NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE
Interventional Procedures Programme

Specialist Adviser questionnaire

Before completing this questionnaire, please read Conflicts of Interest for Specialist
Advisers. Certain conflicts exclude you from offering advice, however, please return
the questionnaire to us incomplete for our records.

Please respond in the boxes provided.

Please complete and return to: Deonee.Stanislaus@nice.org.uk

Procedure Name: Laparoscopic ventral mesh rectopexy for
internal rectal prolapse

Name of Specialist Advisor: Andrew Williams

Specialist Society: Pelvic Floor Society

1 Do you have adequate knowledge of this procedure to provide advice?

X Yes.

L] No — please return the form/answer no more questions.

1.1 Does the title used above describe the procedure adequately?

=4 Yes.
[ 1 No. If no, please enter any other titles below.

Comments:

2 Your involvement in the procedure

2.1 Is this procedure relevant to your specialty?

X Yes.
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] Is there any kind of inter-specialty controversy over the procedure?
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L] No. If no, then answer no more questions, but please give any information
you can about who is likely to be doing the procedure.

Comments:

The next 2 questions are about whether you carry out the procedure, or refer
patients for it. If you are in a specialty that normally carries out the procedure
please answer question 2.2.1. If you are in a specialty that normally selects or
refers patients for the procedure, please answer question 2.2.2.

2.2.1 If you are in a specialty that does this procedure, please indicate your
experience with it:

] | have never done this procedure.
L] | have done this procedure at least once.

=Y | do this procedure regularly.

Comments:

2.2.2 If your specialty is involved in patient selection or referral to another
specialty for this procedure, please indicate your experience with it.

L] | have never taken part in the selection or referral of a patient for this
procedure.

L] | have taken part in patient selection or referred a patient for this procedure at
least once.

< | take part in patient selection or refer patients for this procedure regularly.

Comments:

2.3 Please indicate your research experience relating to this procedure
(please choose one or more if relevant):

X | have done bibliographic research on this procedure.

] | have done research on this procedure in laboratory settings (e.g. device-
related research).

] I have done clinical research on this procedure involving patients or healthy
volunteers.

[] I have had no involvement in research on this procedure.



] Other (please comment)

Comments:

3 Status of the procedure
3.1 Which of the following best describes the procedure (choose one):
< Established practice and no longer new.

L] A minor variation on an existing procedure, which is unlikely to alter the
procedure’s safety and efficacy.

L] Definitely novel and of uncertain safety and efficacy.
L] The first in a new class of procedure.
Comments:

Whilst this is now established, there is growing uncertainty regarding the risk profile
and the optimal treatment for this difficult condition. There is uncertainty both
regarding the treatment of internal intussusception and external rectal prolapse

3.2 What would be the comparator (standard practice) to this procedure?

Difficult to say. Previously it would have been STARR however this has fallen from
popularity due to the unpredictable complication profile, where some patients may
have intractable pain and urgency post operatively (one cannot predict which of the
patients having a STARR have this problem). All patients should have conservative
treatment prior to surgery and so this is mandatory and not a comparator. The only
other option is intra-anal delormes however there is limited expertise in most UK
centres.

3.3 Please estimate the proportion of doctors in your specialty who are doing
this procedure (choose one):

] More than 50% of specialists engaged in this area of work.
X 10% to 50% of specialists engaged in this area of work.

] Fewer than 10% of specialists engaged in this area of work.
] Cannot give an estimate.

Comments:

This figure is for surgeons practicing pelvic floor surgery. The ACPGBI census
showed however that there were some surgeons performing single cases and
without the support of a pelvic floor unit.



4 Safety and efficacy
4.1 What is the potential harm of the procedure?

Please list adverse events and major risks (even if uncommon) and, if possible,
estimate their incidence, as follows:
1. Adverse events reported in the literature (if possible please cite literature)

Mesh erosion upto 5%, more common with polyester mesh, possibly less common
with collagen.

Chronic pain
Dyspareunia
Failure

Hernia, wound complications, collections , haematoma

2. Anecdotal adverse events (known from experience)
The above and
Ureteric injury

Small bowel obstruction

3. Theoretical adverse events
Implantation endometriosis
Pelvic scarring

Reduced fecundity

4.2 What are the key efficacy outcomes for this procedure?

Improvement in constipation and obstructed defaecation scores

4.3 Are there uncertainties or concerns about the efficacy of this procedure?
If so, what are they?

It is not universally successful, 60 — 70% will gain benefit and improvement in

symptoms, 15% will have no change, 15% may have deterioration and upto 5% will

have a long lasting serious complication

4.4 What training and facilities are needed to do this procedure safely?

There is a learning curve 60 — 80 cases. We are developing a structured modular

training program. This will include a mentor system.

4.5 Are there any major trials or registries of this procedure currently in
progress? If so, please list.



The Pelvic floor society has started a National Registry (being considered for NICE
compliance at present)

4.6 Are you aware of any abstracts that have been recently presented/
published on this procedure that may not be listed in a standard literature
search, for example PUBMED? (This can include your own work). If yes,
please list.

Please note that NICE will do a literature search: we are only asking you
for any very recent or potentially obscure abstracts and papers. Please
do not feel the need to supply a comprehensive reference list (but you
may list any that you think are particularly important if you wish).

Due to publish the PFS position statement on VMR (accepted in Colorectal Disease)

4.7 Is there controversy, or important uncertainty, about any aspect of the
way in which this procedure is currently being done or disseminated?

Ye mainly around selection of type of mesh and sutures and the complication rates,
especially regarding mesh erosion rates in the light of recent public concern about
vaginal mesh erosions in the gynaecology literature and population

5 Audit Criteria
Please suggest a minimum dataset of criteria by which this procedure could be
audited.

Patient demographics

Indications for surgery

Score of constipation / ODS

Date surgery

Procedure type (VMR with or without posterior extension colpopexy etc)
Materials used

Result / post operative score

Complication rate

1 year follow up

5.1 Outcome measures of benefit (including commonly used clinical
outcomes, both short and long - term; and quality-of-life measures). Please
suggest the most appropriate method of measurement for each:

Wound healing rates

Change in constipation scores

Change in obstructed defaecation score
Improvement in bowel related quality of life

5.2 Adverse outcomes (including potential early and late complications).
Please state timescales for measurement e.g. bleeding complications up to 1
month post-procedure:

Short and long term complication rates (specifically related to mesh erosion rate)
Recurrence rates- 6 months and 2 years

Post operative pain upto 6 months

Dyspareunia rates upto 6 months



6 Trajectory of the procedure

6.1 In your opinion, how quickly do you think use of this procedure will
spread?

It is already disseminated, it may reduce in popularity depending upon the outcome
of review of mesh complication rates

6.2 This procedure, if safe and efficacious, is likely to be carried out in
(choose one):

X Most or all district general hospitals.

24 A minority of hospitals, but at least 10 in the UK.

L] Fewer than 10 specialist centres in the UK.

L] Cannot predict at present.

Comments:

It will depend upon how tightly regulated, it should be carried out in any district

general hospital with a pelvic floor unit. The more important point is the MDT process
which must underpin case selection and suitability.

6.3 The potential impact of this procedure on the NHS, in terms of numbers
of patients eligible for treatment and use of resources, is:

[] Major.

XI  Moderate.
[] Minor.
Comments:

Given the numbers of patients with obstructed defaecation there must be a large
number of units able to offer surgery just to accommodate the numbers. Most
patients will be treated with non-surgical methods but 20 — 30% will “convert” to
surgery.

7 Other information

71 Is there any other information about this procedure that might assist
NICE in assessing the possible need to investigate its use?

8 Data protection and conflicts of interest



8. Data protection, freedom of information and conflicts of interest
8.1 Data Protection

The information you submit on this form will be retained and used by the NICE and
its advisers for the purpose of developing its guidance and may be passed to other
approved third parties. Your name and specialist society will be published in NICE
publications and on the NICE website. The specialist advice questionnaire will be
published in accordance with our guidance development processes and a copy will
be sent to the nominating Specialist Society. Please avoid identifying any individual
in your comments.

i | have read and understood this statement and accept that personal information

sent to us will be retained and used for the purposes and in the manner specified
above and in accordance with the Data Protection Act 1998.

8.2 Declarations of interest by Specialist Advisers advising the NICE
Interventional Procedures Advisory Committee

Nothing in your submission shall restrict any disclosure of information by NICE that is
required by law (including in particular, but without limitation, the Freedom of
Information Act 2000).

Please submit a conflicts of interest declaration form listing any potential conflicts of
interest including any involvement you may have in disputes or complaints relating to
this procedure.

Please use the “Conflicts of Interest for Specialist Advisers” policy as a guide when
declaring any conflicts of interest. Specialist Advisers should seek advice if needed
from the Associate Director — Interventional Procedures.

Do you or a member of your family’ have a personal pecuniary interest? The main
examples are as follows:

Consultancies or directorships attracting regular or occasional X YES
payments in cash or kind [] NO
Fee-paid work — any work commissioned by the healthcare industry — X YES
this includes income earned in the course of private practice [] NO
Shareholdings — any shareholding, or other beneficial interest, in shares [ ] YES
of the healthcare industry [] NO
Expenses and hospitality — any expenses provided by a healthcare X YES

industry company beyond those reasonably required for accommodation,

T‘Family members’ refers to a spouse or partner living in the same residence as the member
or employee, children for whom the member or employee is legally responsible, and adults for
whom the member or employee is legally responsible (for example, an adult whose full power
of attorney is held by the individual).



meals and travel to attend meetings and conferences [] NO
Investments — any funds that include investments in the healthcare [] YES
industry [] NO
Do you have a personal non-pecuniary interest — for example have you Xl YES
made a public statement about the topic or do you hold an office in a
professional organisation or advocacy group with a direct interest in the
topic? [] NO
Do you have a non-personal interest? The main examples are as follows:
Fellowships endowed by the healthcare industry [ ] YES
[] NO
Support by the healthcare industry or NICE that benefits his/her [] YES
position or department, eg grants, sponsorship of posts
[] NO

If you have answered YES to any of the above statements, please describe the
nature of the conflict(s) below.

Comments:
| act as a consultant for the following companies

B and K medical (non paid),
but they also support a National course that | run through the ACPGBI and as such
they arrange accommodation for myself and my faculty

Cook Medical (manufacturer of a collagen mesh used in VMR)
Non paid consultancy work, both regarding pelvic floor pathology but also the
treatment of anal fistulae

Medtronic / Covidian (manufacturer of a collagen mesh used in VMR)

Paid and non paid consultancy work on both pelvic floor and anal fistulae treatment.
(payment included consultancy fees and travel expenses/accommodation for
committee group advisory sessions)

I am the acting Chair of the Pelvic Floor Society (an subsection of the ACPGBI)

Thank you very much for your help.

Dr Tom Clutton-Brock, Interventional Professor Carole Longson, Director,
Procedures Advisory Committee Chair Centre for Health Technology
Evaluation.

Jan 2016
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Conflicts of Interest for Specialist Advisers

Declarations of interest by Specialist Advisers advising the NICE
Interventional Procedures Advisory Committee

Any conflicts of interest set out below should be declared on the
questionnaire the Specialist Adviser completes for the procedure.

Specialist Advisers should seek advice if required from the Associate Director
— Interventional Procedures.

Personal pecuniary interests

A personal pecuniary interest involves a current personal payment to a
Specialist Adviser, which may either relate to the manufacturer or owner of a
product or service being evaluated, in which case it is regarded as ‘specific’
or to the industry or sector from which the product or service comes, in which
case it is regarded as ‘non-specific’. The main examples are as follows.

Consultancies — any consultancy, directorship, position in or work for the
healthcare industry that attracts regular or occasional payments in cash or
kind (this includes both those which have been undertaken in the 12 months
preceding the point at which the declaration is made and which are planned
but have not taken place).

Fee-paid work — any work commissioned by the healthcare industry for
which the member is paid in cash or in kind (this includes both those which
have been undertaken in the 12 months preceding the point at which the
declaration is made and which are planned but have not taken place).

Shareholdings — any shareholding, or other beneficial interest, in shares of
the healthcare industry that are either held by the individual or for which the
individual has legal responsibility (for example, children, or relatives whose
full Power of Attorney is held by the individual). This does not include
shareholdings through unit trusts, pensions funds, or other similar
arrangements where the member has no influence on financialmanagement.

Expenses and hospitality — any expenses provided by a healthcare industry
company beyond that reasonably required for accommodation, meals and
travel to attend meetings and conferences (this includes both those which
have been undertaken in the 12 months preceding the point at which the
declaration is made and which are planned but have not taken place.

Investments — any funds which include investments in the healthcare
industry that are held in a portfolio over which individuals have the ability to
instruct the fund manager as to the composition of the fund.

No personal interest exists in the case of:

assets over which individuals have no financial control (for example, wide
portfolio unit trusts and occupational pension funds) and where the fund
manager has full discretion as to its composition (for example, the
Universities Superannuation Scheme)

accrued pension rights from earlier employment in the healthcare industry.



3.1

3.1.5

3.2
3.2.1

3.2.2
4

Personal family interest

This relates to the personal interests of a family member and involves a
current payment to the family member of the Specialist Adviser. The interest
may relate to the manufacturer or owner of a product or service being
evaluated, in which case it is regarded as ‘specific’, or to the industry or
sector from which the product or service comes, in which case it is regarded
as ‘non-specific’. The main examples include the following.

Any consultancy, directorship, position in or work for a healthcare industry
that attracts regular or occasional payments in cash or in kind.

Any fee-paid work commissioned by a healthcare industry for which the
member is paid in cash or in kind.

Any shareholdings, or other beneficial interests, in a healthcare industry
which are either held by the family member or for which an individual covered
by this Code has legal responsibility (for example, children, or adults whose
full Power of Attorney is held by the individual).

Expenses and hospitality provided by a healthcare industry company (except
where they are provided to a general class of people such as attendees at an
open conference)

Funds which include investments in the healthcare industry that are held in a
portfolio over which individuals have the ability to instruct the fund manager
as to the composition of the fund.

No personal family interest exists in the case of:

assets over which individuals have no financial control (for example, wide
portfolio unit trusts and occupational pension funds) and where the fund
manager has full discretion as to its composition (for example, the
Universities Superannuation Scheme)

accrued pension rights from earlier employment in the healthcare industry.
Personal non-pecuniary interests

These might include, but are not limited to:

4.1

4.2

4.3

4.4

5.1

a clear opinion, reached as the conclusion of a research project, about the
clinical and/or cost effectiveness of an intervention under review

a public statement in which an individual covered by this Code has expressed
a clear opinion about the matter under consideration, which could reasonably
be interpreted as prejudicial to an objective interpretation of the evidence

holding office in a professional organisation or advocacy group with a direct
interest in the matter under consideration

other reputational risks in relation to an intervention under review.
Non-personal interests

A non-personal interest involves payment that benefits a department or
organisation for which a Specialist Advisor is responsible, but that is not
received by the Specialist Advisor personally. This may either relate to the
product or service being evaluated, in which case it is regarded as ‘specific,’
or to the manufacturer or owner of the product or service, but is unrelated to
the matter under consideration, in which case it is regarded as ‘non-
specific’. The main examples are as follows.

10



5.1.1

5.2

Fellowships — the holding of a fellowship endowed by the healthcare
industry.

Support by the healthcare industry or NICE — any payment, or other
support by the healthcare industry or by NICE that does not convey any
pecuniary or material benefit to a member personally but that does benefit
his/her position or department. For example:

a grant from a company for the running of a unit or department for which a
Specialist Advisor is responsible

a grant, fellowship or other payment to sponsor a post or member of staff in
the unit for which a Specialist Adviser is responsible. This does not include
financial assistance for students

the commissioning of research or other work by, or advice from, staff who
work in a unit for which the specialist advisor is responsible

one or more contracts with, or grants from, NICE.

Specialist Advisers are under no obligation to seek out knowledge of work
done for, or on behalf of, the healthcare industry within departments for which
they are responsible if they would not normally expect to be informed.

11



NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE
Interventional Procedures Programme

Specialist Adviser questionnaire

Before completing this questionnaire, please read Conflicts of Interest for Specialist
Advisers. Certain conflicts exclude you from offering advice, however, please return
the questionnaire to us incomplete for our records.

Please respond in the boxes provided.

Please complete and return to: Deonee.Stanislaus@nice.org.uk

Procedure Name: Laparoscopic ventral mesh rectopexy for
internal rectal prolapse

Name of Specialist Advisor: Charles Knowles

Specialist Society: Pelvic Floor Society

1 Do you have adequate knowledge of this procedure to provide advice?

x| Yes.

L] No — please return the form/answer no more questions.

1.1 Does the title used above describe the procedure adequately?
x| Yes.
[ ] No. If no, please enter any other titles below.

Comments:

2 Your involvement in the procedure
2.1 s this procedure relevant to your specialty?
x[] Yes.

x| Isthere any kind of inter-specialty controversy over the procedure?


http://www.nice.org.uk/Media/Default/About/Who-we-are/Policies-and-procedures/code-of-practice-for-declaring-and-managing-conflicts-of-interest.pdf
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[l

No. If no, then answer no more questions, but please give any information
you can about who is likely to be doing the procedure.

Comments:

There is controversy regarding the safety of the procedure in terms of mesh
complications.

The next 2 questions are about whether you carry out the procedure, or refer

patients for it. If you are in a specialty that normally carries out the procedure
please answer question 2.2.1. If you are in a specialty that normally selects or
refers patients for the procedure, please answer question 2.2.2.

221

If you are in a specialty that does this procedure, please indicate your
experience with it:

x[ ] I have never done this procedure.

[] | have done this procedure at least once.
L] | do this procedure regularly.
Comments:

| have assisted at the procedure but am not a keen laparoscopic surgeon. | have also
performed many open ventral mesh rectopexies

222

If your specialty is involved in patient selection or referral to another
specialty for this procedure, please indicate your experience with it.

L] | have never taken part in the selection or referral of a patient for this
procedure.

[] | have taken part in patient selection or referred a patient for this procedure at
least once.

[] | take part in patient selection or refer patients for this procedure regularly.

Comments:

2.3 Please indicate your research experience relating to this procedure

x[]
[

x[]

(please choose one or more if relevant):

I have done bibliographic research on this procedure.

| have done research on this procedure in laboratory settings (e.g. device-
related research).

I have done clinical research on this procedure involving patients or healthy
volunteers.



L] I have had no involvement in research on this procedure.
L] Other (please comment)
Comments:

I have led systematic review of this procedure (in press colorectal disease) and am
the Cl to an NIHR UK multicentre RCT of this procedure

3 Status of the procedure
3.1 Which of the following best describes the procedure (choose one):
x[ | Established practice and no longer new.

] A minor variation on an existing procedure, which is unlikely to alter the
procedure’s safety and efficacy.

] Definitely novel and of uncertain safety and efficacy.
L] The first in a new class of procedure.
Comments:

Established practice but one that still has questions over safety and efficacy

3.2 What would be the comparator (standard practice) to this procedure?

Posterior suture rectopexy or STARR or intra-anal delormes procedure

3.3 Please estimate the proportion of doctors in your specialty who are doing
this procedure (choose one):

] More than 50% of specialists engaged in this area of work.

x[ ] 10% to 50% of specialists engaged in this area of work.

] Fewer than 10% of specialists engaged in this area of work.

] Cannot give an estimate.

Comments:

Very difficult to be certain on this

4 Safety and efficacy
4.1 What is the potential harm of the procedure?

Please list adverse events and major risks (even if uncommon) and, if possible,
estimate their incidence, as follows:



1. Adverse events reported in the literature (if possible please cite literature)
Recurrence of prolapse due to mesh detachment

Mesh complications: infection and erosion

Dyspareunia

Urinary tract infection

Sacral periostitis

Rectovaginal fistula

Worsening constipation

Faecal incontinence

2. Anecdotal adverse events (known from experience)

Covered above

3. Theoretical adverse events

None

4.2 What are the key efficacy outcomes for this procedure?

Summative symptom scores (constipation and obstructed defaecation)
Disease specific QoL

4.3 Are there uncertainties or concerns about the efficacy of this procedure?
If so, what are they?

Yes: there is no RCT (or indeed any high quality evidence) demonstrating efficacy

4.4 What training and facilities are needed to do this procedure safely?

Advanced laparoscopic training and then specific training with proctorship for first few
cases. Learning curve is considered to be at least 20 patients

4.5 Are there any major trials or registries of this procedure currently in
progress? If so, please list.

Yes: NIHR CapaCiTY Il study: stepped wedge RCT and also Pelvic floor society
registry (since early 2017)

4.6 Are you aware of any abstracts that have been recently presented/
published on this procedure that may not be listed in a standard literature
search, for example PUBMED? (This can include your own work). If yes,
please list.

Please note that NICE will do a literature search: we are only asking you



for any very recent or potentially obscure abstracts and papers. Please
do not feel the need to supply a comprehensive reference list (but you
may list any that you think are particularly important if you wish).

Yes: Grossi et al., in Colorectal Disease [abstracts from 2017 ESCP meeting in
Berlin]. Also note Mercer-Jones et al. NIHR-funded Systematic review in press at
Colorectal Disease and Knowles et al., NIHR-funded Graded practice
recommendations by European consensus in same supplement

4.7 Is there controversy, or important uncertainty, about any aspect of the
way in which this procedure is currently being done or disseminated?

Yes: there are some enthusiasts who have performed 100s of these procedures
whereas many feel it should be used with more caution (including me)

5 Audit Criteria
Please suggest a minimum dataset of criteria by which this procedure could be
audited.

1. Efficacy
2. Main adverse events

5.1 Outcome measures of benefit (including commonly used clinical
outcomes, both short and long - term; and quality-of-life measures). Please
suggest the most appropriate method of measurement for each:

The best are probably PAC-QoL and EQ-5D

5.2 Adverse outcomes (including potential early and late complications).
Please state timescales for measurement e.g. bleeding complications up to 1
month post-procedure:

30 days for acute then 3-years minimum for mesh complications / recurrence

6 Trajectory of the procedure
6.1 In your opinion, how quickly do you think use of this procedure will
spread?

It already has

6.2 This procedure, if safe and efficacious, is likely to be carried out in
(choose one):

] Most or all district general hospitals.

x[ 1 A minority of hospitals, but at least 10 in the UK.

] Fewer than 10 specialist centres in the UK.

] Cannot predict at present.

Comments:



It will only be performed in hospitals with access to a pelvic floor MDT meeting and a
colorectal surgeon with a subspecialty interest in pelvic floor

6.3 The potential impact of this procedure on the NHS, in terms of numbers
of patients eligible for treatment and use of resources, is:

L] Major.

x[ ] Moderate.

[] Minor.

Comments:

7 Other information

71 Is there any other information about this procedure that might assist

NICE in assessing the possible need to investigate its use?

8 Data protection and conflicts of interest

8. Data protection, freedom of information and conflicts of interest
8.1 Data Protection

The information you submit on this form will be retained and used by the NICE and
its advisers for the purpose of developing its guidance and may be passed to other
approved third parties. Your name and specialist society will be published in NICE
publications and on the NICE website. The specialist advice questionnaire will be
published in accordance with our guidance development processes and a copy will
be sent to the nominating Specialist Society. Please avoid identifying any individual

in your comments.

= | have read and understood this statement and accept that personal information

sent to us will be retained and used for the purposes and in the manner specified
above and in accordance with the Data Protection Act 1998.

8.2 Declarations of interest by Specialist Advisers advising the NICE
Interventional Procedures Advisory Committee



Nothing in your submission shall restrict any disclosure of information by NICE that is
required by law (including in particular, but without limitation, the Freedom of
Information Act 2000).

Please submit a conflicts of interest declaration form listing any potential conflicts of
interest including any involvement you may have in disputes or complaints relating to
this procedure.

Please use the “Conflicts of Interest for Specialist Advisers” policy as a guide when
declaring any conflicts of interest. Specialist Advisers should seek advice if needed
from the Associate Director — Interventional Procedures.

Do you or a member of your family’ have a personal pecuniary interest? The main
examples are as follows:

Consultancies or directorships attracting regular or occasional [ ] YES
payments in cash or kind X NO
Fee-paid work — any work commissioned by the healthcare industry — (]l YES
this includes income earned in the course of private practice ' NO
Shareholdings — any shareholding, or other beneficial interest, in shares [ | YES
of the healthcare industry X NO
Expenses and hospitality — any expenses provided by a healthcare ] YES
industry company beyond those reasonably required for accommodation,
meals and travel to attend meetings and conferences X NO
Investments — any funds that include investments in the healthcare (]l YES
industry X NO
Do you have a personal non-pecuniary interest — for example have you I YES
made a public statement about the topic or do you hold an office in a
professional organisation or advocacy group with a direct interest in the
topic? | am research lead for the pelvic Floor Society so | have an [] NO
interest
Do you have a non-personal interest? The main examples are as follows:
Fellowships endowed by the healthcare industry (]l YES
X NO
Support by the healthcare industry or NICE that benefits his/her Xl YES
position or department, eg grants, sponsorship of posts | have NIHR
grants that are directly studying the efficacy of this procedure [] NO

If you have answered YES to any of the above statements, please describe the
nature of the conflict(s) below.

Comments:
| have described them above. Despite my interest | might add however that | have
genuine equipoise about this procedure.

T‘Family members’ refers to a spouse or partner living in the same residence as the member
or employee, children for whom the member or employee is legally responsible, and adults for
whom the member or employee is legally responsible (for example, an adult whose full power
of attorney is held by the individual).



Thank you very much for your help.

Dr Tom Clutton-Brock, Interventional Professor Carole Longson, Director,
Procedures Advisory Committee Chair Centre for Health Technology
Evaluation.

Jan 2016
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2.2.2

Conflicts of Interest for Specialist Advisers

Declarations of interest by Specialist Advisers advising the NICE
Interventional Procedures Advisory Committee

Any conflicts of interest set out below should be declared on the
questionnaire the Specialist Adviser completes for the procedure.

Specialist Advisers should seek advice if required from the Associate Director
— Interventional Procedures.

Personal pecuniary interests

A personal pecuniary interest involves a current personal payment to a
Specialist Adviser, which may either relate to the manufacturer or owner of a
product or service being evaluated, in which case it is regarded as ‘specific’
or to the industry or sector from which the product or service comes, in which
case it is regarded as ‘non-specific’. The main examples are as follows.

Consultancies — any consultancy, directorship, position in or work for the
healthcare industry that attracts regular or occasional payments in cash or
kind (this includes both those which have been undertaken in the 12 months
preceding the point at which the declaration is made and which are planned
but have not taken place).

Fee-paid work — any work commissioned by the healthcare industry for
which the member is paid in cash or in kind (this includes both those which
have been undertaken in the 12 months preceding the point at which the
declaration is made and which are planned but have not taken place).

Shareholdings — any shareholding, or other beneficial interest, in shares of
the healthcare industry that are either held by the individual or for which the
individual has legal responsibility (for example, children, or relatives whose
full Power of Attorney is held by the individual). This does not include
shareholdings through unit trusts, pensions funds, or other similar
arrangements where the member has no influence on financial management.

Expenses and hospitality — any expenses provided by a healthcare industry
company beyond that reasonably required for accommodation, meals and
travel to attend meetings and conferences (this includes both those which
have been undertaken in the 12 months preceding the point at which the
declaration is made and which are planned but have not taken place.

Investments — any funds which include investments in the healthcare
industry that are held in a portfolio over which individuals have the ability to
instruct the fund manager as to the composition of the fund.

No personal interest exists in the case of:

assets over which individuals have no financial control (for example, wide
portfolio unit trusts and occupational pension funds) and where the fund
manager has full discretion as to its composition (for example, the
Universities Superannuation Scheme)

accrued pension rights from earlier employment in the healthcare industry.



3.1

3.1.5

3.2
3.2.1

3.2.2
4

Personal family interest

This relates to the personal interests of a family member and involves a
current payment to the family member of the Specialist Adviser. The interest
may relate to the manufacturer or owner of a product or service being
evaluated, in which case it is regarded as ‘specific’, or to the industry or
sector from which the product or service comes, in which case it is regarded
as ‘non-specific’. The main examples include the following.

Any consultancy, directorship, position in or work for a healthcare industry
that attracts regular or occasional payments in cash or in kind.

Any fee-paid work commissioned by a healthcare industry for which the
member is paid in cash or in kind.

Any shareholdings, or other beneficial interests, in a healthcare industry
which are either held by the family member or for which an individual covered
by this Code has legal responsibility (for example, children, or adults whose
full Power of Attorney is held by the individual).

Expenses and hospitality provided by a healthcare industry company (except
where they are provided to a general class of people such as attendees at an
open conference)

Funds which include investments in the healthcare industry that are held in a
portfolio over which individuals have the ability to instruct the fund manager
as to the composition of the fund.

No personal family interest exists in the case of:

assets over which individuals have no financial control (for example, wide
portfolio unit trusts and occupational pension funds) and where the fund
manager has full discretion as to its composition (for example, the
Universities Superannuation Scheme)

accrued pension rights from earlier employment in the healthcare industry.
Personal non-pecuniary interests

These might include, but are not limited to:

4.1

4.2

4.3

4.4

5.1

a clear opinion, reached as the conclusion of a research project, about the
clinical and/or cost effectiveness of an intervention under review

a public statement in which an individual covered by this Code has expressed
a clear opinion about the matter under consideration, which could reasonably
be interpreted as prejudicial to an objective interpretation of the evidence

holding office in a professional organisation or advocacy group with a direct
interest in the matter under consideration

other reputational risks in relation to an intervention under review.
Non-personal interests

A non-personal interest involves payment that benefits a department or
organisation for which a Specialist Advisor is responsible, but that is not
received by the Specialist Advisor personally. This may either relate to the
product or service being evaluated, in which case it is regarded as ‘specific,’
or to the manufacturer or owner of the product or service, but is unrelated to
the matter under consideration, in which case it is regarded as ‘non-
specific’. The main examples are as follows.

10



5.1.1

5.2

Fellowships — the holding of a fellowship endowed by the healthcare
industry.

Support by the healthcare industry or NICE — any payment, or other
support by the healthcare industry or by NICE that does not convey any
pecuniary or material benefit to a member personally but that does benefit
his/her position or department. For example:

a grant from a company for the running of a unit or department for which a
Specialist Advisor is responsible

a grant, fellowship or other payment to sponsor a post or member of staff in
the unit for which a Specialist Adviser is responsible. This does not include
financial assistance for students

the commissioning of research or other work by, or advice from, staff who
work in a unit for which the specialist advisor is responsible

one or more contracts with, or grants from, NICE.

Specialist Advisers are under no obligation to seek out knowledge of work
done for, or on behalf of, the healthcare industry within departments for which
they are responsible if they would not normally expect to be informed.
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NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE
Interventional Procedures Programme

Specialist Adviser questionnaire

Before completing this questionnaire, please read Conflicts of Interest for Specialist
Advisers. Certain conflicts exclude you from offering advice, however, please return
the questionnaire to us incomplete for our records.

Please respond in the boxes provided.

Please complete and return to: Deonee.Stanislaus@nice.org.uk

Procedure Name: Laparoscopic ventral mesh rectopexy for
internal rectal prolapse

Name of Specialist Advisor: Mark Mercer - Jones

Specialist Society: Pelvic Floor Society

1 Do you have adequate knowledge of this procedure to provide advice?

X[] VYes.

L] No — please return the form/answer no more questions.

1.1 Does the title used above describe the procedure adequately?
X[ ] Yes.
[ 1 No. If no, please enter any other titles below.

Comments:

2 Your involvement in the procedure
2.1 Is this procedure relevant to your specialty?
X[ ] Yes.

] Is there any kind of inter-specialty controversy over the procedure?


http://www.nice.org.uk/Media/Default/About/Who-we-are/Policies-and-procedures/code-of-practice-for-declaring-and-managing-conflicts-of-interest.pdf
http://www.nice.org.uk/Media/Default/About/Who-we-are/Policies-and-procedures/code-of-practice-for-declaring-and-managing-conflicts-of-interest.pdf
mailto:Deonee.Stanislaus@nice.org.uk

L] No. If no, then answer no more questions, but please give any information
you can about who is likely to be doing the procedure.

Comments:

The next 2 questions are about whether you carry out the procedure, or refer

patients for it. If you are in a specialty that normally carries out the procedure
please answer question 2.2.1. If you are in a specialty that normally selects or
refers patients for the procedure, please answer question 2.2.2.

2.2.1 If you are in a specialty that does this procedure, please indicate your
experience with it:

] | have never done this procedure.
L] | have done this procedure at least once.

x| |do this procedure regularly.

Comments:

2.2.2 |If your specialty is involved in patient selection or referral to another
specialty for this procedure, please indicate your experience withit.

] | have never taken part in the selection or referral of a patient for this
procedure.

L] | have taken part in patient selection or referred a patient for this procedure at
least once.

x| |take part in patient selection or refer patients for this procedure regularly.

Comments:

2.3 Please indicate your research experience relating to this procedure
(please choose one or more if relevant):

x| | have done bibliographic research on this procedure.

] | have done research on this procedure in laboratory settings (e.g. device-
related research).

xL] I have done clinical research on this procedure involving patients or healthy
volunteers.
[] | have had no involvement in research on this procedure.



] Other (please comment)

Comments:

3 Status of the procedure
3.1 Which of the following best describes the procedure (choose one):
X[] Established practice and no longer new.

L] A minor variation on an existing procedure, which is unlikely to alter the
procedure’s safety and efficacy.

L] Definitely novel and of uncertain safety and efficacy.

L] The first in a new class of procedure.

Comments:

Commonly performed across Europe but nothing other than level IV evidence to

support its use

3.2 What would be the comparator (standard practice) to this procedure?
There is none other than conservative management or STARR

3.3 Please estimate the proportion of doctors in your specialty who are doing
this procedure (choose one):

] More than 50% of specialists engaged in this area of work.

X[ ] 10% to 50% of specialists engaged in this area of work.

] Fewer than 10% of specialists engaged in this area of work.

] Cannot give an estimate.

Comments:
It is a procedure that should be done within the context of an MDM, by trained

individuals in pelvic floor units

4 Safety and efficacy

4.1 What is the potential harm of the procedure?

Please list adverse events and major risks (even if uncommon) and, if possible,
estimate their incidence, as follows:

1. Adverse events reported in the literature (if possible please cite literature)



Mesh erosion 2-4%, disciitis rare, recurrence up to 20%

2. Anecdotal adverse events (known from experience)
recto-vaginal fistula

3. Theoretical adverse events

haemorrhage, small bowel obstruction, ureteric injury

4.2 What are the key efficacy outcomes for this procedure?

improvement in constipation, faecal incontinence, dyspareunia

4.3 Are there uncertainties or concerns about the efficacy of this procedure?
If so, what are they?

Published evidence is level 4 cf forthcoming publication in colorectal disease
on systematic review of surgery for constipation

4.4 What training and facilities are needed to do this procedure safely?

research has shown that at least 50 cases are needed to achieve competency,
this needs to be done in a recognised pelvic floor unit

4.5 Are there any major trials or registries of this procedure currently in
progress? If so, please list.

yes, TPFS has a database on it's website. There is a Danish publication on
LVMR for external rectal prolapse and a propose UK one (Mr Steve Brown Sheffield).
CAPACITY 3 (Prof Charles Knowles) will look at LVMR for IRP.

4.6 Are you aware of any abstracts that have been recently presented/
published on this procedure that may not be listed in a standard literature
search, for example PUBMED? (This can include your own work). If yes,
please list.

Please note that NICE will do a literature search: we are only asking you
for any very recent or potentially obscure abstracts and papers. Please
do not feel the need to supply a comprehensive reference list (but you
may list any that you think are particularly important if you wish).

Systematic review as part of CAPACITY, position statement on the use of
mesh for LVMR on behalf of TPFS (both accepted for publication in Colorectal
disease). | am senior author on both. In addition | have in the last month submitted
for publication on long-term outcome after LVMR using biologic mesh

4.7 Is there controversy, or important uncertainty, about any aspect of the
way in which this procedure is currently being done or disseminated?



Yes, there is no regulation on who is doing it. TPFS suggest only to be done
after patient discussed at a pelvic floor MDM

5 Audit Criteria
Please suggest a minimum dataset of criteria by which this procedure could be
audited.
1. annual nos performed
2. conversion rate of patients with disease to surgery, this should annually
be less than 15-20%
type of mesh and sutures used
evidence of surgical competency
evidence that patient has been discussed at MDM
evidence that patient has failed maximum medical therapy
pre and post procedure PROM’s to measure constipation, faercal
incontinence, sexual and urinary function
long-term follow-up

Noahkw

®

5.1 Outcome measures of benefit (including commonly used clinical
outcomes, both short and long - term; and quality-of-life measures). Please
suggest the most appropriate method of measurement for each:

see above, PAC-QoL, FIQol, POP QoL

5.2 Adverse outcomes (including potential early and late complications).
Please state timescales for measurement e.g. bleeding complications up to 1
month post-procedure:

Most important is suture/mesh erosion which can occur years after
(median time about 30 months). Recurrence of 20% described at up tp 8-10
years. Re-do surgery is much more difficult and should only be performed in
recognised centres

6 Trajectory of the procedure
6.1 In your opinion, how quickly do you think use of this procedure will
spread?

It is now the commonest op done for this disease as STARR has become
uncommon in UK

6.2 This procedure, if safe and efficacious, is likely to be carried out in
(choose one):

X[] Most or all district general hospitals.

[] A minority of hospitals, but at least 10 in the UK.

] Fewer than 10 specialist centres in the UK.

] Cannot predict at present.



Comments: TPFS is seeking pelvic floor units to under-go voluntary
accreditation, we would seek to have this procedure done only in these
recognised centres

6.3 The potential impact of this procedure on the NHS, in terms of numbers
of patients eligible for treatment and use of resources, is:

x| Major.

[] Moderate.
[] Minor.
Comments:

There are probably over 1,000 ops done for IRP currently.

7 Other information

71 Is there any other information about this procedure that might assist
NICE in assessing the possible need to investigate its use?

8 Data protection and conflicts of interest

8. Data protection, freedom of information and conflicts of interest
8.1 Data Protection

The information you submit on this form will be retained and used by the NICE and
its advisers for the purpose of developing its guidance and may be passed to other
approved third parties. Your name and specialist society will be published in NICE
publications and on the NICE website. The specialist advice questionnaire will be
published in accordance with our guidance development processes and a copy will
be sent to the nominating Specialist Society. Please avoid identifying any individual

in your comments.

xI have read and understood this statement and accept that personal information
sent to us will be retained and used for the purposes and in the manner specified
above and in accordance with the Data Protection Act 1998.

8.2 Declarations of interest by Specialist Advisers advising the NICE
Interventional Procedures Advisory Committee



Nothing in your submission shall restrict any disclosure of information by NICE that is
required by law (including in particular, but without limitation, the Freedom of
Information Act 2000).

Please submit a conflicts of interest declaration form listing any potential conflicts of
interest including any involvement you may have in disputes or complaints relating to
this procedure.

Please use the “Conflicts of Interest for Specialist Advisers” policy as a guide when
declaring any conflicts of interest. Specialist Advisers should seek advice if needed
from the Associate Director — Interventional Procedures.

Do you or a member of your family’ have a personal pecuniary interest? The main
examples are as follows:

Consultancies or directorships attracting regular or occasional [1 YES
payments in cash or kind [] NO
Fee-paid work — any work commissioned by the healthcare industry — [] YES
this includes income earned in the course of private practice X

[] No
Shareholdings — any shareholding, or other beneficial interest, in shares [] YES
of the healthcare industry X

[]1 No
Expenses and hospitality — any expenses provided by a healthcare 1 YES
industry company beyond those reasonably required for accommodation,
meals and travel to attend meetings and conferences [ NO
Investments — any funds that include investments in the healthcare [1 YES
industry [l NO
Do you have a personal non-pecuniary interest — for example have you x YES
made a public statement about the topic or do you hold an office in a ]
professional organisation or advocacy group with a direct interest in the
topic? [1 NO
Do you have a non-personal interest? The main examples are as follows:
Fellowships endowed by the healthcare industry [] YES

[] No
Support by the healthcare industry or NICE that benefits his/her [ ] YES
position or department, eg grants, sponsorship of posts

[ ] NO

If you have answered YES to any of the above statements, please describe the
nature of the conflict(s) below.

Comments:

1‘Family members’ refers to a spouse or partner living in the same residence as the member
or employee, children for whom the member or employee is legally responsible, and adults for
whom the member or employee is legally responsible (for example, an adult whose full power
of attorney is held by the individual).



| am a director in 3 independent healthcare provision companies that provide
NHS care. These are concerned with predominantly orthopaedic surgery. | own
shares in these companies. The scope of work done is not focused on pelvic floor
surgery. | am paid by Medtronic 2-3 times per year to deliver training on LVMR. | am
first author on a position statement on mesh use in LVMR on behalf of TPFS which
will impact widely. | am Hon Sec for TPFS.
Thank you very much for your help.

Dr Tom Clutton-Brock, Interventional Professor Carole Longson, Director,
Procedures Advisory Committee Chair Centre for Health Technology
Evaluation.

Jan 2016



1.1

1.2

2.11

2.1.5

2.2

2.21

2.2.2

Conflicts of Interest for Specialist Advisers

Declarations of interest by Specialist Advisers advising the NICE
Interventional Procedures Advisory Committee

Any conflicts of interest set out below should be declared on the
questionnaire the Specialist Adviser completes for the procedure.

Specialist Advisers should seek advice if required from the Associate Director
— Interventional Procedures.

Personal pecuniary interests

A personal pecuniary interest involves a current personal payment to a
Specialist Adviser, which may either relate to the manufacturer or owner of a
product or service being evaluated, in which case it is regarded as ‘specific’
or to the industry or sector from which the product or service comes, in which
case it is regarded as ‘non-specific’. The main examples are as follows.

Consultancies — any consultancy, directorship, position in or work for the
healthcare industry that attracts regular or occasional payments in cash or
kind (this includes both those which have been undertaken in the 12 months
preceding the point at which the declaration is made and which are planned
but have not taken place).

Fee-paid work — any work commissioned by the healthcare industry for
which the member is paid in cash or in kind (this includes both those which
have been undertaken in the 12 months preceding the point at which the
declaration is made and which are planned but have not taken place).

Shareholdings — any shareholding, or other beneficial interest, in shares of
the healthcare industry that are either held by the individual or for which the
individual has legal responsibility (for example, children, or relatives whose
full Power of Attorney is held by the individual). This does not include
shareholdings through unit trusts, pensions funds, or other similar
arrangements where the member has no influence on financialmanagement.

Expenses and hospitality — any expenses provided by a healthcare industry
company beyond that reasonably required for accommodation, meals and
travel to attend meetings and conferences (this includes both those which
have been undertaken in the 12 months preceding the point at which the
declaration is made and which are planned but have not taken place.

Investments — any funds which include investments in the healthcare
industry that are held in a portfolio over which individuals have the ability to
instruct the fund manager as to the composition of the fund.

No personal interest exists in the case of:

assets over which individuals have no financial control (for example, wide
portfolio unit trusts and occupational pension funds) and where the fund
manager has full discretion as to its composition (for example, the
Universities Superannuation Scheme)

accrued pension rights from earlier employment in the healthcare industry.



3.1

3.1.5

3.2
3.2.1

3.2.2
4

Personal family interest

This relates to the personal interests of a family member and involves a
current payment to the family member of the Specialist Adviser. The interest
may relate to the manufacturer or owner of a product or service being
evaluated, in which case it is regarded as ‘specific’, or to the industry or
sector from which the product or service comes, in which case it is regarded
as ‘non-specific’. The main examples include the following.

Any consultancy, directorship, position in or work for a healthcare industry
that attracts regular or occasional payments in cash or in kind.

Any fee-paid work commissioned by a healthcare industry for which the
member is paid in cash or in kind.

Any shareholdings, or other beneficial interests, in a healthcare industry
which are either held by the family member or for which an individual covered
by this Code has legal responsibility (for example, children, or adults whose
full Power of Attorney is held by the individual).

Expenses and hospitality provided by a healthcare industry company (except
where they are provided to a general class of people such as attendees at an
open conference)

Funds which include investments in the healthcare industry that are held in a
portfolio over which individuals have the ability to instruct the fund manager
as to the composition of the fund.

No personal family interest exists in the case of:

assets over which individuals have no financial control (for example, wide
portfolio unit trusts and occupational pension funds) and where the fund
manager has full discretion as to its composition (for example, the
Universities Superannuation Scheme)

accrued pension rights from earlier employment in the healthcare industry.
Personal non-pecuniary interests

These might include, but are not limited to:

4.1

4.2

4.3

4.4

5.1

a clear opinion, reached as the conclusion of a research project, about the
clinical and/or cost effectiveness of an intervention under review

a public statement in which an individual covered by this Code has expressed
a clear opinion about the matter under consideration, which could reasonably
be interpreted as prejudicial to an objective interpretation of the evidence

holding office in a professional organisation or advocacy group with a direct
interest in the matter under consideration

other reputational risks in relation to an intervention under review.
Non-personal interests

A non-personal interest involves payment that benefits a department or
organisation for which a Specialist Advisor is responsible, but that is not
received by the Specialist Advisor personally. This may either relate to the
product or service being evaluated, in which case it is regarded as ‘specific,’
or to the manufacturer or owner of the product or service, but is unrelated to
the matter under consideration, in which case it is regarded as ‘non-
specific’. The main examples are as follows.
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5.1.1

5.2

Fellowships — the holding of a fellowship endowed by the healthcare
industry.

Support by the healthcare industry or NICE — any payment, or other
support by the healthcare industry or by NICE that does not convey any
pecuniary or material benefit to a member personally but that does benefit
his/her position or department. For example:

a grant from a company for the running of a unit or department for which a
Specialist Advisor is responsible

a grant, fellowship or other payment to sponsor a post or member of staff in
the unit for which a Specialist Adviser is responsible. This does not include
financial assistance for students

the commissioning of research or other work by, or advice from, staff who
work in a unit for which the specialist advisor is responsible

one or more contracts with, or grants from, NICE.

Specialist Advisers are under no obligation to seek out knowledge of work
done for, or on behalf of, the healthcare industry within departments for which
they are responsible if they would not normally expect to be informed.
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NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE
Interventional Procedures Programme
Specialist Adviser questionnaire

Before completing this questionnaire, please read Conflicts of Interest for Specialist
Advisers. Certain conflicts exclude you from offering advice, however, please return
the questionnaire to us incomplete for our records.

Please respond in the boxes provided.

Please complete and return to: Deonee.Stanislaus@nice.org.uk

Procedure Name: Laparoscopic ventral mesh rectopexy for
internal rectal prolapse

Name of Specialist Advisor: Steve Brown

Specialist Society: Pelvic Floor Society

1. Do you have adequate knowledge of this procedure to provide advice?

Yes.

1.1. Does the title used above describe the procedure adequately?

Yes.

Comments:

2. Your involvement in the procedure

2.1. Is this procedure relevant to your specialty?

Yes.


http://www.nice.org.uk/Media/Default/About/Who-we-are/Policies-and-procedures/code-of-practice-for-declaring-and-managing-conflicts-of-interest.pdf
http://www.nice.org.uk/Media/Default/About/Who-we-are/Policies-and-procedures/code-of-practice-for-declaring-and-managing-conflicts-of-interest.pdf
mailto:Deonee.Stanislaus@nice.org.uk

Comments:

The next 2 questions are about whether you carry out the procedure, or refer

patients for it. If you are in a specialty that normally carries out the procedure
please answer question 2.2.1. If you are in a specialty that normally selects or
refers patients for the procedure, please answer question 2.2.2.

2.2.1 If you are in a specialty that does this procedure, please indicate your
experience with it:

| do this procedure regularly.

Comments:

2.2.2 |If your specialty is involved in patient selection or referral to another
specialty for this procedure, please indicate your experience with it.

| take part in patient selection or refer patients for this procedure regularly.

Comments:

2.3. Please indicate your research experience relating to this procedure
(please choose one or more if relevant):

I have done bibliographic research on this procedure.

I have done clinical research on this procedure involving patients or healthy
volunteers.



Comments:

3. Status of the procedure
3.1. Which of the following best describes the procedure (choose one):

Established practice and no longer new.

Comments:

3.2. What would be the comparator (standard practice) to this procedure?
There perhaps is none. A STARR procedure (stapled transanal resection of

rectum is used for the same group of patients but is a different procedure.

3.3. Please estimate the proportion of doctors in your specialty who are doing
this procedure (choose one):

Fewer than 10% of specialists engaged in this area of work.

Comments:

This is from the whole of coloproctology

4. Safety and efficacy
4.1. What is the potential harm of the procedure?

Please list adverse events and major risks (even if uncommon) and, if possible,
estimate their incidence, as follows:

1. Adverse events reported in the literature (if possible please cite literature)
Mesh erosion

recurrence

osteomyelitis of sacrum



Mercer-Jones MA, D'Hoore A, Dixon AR, Lehur P, Lindsey I, Mellgren A, Stevenson
AR.Consensus on ventral rectopexy: report of a panel of experts. Colorectal
Dis. 2014 Feb;16(2):82-8. Consten EC, van lersel 1), Verheijen PM, Broeders IA,
Wolthuis AM, D'Hoore A. Long-term Outcome After Laparoscopic Ventral Mesh
Rectopexy: An Observational Study of 919 Consecutive Patients. Ann Surg. 2015
Nov;262(5):742-7 Evans C, Stevenson AR, Sileri P, Mercer-Jones MA, Dixon AR,
Cunningham C, Jones OM, Lindsey I. A Multicenter Collaboration to Assess the Safety
of Laparoscopic Ventral Rectopexy. Dis Colon Rectum. 2015 Aug;58(8):799-807

Brown SR, Grossi U, Lacy-Colson J, Mercer-Jones M, Mason J, Knowles CH. SURGERY FOR
CONSTIPATION: SYSTEMATIC REVIEW AND PRACTICE RECOMMENDATIONS. RESULTS
II: HITCHING PROCEDURES FOR THE RECTUM (RECTAL SUSPENSION) In Press Colorect
Dis 2017.

Mackenzie H, Dixon AR.Proficiency gain curve and predictors of outcome for laparoscopic
ventral mesh rectopexy. Surgery. 2014 Jul;156(1):158-67.

22. Pucher PH, Mayo D, Dixon AR, Clarke A, Lamparelli MJ, Learning curves and surgical
outcomes for proctored adoption of laparoscopic ventral mesh rectopexy: cumulative

sum curve analysis. Surg Endosc. 2017 Mar;31(3):1421-1426.

2. Anecdotal adverse events (known from experience)

3. Theoretical adverse events

4.2. What are the key efficacy outcomes for this procedure?

Resolution of obstructed defaecation symptoms

4.3. Are there uncertainties or concerns about the efficacy of this procedure?
If so, what are they?

Yes. The literature consists mainly of single centre cohort studies with excellent

results. This may not be the absolute case in the real world.

4.4. What training and facilities are needed to do this procedure safely?

Mentorship.
Training courses.


https://www.ncbi.nlm.nih.gov/pubmed/24034860

See Pucher and Mackenzie refs above.

4.5. Are there any major trials or registries of this procedure currently in
progress? If so, please list.

Capacity 3
ACPGBI registry through the pelvic floor society

4.6. Are you aware of any abstracts that have been recently presented/
published on this procedure that may not be listed in a standard literature
search, for example PUBMED? (This can include your own work). If yes,
please list.

Please note that NICE will do a literature search: we are only asking you
for any very recent or potentially obscure abstracts and papers. Please
do not feel the need to supply a comprehensive reference list (but you
may list any that you think are particularly important if you wish).

ACPGBI statement on mesh (in press Colorectal Dis)

4.7. Is there controversy, or important uncertainty, about any aspect of the

way in which this procedure is currently being done or disseminated?
The procedure is technically challenging. It may not be being done right in all
centres. The selection of patients may not be appropriate. The type of mesh is not
known. There is a mech complication rate that is unknown. The efficacy is not
known. There are no comparative intervention studies as yet.

5 Audit Criteria

Please suggest a minimum dataset of criteria by which this procedure could be
audited.

Improved ODS symptoms using a validated QoL score (PAC-SYM/PAC-QOL)
Global satisfaction score

Continence score (Vaizey)

5.1 Outcome measures of benefit (including commonly used clinical
outcomes, both short and long - term; and quality-of-life measures). Please
suggest the most appropriate method of measurement for each:

see above

5.2 Adverse outcomes (including potential early and late complications).
Please state timescales for measurement e.g. bleeding complications up to 1
month post-procedure:

Bleeding, infection, conversion

Mesh complications

Recurrence



6 Trajectory of the procedure

6.1 In your opinion, how quickly do you think use of this procedure will
spread?

It has already spread and we need to ensure that it is being done correctly and by the
right people who are appropriately trained.
6.2 This procedure, if safe and efficacious, is likely to be carried out in

(choose one):

Most or all district general hospitals.

Comments:

The procedure is probably somewhere between most hospitals and more than 10.

6.3 The potential impact of this procedure on the NHS, in terms of numbers
of patients eligible for treatment and use of resources, is:

Moderate.

Comments:

7 Other information

71 Is there any other information about this procedure that might assist
NICE in assessing the possible need to investigate its use?

8 Data protection and conflicts of interest

8. Data protection, freedom of information and conflicts of interest
8.1 Data Protection

The information you submit on this form will be retained and used by the NICE and
its advisers for the purpose of developing its guidance and may be passed to other



approved third parties. Your name and specialist society will be published in NICE
publications and on the NICE website. The specialist advice questionnaire will be
published in accordance with our guidance development processes and a copy will
be sent to the nominating Specialist Society. Please avoid identifying any individual
in your comments.

Xl have read and understood this statement and accept that personal information
sent to us will be retained and used for the purposes and in the manner specified
above and in accordance with the Data Protection Act 1998.

8.2 Declarations of interest by Specialist Advisers advising the NICE
Interventional Procedures Advisory Committee

Nothing in your submission shall restrict any disclosure of information by NICE that is

required by law (including in particular, but without limitation, the Freedom
Information Act 2000).

Please submit a conflicts of interest declaration form listing any potential conflicts
interest including any involvement you may have in disputes or complaints relating
this procedure.

of

of
to

Please use the “Conflicts of Interest for Specialist Advisers” policy as a guide when
declaring any conflicts of interest. Specialist Advisers should seek advice if needed

from the Associate Director — Interventional Procedures.

Do you or a member of your family have a personal pecuniary interest? The ma
examples are as follows:

Consultancies or directorships attracting regular or occasional
payments in cash or kind

Fee-paid work — any work commissioned by the healthcare industry —
this includes income earned in the course of private practice

Shareholdings — any shareholding, or other beneficial interest, in shares
of the healthcare industry

Expenses and hospitality — any expenses provided by a healthcare
industry company beyond those reasonably required for accommodation,
meals and travel to attend meetings and conferences

Investments — any funds that include investments in the healthcare
industry

in

NO

NO

NO

NO

NO



Do you have a personal non-pecuniary interest — for example have you YES
made a public statement about the topic or do you hold an office in a

professional organisation or advocacy group with a direct interest in the

topic?

Do you have a non-personal interest? The main examples are as follows:

Fellowships endowed by the healthcare industry

NO

Support by the healthcare industry or NICE that benefits his/her

position or department, eg grants, sponsorship of posts NO

If you have answered YES to any of the above statements, please describe the
nature of the conflict(s) below.

Comments:

| have been involved in authoring a statement on behalf of the ACPGBI in order to
reassure patients that this procedure is being carried out with rigorous governance
attached to it in the form of a registry, association with accreditation of units and
appropriate training.

Thank you very much for your help.

Dr Tom Clutton-Brock, Interventional Professor Carole Longson, Director,
Procedures Advisory Committee Chair Centre for Health Technology
Evaluation.

Jan 2016
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2.2.2.

Conflicts of Interest for Specialist Advisers

Declarations of interest by Specialist Advisers advising the NICE
Interventional Procedures Advisory Committee

Any conflicts of interest set out below should be declared on the questionnaire
the Specialist Adviser completes for the procedure.

Specialist Advisers should seek advice if required from the Associate Director
— Interventional Procedures.

Personal pecuniary interests

A personal pecuniary interest involves a current personal payment to a
Specialist Adviser, which may either relate to the manufacturer or owner of a
product or service being evaluated, in which case it is regarded as ‘specific’
or to the industry or sector from which the product or service comes, in which
case it is regarded as ‘non-specific’. The main examples are as follows.

Consultancies — any consultancy, directorship, position in or work for the
healthcare industry that attracts regular or occasional payments in cash or kind
(this includes both those which have been undertaken in the 12 months
preceding the point at which the declaration is made and which are planned
but have not taken place).

Fee-paid work — any work commissioned by the healthcare industry for which
the member is paid in cash or in kind (this includes both those which have been
undertaken in the 12 months preceding the point at which the declaration is
made and which are planned but have not taken place).

Shareholdings — any shareholding, or other beneficial interest, in shares of
the healthcare industry that are either held by the individual or for which the
individual has legal responsibility (for example, children, or relatives whose full
Power of Attorney is held by the individual). This does not include
shareholdings through unit trusts, pensions funds, or other similar
arrangements where the member has no influence on financial management.

Expenses and hospitality — any expenses provided by a healthcare industry
company beyond that reasonably required for accommodation, meals and
travel to attend meetings and conferences (this includes both those which have
been undertaken in the 12 months preceding the point at which the declaration
is made and which are planned but have not taken place.

Investments — any funds which include investments in the healthcare industry
that are held in a portfolio over which individuals have the ability to instruct the
fund manager as to the composition of the fund.

No personal interest exists in the case of:

assets over which individuals have no financial control (for example, wide
portfolio unit trusts and occupational pension funds) and where the fund
manager has full discretion as to its composition (for example, the Universities
Superannuation Scheme)

accrued pension rights from earlier employment in the healthcare industry.



3.1.1.

3.1.2.

3.1.3.

3.1.4.

3.1.5.

3.2.
3.2.1.

3.2.2.
4,

Personal family interest

This relates to the personal interests of a family member and involves a current
payment to the family member of the Specialist Adviser. The interest may
relate to the manufacturer or owner of a product or service being evaluated, in
which case it is regarded as ‘specific’, or to the industry or sector from which
the product or service comes, in which case it is regarded as ‘non-specific’.
The main examples include the following.

Any consultancy, directorship, position in or work for a healthcare industry that
attracts regular or occasional payments in cash or in kind.

Any fee-paid work commissioned by a healthcare industry for which the
member is paid in cash or in kind.

Any shareholdings, or other beneficial interests, in a healthcare industry which
are either held by the family member or for which an individual covered by this
Code has legal responsibility (for example, children, or adults whose full Power
of Attorney is held by the individual).

Expenses and hospitality provided by a healthcare industry company (except
where they are provided to a general class of people such as attendees at an
open conference)

Funds which include investments in the healthcare industry that are held in a
portfolio over which individuals have the ability to instruct the fund manager as
to the composition of the fund.

No personal family interest exists in the case of:

assets over which individuals have no financial control (for example, wide
portfolio unit trusts and occupational pension funds) and where the fund
manager has full discretion as to its composition (for example, the Universities
Superannuation Scheme)

accrued pension rights from earlier employment in the healthcare industry.
Personal non-pecuniary interests

These might include, but are not limited to:

4.1.

4.2.

4.3.

4.4.

5.1.

5.1.1.

a clear opinion, reached as the conclusion of a research project, about the
clinical and/or cost effectiveness of an intervention under review

a public statement in which an individual covered by this Code has expressed
a clear opinion about the matter under consideration, which could reasonably
be interpreted as prejudicial to an objective interpretation of the evidence

holding office in a professional organisation or advocacy group with a direct
interest in the matter under consideration

other reputational risks in relation to an intervention under review.
Non-personal interests

A non-personal interest involves payment that benefits a department or
organisation for which a Specialist Advisor is responsible, but that is not
received by the Specialist Advisor personally. This may either relate to the
product or service being evaluated, in which case it is regarded as ‘specific,’
or to the manufacturer or owner of the product or service, but is unrelated to
the matter under consideration, in which case it is regarded as ‘non-specific’.
The main examples are as follows.

Fellowships — the holding of a fellowship endowed by the healthcare industry.
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5.1.2. Support by the healthcare industry or NICE — any payment, or other support

by the healthcare industry or by NICE that does not convey any pecuniary or
material benefit to a member personally but that does benefit his/her position
or department. For example:

a grant from a company for the running of a unit or department for which a
Specialist Advisor is responsible

a grant, fellowship or other payment to sponsor a post or member of staff in the
unit for which a Specialist Adviser is responsible. This does not include financial
assistance for students

the commissioning of research or other work by, or advice from, staff who work
in a unit for which the specialist advisor is responsible

one or more contracts with, or grants from, NICE.

Specialist Advisers are under no obligation to seek out knowledge of work done
for, or on behalf of, the healthcare industry within departments for which they
are responsible if they would not normally expect to be informed.
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