

Thank you for your comments. We have changed the wording.

We believe this should be about ‘modified active management’
so:
26. What are the risks and benefits for women and babies of
physiological management of the third stage of labour compared
to modified active management for women giving birth outside
an obstetric unit?
Alternatively, we think it is no longer useful to include active
management in future research and believe that the evidence
now supports a prophylactic uterotonic for the reduction of PPH
but that the other components of active management (namely
early cord clamping and CCT) do not contribute to reducing PPH
so should not be used unless new evidence comes to light
which shows a balance of benefit that favours the intervention.
We suggest this research question would be better as:

26. What are the risks and benefits for women and babies of
physiological management of the third stage of labour compared
to giving prophylactic IM oxytocin for women giving birth in all
birth settings?
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We think the primary outcome would be better as a ‘clinical
outcome relating to morbidity from PPH’, rather than ‘woman’s
haemoglobin levels’. We accept that haemoglobin is easy to
measure and avoid observer bias, but it means very little unless
there is a large reduction.
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“Do not clamp the cord earlier than 1 minute from the birth of
the baby unless there is concern about the integrity of the cord
or the baby has a heartbeat below 60 beats/minute that is not
getting faster.” This is illogical, as the baby with a heartbeat
below 60 beats/minute is the very one that needs to have the
cord patency maintained in order to provide a supply of oxygen,
while resuscitation is in progress. There is recent work in the
CORD trial, with pre-term babies, that shows beneficial effects
of leaving the cord intact and resuscitating the baby close to the
mother. Hutchon has also done work in this area. The UK
Resuscitation Council Guidelines, p125, say: “perhaps the cord
should
not be clamped until the baby has started breathing.”
This could be rephrased as: “Do not clamp the cord earlier than
1 minute from the birth of the baby unless there is concern about
the integrity of the cord. If the baby has a heartbeat below 60
beats/minute that is not getting faster, resuscitation should be
carried out at the mother’s bedside with the cord intact.”

Thank you for your comments. First, we found no evidence to support your suggested
additions/amendments regarding maintaining cord patency.
Second, we do not think the CORD Pilot RCT is relevant to this review. The CORD pilot
trial is a trial comparing immediate versus deferred cord clamping for very preterm birth
(before 32 weeks). It does not apply to our guideline. We did not find any study
investigating neonatal resuscitation with respect to time of cord clamping in term infants
or the location of the baby whilst this resuscitation is undertaken.
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Research recommendation 26: “Population: Women in labour
at low risk of developing intrapartum complications giving birth
outside an obstetric unit.
Intervention: Physiological management of the third stage of
labour
Comparator: Active management of the third stage of labour.”
This intervention and comparator is appropriate for a trial in an
obstetric unit where active management of the third stage of
labour is the norm. However, women giving birth outside an
obstetric unit, who are at low risk of developing intrapartum
complications, will have a 50:50 chance of receiving active or
physiological management of the third stage of labour (see
Dixon et al 2013, Begley et al 2014, above). As physiology, by
definition, is the norm for any human, the intervention in this trial
should be AMTSL and the comparator should be PMTSL.

Thank you for your comments. We note the data about the relative rates of active and
physiological management of the third stage away from the obstetric unit. However, that
does not make the research proposed invalid. In fact, it may make it more feasible.
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- Do not use intravenous oxytocic agents to deliver a retained
placenta.

Thank you for your comment. The recommendation now reads "Do not use intravenous
oxytocic agents routinely to deliver a retained placenta " which should address the
contradiction that you mentioned.

- Give intravenous oxytocic agents if the placenta is retained
and the woman is bleeding.
It would be clearer to combine these two recommendations into
“Do not use intravenous oxytocic agents to deliver a retained
placenta, unless the woman is bleeding”. They look like two
contradictory statements at present.
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- Do not use intravenous oxytocic agents to deliver a retained
placenta.

Thank you for your comment. The recommendation now reads " Do not use
intravenous oxytocic agents routinely to deliver a retained placenta " which should
address the contradiction that you mentioned.

- Give intravenous oxytocic agents if the placenta is retained
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and the woman is bleeding.
It would be clearer to combine these two recommendations into
“Do not use intravenous oxytocic agents to deliver a retained
placenta, unless the woman is bleeding”. They look like two
contradictory statements at present.
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In terms of BMI > 35, CMACE report: Maternal obesity in the
UK: findings from a national project,
published in 2010. It stresses the increased problems and risks
regarding labour and delivery
in women with BMI> 35, although it goes on to make
recommendations that women with BMI over 40 need
anaesthesia assessment antenatally and
seems to view this threshold as more relevant
Age ≥35 has been identified as a risk factor for a number of comorbidities among women (including type 2 diabetes,
gestational diabetes, pregnancy induced hypertension (PIH) and
pre-eclampsia) however a small proportion of women in the
overall childbirth population have these co-morbidities and using
this cut off age group seems unnecessarily restrictive.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.
Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

In terms of BMI > 35, CMACE report: Maternal obesity in the
UK: findings from a national project,
published in 2010. It stresses the increased problems and risks
regarding labour and delivery
in women with BMI> 35, although it goes on to make
recommendations that women with BMI over 40 need
anaesthesia assessment antenatally and
seems to view this threshold as more relevant
Age ≥35 has been identified as a risk factor for a number of comorbidities among women (including type 2 diabetes,
gestational diabetes, pregnancy induced hypertension (PIH) and
pre-eclampsia) however a small proportion of women in the
overall childbirth population have these co-morbidities and using
this cut off age group seems unnecessarily restrictive.
Any women over 35 should deliver in obstetric unit (rather than
alongside MLU) based on moderate evidence of only of PPH is
not supported by Birthplace study. This would limit the option of
place of birth significantly to many women.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

I’m not aware of any MLU that advising all women over 35 to
plan birth in an obstetric unit due to increased risk of PPH and
this needs to be reconsidered. Precipitate birth needs come off
the list as it can’t be predicted in labour to suggest to the woman
she should give birth in an obstetric unit!
There should be a statement that for all free-standing midwifery
units, there should be a defined body of professionals
responsible for pathways of care for the babies delivered there,
whether well or unwell. This should be done under the umbrella
and systems of governance of a designated neonatal service
(see Neonatal support for Stand Alone Midwifery Led Units
(MLUs): a framework for practice British Association of Perinatal
Medicine May 2011
http://www.bapm.org/publications/documents/guidelines/CMU_fi
nal_May2011.pdf).
There should be a statement that, in all birth settings, there
should be facilities to resuscitate babies, and transport them if
necessary, using a range of inspired oxygen from 21% (room

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comment. The recommendation you mention has not been updated
as part of the scope of this guideline and as such we are not able to amend it in the way
you suggest.

Thank you for your comment. Please note that the NICE guideline on safe midwifery
staffing for maternity services will be published in January 2015. Please also see
recommendation 1.1.16 in the NICE guideline on the staffing configuration to support
one to one care.

Thank you for your comment. We have added a further bullet point to recommendation
1.15.14 of the NICE guideline to say: “ensure that there are facilities for resuscitation,
and for transferring the baby to another location if necessary”.
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The statement “All relevant healthcare professionals caring for
women during birth should attend annually a course in neonatal
resuscitation that is consistent with nationally accredited
guidelines on neonatal resuscitation” should leave out the word
“relevant”.
There should be a clearer indication of the nature and content of
such a course (for example, the course run by the Scottish
Multiprofessional Maternity Development Programme).
With regard to taking cord gases, we would suggest in relation
to the sentence “If the baby is born in poor condition (based on
an evaluation of respiration, heart rate and tone): take paired
cord-blood samples for blood gas analysis, after clamping the
cord using 2 clamps” that what constitutes “poor condition” is
clearly specified. We suggest that in circumstances in which
there is a need for anything more than inflation breaths to initiate
breathing, cord gases should be performed.
Suggest an additional recommendation:
Women who have received multiple medicines and experience
complications should be offered additional support in
breastfeeding over the first 2 weeks, until lactation is
established.
Brown AE., Jordan S. 2013 Impact of Birth Complications on
Breastfeeding duration: an internet survey. Journal of Advanced
Nursing. 69(4):828-39.
Jordan S, Emery S, Watkins A, Evans J, Storey M, Morgan G.
2009 Associations of drugs routinely given in labour with
breastfeeding at 48 hours: analysis of the Cardiff Births Survey.
BJOG; 116(12) 1622-30

Thank you for your comment. The GDG consider that the recommendation is sufficiently
detailed. Courses change and this more general recommendation is not time limited.

Thank you for your comment. The GDG consider that poor condition should be defined
on the basis of abnormal breathing, heart rate or tone.

Thank you for your comments. However, women who are taking multiple medicines are
not low-risk and not covered by the scope of the guideline update.

The guidance on undertaking perineal repair has not been
reviewed in this update in the context of the most recent
Cochrane review
Elharmeel SMA, Chaudhary Y, Tan S, Scheermeyer
E, Hanafy A, van Driel M. Surgical repair of
spontaneous perineal repairs that occur during
childbirth versus no intervention. Cochrane Database
of Systematic Reviews 2013.
Several members commented on their disappointment that the
guidance on undertaking perineal repair had not been reviewed
in this update, in the context of the most recent Cochrane
review
Elharmeel SMA, Chaudhary Y, Tan S, Scheermeyer
E, Hanafy A, van Driel M. Surgical repair of
spontaneous perineal repairs that occur during
childbirth versus no intervention. Cochrane Database
of Systematic Reviews 2013.
20ml of 1% lignocaine is not based upon dose / weight ratio, and
therefore not based on a scientific principle.

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.

The following Birthplace reference appears to be missing;
Hollowell J, Puddicombe D, Rowe R, Linsell L, Hardy P,
Stewart, M, et al. The Birthplace national prospective cohort
study: perinatal and maternal outcomes by planned place of
birth. Birthplace in England research programme. Final report

Thank you for your comment. We have gone back to our evidence reviews and can
confirm that both the Hollowell et al 2011 study (which is a detailed report of Birthplace
England study) and the Davis 2011 study have been included.

Thank you for your comment. The topics for the guideline update were considered as
part of NICE’s standard scoping process. A stakeholder workshop was held and the
scope was subject to a period of public consultation before it was finalised. Undertaking
perineal repair was not selected to be included in the 2014 update of the Intrapartum
Care Guideline.

Thank you for your comment. The section to which you refer was not subject to formal
update and as such we are not able to amend it in the way you suggest.. However, in
the 2007 original guideline no evidence was found to review this topic and the
recommendation was the result of the consensus of GDG opinion.
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part 4. NIHR Service Delivery and Organisation programme;
2011
Reference for Davis et al, 2011 also missing
These organisations were approached but did not respond:
[Insert]
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