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Appendices
Appendix A: Scope

FINAL VERSION

NATIONAL INSTITUTE FOR HEALTH AND CARE
EXCELLENCE

Guideline scope

Venous thromboembolism in people aged
16 and over: reducing the risk of hospital-
acquired deep vein thrombosis or
pulmonary embolism

Topic
This guideline will update the NICE guideline on Venous thromboembolism in
adults admitted to hospital (CG92) as set out in the update decision.

For more information about why this guideline is being developed, and how
the guideline will fit into current practice, see the context section.

Who the guideline is for
« People using services, families and carers and the public

+ Healthcare professionals in the primary and secondary sectors
+ Clinical commissioning groups

MICE guidelines cover health and care in England. Decisions on how they
apply in other UK countries are made by ministers in the Welsh Govermnment,

Scotfish Govemment and Morthem reland Execufive.
Equality considerations
NICE has carried out an equalitv impact assessment during scoping. The

assessment:

+ lists equality issues identified, and how they have been addressed
« explains why any groups are excluded from the scope.

The guideline will look at inequalities relating to heparin which is derived from
the tissue of pigs or cattle. If recommended we will need to ensure that people

MICE guideline: Venous thromboembolism in people aged 18 and over: reducing the risk of
hospital-acquired deep wein thrombosis or pulmonary embolism final scope 1of12
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with religious or personal beliefs about the use of animal-derived products are
given the opportunity to express their concems and to receive information
about altemative options.

1 What the guideline is about

1.1 Who is the focus?

Groups that will be covered

+ Adults and young people (16 years and older) admitted to hospital.

« Adults and young people (16 years and older) discharged from hospital
{including from A&E) with lower-limb devices such as plaster casts and
braces.

« Adults and young people (16 years and older) attending hospital for day
procedures including cancer treaiment and surgery.

« Adults and young people (16 years and older) with psychiatric illness
admitted to community mental health hospitals or units.

« Special consideration will be given to:

— pregnant women admitted to hospital and midwife units including up to 6
weeks after giving birth

— people in whom pharmmacological prophylaxis is contraindicated (new
area)

— people in whom mechanical prophylaxis is contraindicated (new area)

— people already using anticoagulants in whom bridging prophylaxis is
required for VTE prophylaxis. (new area)

— people using antiplatelets for cardiovascular disease. (new area)

— people who are obese

— people who have kidney disease

Groups that will not be covered
« People with suspected or confirmed venous thromboembolism (VTE).

MICE guideline: Venous thromboembolism in people aged 16 and over: reducing the risk of
hospital-acquired deep wein thrombosis or pulmonary embolism final scope 2of12
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1.2 Settings

Settings that will be covered

+ Primary and community care when continuing prophylaxis after hospital
discharge.
+ Secondary care.

Settings that will not be covered
+ Community settings and hospices, except when continuing prophylaxis that
has been started in hospital.

1.3 Activities, services or aspects of care

Key areas that will be covered

Mote that guideline recommendations will normally fall within licensed
indications; exceptionally, and only if clearly supported by evidence, use
outside a licensed indication may be recommended. The guidelinge will
assume that prescribers will use a medicine's summarny of product
characteristics to inform decisions made with individual patients.

Areas from the published guidefine that will be updared
1. Risk assessment
— Patient risk factors for venous thromboembolism (VTE)
2. Methods of prophylaxis for reducing the incidence of VTE:

— Mechanical prophylaxis including anti-embolism stockings (above or
below the knee), intermittent pneumatic compression devices (full
leq or below the knee), foot impulse devices, electrical stimulation,
continuous passive motion and vena caval filters

— Pharmacological prophylaxis including aspirin, dabigatran,
fondaparinux, unfractionated heparin, low molecular weight heparin
{LMWH), rivaroxaban and vitamin k antagonists [for example
warfarin])

— Timing of prophylaxis

— Dwration of prophylaxis

MICE guideline: Venous thromboembolism in people aged 18 and over: reducing the risk of
hospital-acquired deep wein thrombosis or pulmonary embolism final scope 3of12
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3. Information and support

— Content of information on prophylaxis methods and VYTE provided to
patients and their family members or carers.

Areas not in the published guidefine thar will be included in the updare
1. Risk assessment
— Risk prediction tools (for bleeding or VTE)
— Reassessment of risk
2. Methods of prophylaxis
— New interventions (for example apixaban and geko devices)
— Bridging prophylaxis
— Prophylaxis for patients already prescribed antiplatelet agents for
cardiovascular disease

Areas that will not be covered

Areas from the published guidefine that will not be updared
1 Methods of prophylaxis

— Early mobilisation and leg exercises

— Physictherapy

— Hydration

— Reqgional compared with general anaesthetic.

Areas from the published guideline that will be removed
1. Methods of prophylaxis
— Leq elevation

Areas not covered by the published guideline or the updare
1. Secondary prevention of VTE

Recommendations in areas that are not being updated may be edited to
ensure that they meet current editorial standards, and reflect the cumant policy
and practice context.

MICE guideline: Venous thromboembolism in people aged 16 and over: reducing the risk of
hospital-acquired deep wein thrombosis or pulmonary embolism final scope 4 of 12
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1.4 Economic aspects

We will take economic aspects into account when making recommendations.
We will develop an economic plan that states for each review guestion (or key
area in the scope) whether economic considerations are relevant, and if so
whether this is an area that should be priontised for economic modelling and
analysis. We will review the economic evidence and camy out economic
analyses, using an MHS and personal social services (PSS) perspective, as
appropriate.

1.5 Key issues and questions

While writing this scope we have identified the following key issues, and key
questions related to them. The term VTE in this section refers to both deep
vein thrombosis (DVT) and pulmonary embaolism (PE):

1. Risk assessment:
1.1 What is the accuracy of individual risk assessment or prediction tools
in predicting the likelihood of VTE in patients who are admitted to
hospital?
1.2 What is the accuracy of individual risk assessment or prediction tools
in predicting the likelihood of VTE in patients who are having day
procedures (including surgery and chemotherapy) at hospital?
1.3 What is the accuracy of individual risk assessment or prediction tools
in predicting the likelihood of VTE in pregnant women who are admitted
to hospital or midwife units?
1.4 What is the accuracy of individual risk assessment or prediction tools
in predicting the likelihood of major bleeding or the risk of bleeding in
patients who are admitted to hospital?
1.5 What is the accuracy of individual risk assessment or prediction tools
in predicting the likelihood of major bleeding or the risk of in patients who
are having day proceduras (including surgery and chemotherapy) at
hospital?
1.6 What is the accuracy of individual risk assessment or prediction tools
in predicting the likelihood of major bleeding or the risk of bleeding in
pregnant women who are admitted to hospital or midwife units?

MICE guideline: Venous thromboembolism in people aged 16 and over: reducing the risk of
hospital-acquired deep wein thrombosis or pulmonary embolism final scope Hof12
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1.7 How clinically and cost effective are risk assessment or prediction
tools at reducing the rates of VTE in patients who are admitted to
hospital?

1.8 How clinically and cost effective are risk assessment or prediction
tools at reducing the rates of VTE in patients who are having day
procedures (including surgery and chemotherapy) at hospital?

1.9 How clinically and cost effective are risk assessment or prediction
tools at reducing the rates of WVTE in pregnant women who are admitted
to hospital or midwife units?

1.10 How effective is reassessment of patients who are admitted to or
having day procedures at hospital?

If appropriate evidence is not identified from the guestions abhove (1.1 to 1.10)
the following 2 questions may also be considered:

2

1.11 What are the individual risk factors for VTE in patients who are
admitted to hospital?

1.12 What are the individual risk factors for VTE in patients who are
having day procedures (including surgery and chemotherapy) at
hospital?

1.13 What are the individual risk factors for VTE in pregnant women who
are admitted to hospital or midwife units?

Prophylaxis:

Each of the following questions will investigate individual populations
separately. Populations include:

« people having the following types of surgery:

— elective hip surgery

— elective Kknee surgery

— hip fracture

— knee arthroscopy

— other orthopaedic surgery

— abdominal surgery (bariatric, liver, gastrointestinal, gynaecological,
laparoscopic, thoracic and urological)

MICE guideline: Venous thromboembolism in people aged 16 and over: reducing the risk of
hospital-acquired deep wein thrombosis or pulmonary embolism final scope
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— cranial surgery
— spinal surgery
— cardiac surgenry
— vascular surgery
— dentalimaxillofacial surgery
— vaginal surgery
» people discharged with lower-imb immobilisation (including boots, braces,
Plaster of Paris [POP] and other devices)
+ people being treated for:
— major trauma

spinal injury
— stroke
— acute coronary syndromes
— cancer
« people attending hospital as medical admissions
+ people with central venous catheters
+ people having palliative care
« pregnant women and up to & weeks after giving birth
+ people with psychiatric disorders
+ people who are obese
« people with kidney disease.
Each of the questions will consider the following settings, If appropriate:
people in hospital and those having day procedures (including surgery,
chemotherapy)

Each of the questions will include the following prophylaxis methods, if
applicable:

« mechanical prophylaxis, including:
— anti~embolism stockings (above or below knee)
— intermittent pneumatic compression devices (full leg or below knee)
— foot impulse devices
— electrical stimulation (including geko devices)

MICE guideline: Venous thromboembolism in people aged 16 and over: reducing the risk of
hospital-acquired deep wein thrombosis or pulmonary embolism final scope
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— continuous passive mation

— vena caval filters.

+ phamacological prophylaxis, including:
— apixaban
— aspirin
— dabigatran
— fondaparinux
— unfractionated heparin
— low molecular weight heparin (LMWH)
— nivaroxaban

— vitamin k antagonists (for example warfarin).

2.1 What is the effectiveness of different pharmacological and
mechanical prophylaxis strategies (alone or in combination)?

2.2 What is the effectiveness of vena caval filters in people admitted to
hospital who are at high risk of DVT or PE admitted to hospital?

2.3 What is the most effective timing for starting prophylaxis with LMWH
for people having surgery?

2 4 What is the most effective prophylaxis duration (covering the time in
hospital only or continuing after discharge)?

2 5What is the most effective prophylaxis strategy for inpatients in
whom pharmacological prophylaxis is contraindicated?

2 6 What is the most effective prophylaxis strategy for inpatients in
whom mechanical prophylaxis is contraindicated?

2.7 What is the most effective prophylaxis strategy for patients in whom
both mechanical and pharmacological prophylaxis are contraindicated?
2.8 What is the most effective VTE prophylaxis strategy for bridging
patients who are already using anticoagulants agents for other reasons?
2 9'What is the most effective VTE prophylaxis strateqy in managing
patients who are already using antiplatelets for cardiovascular disease?
210 ' What is the most effective VTE prophylaxis strategy for pregnant
women admitted to hospital or a midwifery-led unit during labour?

MICE guideline: Venous thromboembolism in people aged 16 and over: reducing the risk of
hospital-acquired deep wein thrombosis or pulmonary embolism final scope Bof12
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3. Information for patients, family members and carers:
3.1 What specific information should be provided to people who need
VTE prophylaxis?
3.2 What information do patients, their family members and carers say
they want about VTE prophylaxis?

1.6 Main outcomes

The main outcomes that will be considered when searching for and assessing
the evidence are:

All-cause mortality

Pulmonary embalism

Fatal pulmonary embolism

Deep vein thrombosis (symptomatic or asymptomatic)
Major bleeding

Fatal bleeding

Heparin-induced thrombocytopenia

Post-thrombotic syndrome

e N s

Pulmonary hypertension

Quality of life (validated scores)

Hospital length of stay

Readmission

Neurological events (for example hasmorrhagic stroke)

e
W=D

2 Links with other NICE guidance, NICE quality
standards and NICE Pathways

2.1 NICE guidance

+ Venous thromboembolic diseases: the management of venous

thromboembolic diseases and the role of thrombophilia testing (2012)
MNICE clinical guideline 144

« Caesarean section (2011) NICE clinical quideline 132

MICE guideline: Venous thromboembolism in people aged 16 and over: reducing the risk of
hospital-acquired deep wein thrombosis or pulmonary embolism final scope Bof12
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= Stroke: Diagnosis and initial management of acute stroke and transient
[schaemic attack (T1A) (2008) NICE clinical guideline 68.

= Apixaban for the prevention of venous thromboembaolism after fotal hip or
knee replacement in adults (2012) NICE technology appraisal 245

« Dabigatran etexilate for the prevention of venous thromboembolism after

hip or knee replacement surgery in adults (2008) NICE technology
appraisal 157.

« Rivaroxaban for the prevention of venous thromboembolism after total hip
or total knee replacement in adults (2009} MICE technology appraisal 170

+ The geko deyice for reducing the risk of venous thromboembolism (2014)

NICE guidance about the experience of people using NHS services

MICE has produced the following guidance on the experience of people using
the NHS. This guideline will not include additional recommendations on these
topics unless there are specific issues related to VTE:

= Patient experience in adult NHS services (2012) NICE guideline CG138

= Senvice user experience in adult mental health (2011) NICE guideline
CG136

+ NMedicines adherence (2009) NICE guideline CGT6
2.2 NICE quality standards

NICE quality standards that may need to be revised or updated when
this guideline is published

= Venous thromboembolism prevention (2010) NICE quality standard 3.

2.3 NICE Pathways

When this guideline is published it will update the existing NICE pathway on
venous thromboembolism. NICE Pathways bring together all related NICE

MICE guideline: Venous thromboembolism in people aged 16 and over: reducing the risk of
hospital-acquired deep wein thrombosis or pulmonary embolism final scope
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guidance and associated products on a topic in an interactive topic-based flow
chart.

3 Context

3.1 Key facts and figures

Hospital acquired venous thromboembolism, also known as hospital acguired
thrombosis (HAT), covers all venous thromboembaolism (VTE) that ocours in
hospital and for 90 days after a hospital admission. Epidemiological studies
have shown that HAT accounts for somewhere between 50-60% of all VTE
seen. Hospital Episode Statistics showed that in 2013—14 there were 24,725
admissions for pulmonary embolism and 19,463 for DVT in England, resulting
in 205,448 and 67,028 bed-days and 47,594 and 25,958 finished consultant
episodes respectively. In 2013, in England and Wales there were 2,191
deaths recorded as due to pulmonary embolism (PE) and 2,816 due to deep
vain thrombaosis (DVT), but the actual number of people dying from these
conditions is likely to be higher because of misdiagnosis and the failure to
recognise VTE as the underlying cause. Thus hospital-acquired VTE accounts
for thousands of deaths annually in the UK.

3.2 Current practice

In 2010, the CQUIN target introduced a payment linked to at least 90% of
adults being risk assessed on admission to hospital. Figures reporting the
uptake of some of the recommendations in CG92 are reported on NICE's
website Recent evidence also estimates that the national mortality rate from
VTE has fallen by 8—9% since the recommendations in CG92 were
infroduced.

In addition, since the publication of the last version of the guideline, CG92,
two new interventions for preventing venous thromboembalism (VTE) have
become available: apixaban and geko devices.

MICE guideline: Venous thromboembolism in people aged 16 and over: reducing the risk of
hospital-acquired deep wein thrombosis or pulmonary embolism final scope 11 of 12
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3.3 Policy, legisiation, regulation and commissioning

Policy

The Naticnal VTE prevention programme was launched in England in 2010 by
the Department of Health. This included the mandatory Y TE risk assessment
of 80% (later increased to 95%) of all people admitted to hospital. A risk
assessment tool was created by the Depantment of Health and this was
incorporated into the last version of this guideline. Risk assessment will be a
key part of this update.

4 Further information

Registered stakeholders were consulted with on the draft scope between 11
December 2015 and 20 January 2016.

The guideline is expected to be published in February 2018.
You can follow progress of the guideline.

Our website has information about how NICE guidelines are developed.

MICE guideline: Venous thromboembolism in people aged 16 and over: reducing the risk of
hospital-acquired deep wein thrombosis or pulmonary embolism final scope 12 0f 12
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Musculoskeletal Trauma
Cochrane Group with multiple
systematic reviews in trauma

surgery.

Grants (paid to University)
from XBolt Orthopaedics for
two investigatorinitiated,
industry funded randomised
trials testing a novel implant

for hip fracture fixaion.

Grant from Orthodynamics

(paid to University) for

investigatorinitiated, industry
funded randomised trials
testing a novel implant for

total hip arthroplasty for
fracture.

NIHR RfPB grant (paid to NH¢
Trust) for a randomised trial

testing alternatve

arthroplasties for hip fracture.

No change to existing
declarations

Classification

N/A

N/A

N/A

N/A

N/A

N/A

Classification

Personal noffinancial
specific

Non-personal financiahon-

specific

Non-personal financiahon-

specific

Nonpersonal financial non

specific

N/A

© NICE 2018. All rights reserved. Subject to Notice of rights.
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Action taken

N/A

N/A

N/A

N/A

N/A

N/A

Action taken
Declare and participate

Declare and participate

Declareand participate

Declare and partipate

N/A



VTE prophylaxis
Declarations of interest

Committee
meeting

(02.03.2016)
Second
meeting
(22.04.2016)
Third
meeting
(01.06.2016)
Fourth
meeting
(20.07.2016)
Fifth

meeting
(16.09.2016)
Sixth
meeting
(19.10.2016)
Seventh
meeting
(01.12.2016)
Eight
meeting
(05.01.2017)
Ninth
meeting
(08.02.2017)
Tenth
meeting
(09.02.2017)
Eleventh
meeting
(15.03.2017)

Twelfth
meeting

(19.04.2017)
Thirteenth
meeting
(25.05.2017)
Fourteenth
meeting
(26.05.2017)
Fifteenth
meeting
(22.06.2017)

Sixteenth

© NICE 2018.

Declaration of interest

No change to existing
declarations

No change to existing
declarations

No change to existing
declarations

No change to existing
declarations

No change to existing
declarations

No change to existing
declarations

No change to existing
declarations

No change to existing
declarations

No change to existing
declarations

Joining lower limb
immobilisation modelling
study for HTA as a stakeholde
member. Study not yet
started.

https://www.sheffield.ac.uk/sc
harr/sections/hsr/cure/project
sftilli

No change to existing
declarations

No change to existing
declarations

No change to existing
declarations

No change to existing
declarations

No change to existing

Classification

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

Nonpersonal financial
specific

N/A

N/A

N/A

N/A

N/A

All rights reserved. Subject to Notice of rights.
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Action taken

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

Declare and participate

N/A

N/A

N/A

N/A

N/A


https://www.sheffield.ac.uk/scharr/sections/hsr/cure/projects/tilli
https://www.sheffield.ac.uk/scharr/sections/hsr/cure/projects/tilli
https://www.sheffield.ac.uk/scharr/sections/hsr/cure/projects/tilli

VTE prophylaxis
Declarations of interest

meeting declarations

(28.07.2017)

Seventeenth No change to existing N/A N/A
meeting declarations

(07.12.2017)

Nihal Gurusinghe (copted member)

Eight None
meeting
(05.01.2017)

Twelfth None N/A N/A
meeting
(19.04.2017)

Elizabeth Houghton

First None
meeting

(02.03.2016)

Second None N/A N/A
meeting

(22.04.2016)

Third None N/A N/A
meeting

(01.06.2016)

Fourth None N/A N/A
meeting

(20.07.2016)

Fifth None N/A N/A
meeting

(16.09.2016)

Sixth None N/A N/A
meeting

(19.10.2016)

Seventh None N/A N/A
meeting

(01.12.2016)

Eight None N/A N/A
meeting

(05.01.2017)

Ninth None N/A N/A
meeting

(08.02.2017)

Tenth None N/A N/A

© NICE 2018. All rights reserved. Subject to Notice of rights.
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VTE prophylaxis
Declarations of interest

meeting

(09.02.2017)

Eleventh None N/A N/A
meeting

(15.03.2017)

Twelfth None N/A N/A
meeting

(19.04.2017)

Thirteenth None N/A N/A
meeting

(25.05.2017)

Fourteenth  None N/A N/A
meeting

(26.05.2017)

Fifteenth Apologies received. N/A N/A
meeting

(22.06.2017)

Sixteenth None N/A N/A
meeting

(28.07.2017)

Seventeenth None N/A N/A
meeting

(07.12.2017)

Beverley Hunt

Medical director and trustee  Personal noffinancial Declare and participate
appllcatlon of Thrombosis UK. specific
First Thrombosis UK now accepts Non-personal financial Declare and participate
meeting payment from pharmaceutical specific

(02.03.2016) companies. BH has previously
declared her involvement with
Thrombosis UK.

Second No change to existing N/A N/A
meeting declarations

(22.04.2016)

Third Apologies received N/A N/A
meeting

(01.06.2016)

Fourth Apologies received N/A N/A
meeting

(20.07.2016)

Fifth No changeto existing N/A N/A
meeting declarations

(16.09.2016)

Sixth No change to existing N/A N/A
meeting declarations

(19.10.2016)

© NICE2018. All rights reserved. Subject to Notice of rights.
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VTE prophylaxis
Declarations of interest

Committee
meeting

Seventh
meeting
(01.12.2016)
Eight
meeting
(05.01.2017)
Ninth
meeting
(08.02.2017)

Tenth
meeting

(09.02.2017)
Eleventh
meeting
(15.03.2017)

Twelfth
meeting

(19.04.2017)

Declaration of interest Classification
Attended the Alparty Personal noffinancial
parliamentary thrombosis specific

group (APPTG) round table.

Nochange to existing N/A
declarations

Principal Investigator for NIHF Non-personal financial
funded trial of stockings for  specific

VTE prophylaxis in surgical

patients

No dange to existing N/A
declarations

Declared 20 recent articles 4 Personal noffinancialnon-
related to VTE prophylaxis. specific

None applicable to topic unde

discussion:

1. Hunt BJ. The effect of
BMI on haemassis:
Implications for thrombosis in
women's health. Thrombosis
Research. 2017; 151 Suppl
1:S53s55

2. ISTH Steering
Committee for World
Thrombosis Day. Venous
thromboembolism: A Call for
risk assessment in all
hospitalised patients.
Thrombosis and Haemtasis.
2016; 116(5):77-779

3. Humes DJ, Walker Al
Hunt BJ, Sultan AA, Ludvigss!
JF, West J. Risk of symptoma
venous thromboembolism
following emergency
appendicectomy in adults.
British Journal of Surgery.
2016; 103(4):44350

4, Hunt BJ. Blood clots
are more common (and
deadly) than you may think.
Huffington Post. 2016. Full tex
available from:
http://www.huffingtonpost.co.
uk/dr-beverleyhunt/blood-
clots-are-more-

comm_b 12466180.html

Apologies received N/A

© NICE 2018. All rights reserved. Subject to Noticegbts.
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Action taken
Declare angarticipate

N/A

Declare angarticipate

N/A

Declare and participate

N/A



VTE prophylaxis
Declarations of interest

Thirteenth No change to existing

meeting declarations

(25.05.2017)

Fourteenth  Nochange to existing N/A N/A
meeting declarations

(26.05.2017)

Fifteenth No change toexisting N/A N/A
meeting declarations

(22.06.2017)

Sixteenth Chaired meeting Thrombosis Personal noffinancial non  Declare and participate
meeting TB specific interest

(28.07.2017)

Seventeenth Nochange to existing N/A N/A
meeting declarations

(07.12.2017)

Josie Jenkinsofco-opted member)

Ninth None
meeting
(08.02.2017)

Nicholas Levyco-opted member)

None
appllcatlon

Donald McBride (orthopaedic subgroup member)

First None
meeting

(24.062016)

Second None N/A N/A
meeting

(20.102016)

Third None N/A N/A
meeting

(27.01.2017

Fourth None N/A N/A
meeting

(31.03.2017

Fifth None N/A N/A

meeting
(26.05.2017)

Sixth None N/A N/A
meeting
(22.06.2017)

© NICE 2018. All rights reserved. Subject to Notice of rights.
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Declarations of interest

Colin Nnadi (orthopaedic subgroup member)

First None
meeting

(24.062016)

Second None N/A N/A
meeting

(20.102016)

Third None N/A N/A
meeting

(27.012017)

Fourth None N/A N/A
meeting

(31.03.2017

Fifth None N/A N/A

meeting
(26.05.2017)

Sixth None N/A N/A
meeting
(22.06.2017)

Simon Noble

Has given lectures for Leo Non-personal nodfinancial Declare and participate
appllcat|on Pharma and Pfizer in the past specific
12 months; no fee taken.

Medical Director (Wales) for  personal norfinancial Declare and participate
Thrombosis UK (formerly specific
Lifeblood).
First Thrombosis UK now accepts Nonpersonal financial Declare and participate
meeting payment from pharmaceutical specific

(02.03.2016) companies. SN has previously
declared his involvement with
Thrombosis UK.

Second No change to existing N/A N/A
meeting declarations

(22.04.2016)

Third Apologies received N/A N/A
meeting

(01.06.2016)

Fourth Apologies received N/A N/A
meeting

(20.07.2016)

Fifth No change to existing N/A N/A
meeting declarations

(16.09.2016)

Sixth No change to existing N/A N/A

© NICE 2018. All rights reserved. Subject to Notice of rights.
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Declarations of interest

Committee

meeting Declaration of interest Classification Action taken
meeting declarations

(19.10.2016)

Seventh No change to existing N/A N/A
meeting declarations

(01.12.2016)

Eight No change to existing N/A N/A
meeting declarations

(05.01.2017)

Ninth No change to existing N/A N/A
meeting declarations

(08.02.2017)

Tenth No change to existing N/A N/A
meeting declarations

(09.02.2017)

Eleventh Apologies received N/A N/A
meeting

(15.03.2017)

Twelfth Apologies received N/A N/A
meeting

(19.04.2017)

Thirteenth No change to existing N/A N/A
meeting declarations

(25.05.2017)

Fourteenth  Apologies received N/A N/A
meeting

(26.05.2017)

Fifteenth Apologies received N/A N/A
meeting

(22.06.2017)

Sixteenth Apologies received N/A N/A
meeting

(28.07.2017)

Seventeenth Nochange to existing N/A N/A
meeting declarations

(07.12.2017)

Rachel Rayment (obstetric subgroup member)

Committee
meeting Declaration of interest Classification Action taken
On Attendance at Bayesinnual Personal financiapecific Declare and participate

application  expert clotters meeting 2016
(travel, accommodation and

(relates to accepted
expenses under DOI policy

food).
First Bayer annual expert clotters  Personal, financial, specific Declare and participate
meeting meeting 2017. (relates to accepted
(14.03.2017 CSL expensdsr EAHAD 2017 expenses under DOI policy
Second No change to existing N/A N/A
meeting declarations.

(24.05.2017

© NICE 2018. All rights reserved. Subject to Notice of rights.
29
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Declarations of interest

Mike Reed (orthopaedic subgroup member)

Committee
meeting

On
application

First
meeting

(24.062016)

Second
meeting

(20.102016)
Third
meeting
(27.01.2015

Declaration of interest

No links to manufacturers or

bodies involved in VTE.

Grants:

Academic Health Science
Network- NENC and Heraeus
Medical- Spreading the use of
high dose antibiotic cement to
preventinfection following
surgery for hip fracture (lead

applicant)-£84,452

Stryker- A randomised
multicentre trial of 964
patients comparing the

Thompsons stem with the

Exeter/unitrax for
hemiarthroplasty (chief

investigator) £313,003 with

treatment costs

Heraeus Medical GMBH

Investigation of NucB anti

biofilm role in joints (ce
applicant) £84,000

Zimmer Educational fellowshij

grant £45,923

Convatec Clinical audit:
£30,000

Speaker fees:

Zimmer Biomet
Heraeus

No change to existing
declarations.

No change to existing
declarations

No change to existing
declarations

Classification

Non-personal, financial,
non-specific

Non-personal, financial,
non-specific

Non-personal, financial,
non-specific

Non-personal, financial,
non-specific

Non-personal, financial,
non-specific

Personal, financial, nen
specific
Personal, financial, nen
specific

N/A

N/A

N/A

© NICE 2018. All rights reserved. Subject to Notice of rights.
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Action taken

Declare and participate

Declare and participate

Declare and patrticipate

Declare and participate

Declare and participate

Declare and participate

Declare and participate

N/A

N/A

N/A



VTE prophylaxis
Declarations of interest

Fourth No changes to existing

meeting declarations

(31.03.2017

Fifth None N/A N/A
meeting

(26.05.2017)

Sixth None N/A N/A
meeting

(22.06.2017)

Alexandra Rees

First None
meeting

(02.03.2016)

Second None N/A N/A
meeting

(22.04.2016)

Third Apologies received N/A N/A
meeting

(01.06.2016)

Fourth None N/A N/A
meeting

(20.07.2016)

Fifth None N/A N/A
meeting

(16.09.2016)

Sixth None N/A N/A
meeting

(19.10.2016)

Seventh None N/A N/A
meeting

(01.12.2016)

Eight None N/A N/A
meeting

(05.01.2017)

Ninth None N/A N/A
meeting

(08.02.2017)

Tenth None N/A N/A
meeting

(09.02.2017)

Eleventh None N/A N/A
meeting

(15.03.2017)

Twelfth None N/A N/A
meeting

(19.04.2017)

© NICE 2018. All rights reserved. Subject to Maticrights.
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Declarations of interest

Thirteenth None
meeting

(25.05.2017)

Fourteenth  Apologies received N/A N/A
meeting

(26.05.2017)

Fifteenth None N/A N/A
meeting

(22.06.2017)

Sixteenth None N/A N/A
meeting

(28.07.2017)

Seventeenth Apologies received N/A N/A
meeting

(07.12.2017)

Nigel Rossiter (orthopaedic subgroup member)

First Director OrtholSIS Medical Personal financial nen Declare and participate
meeting Indemnity Insurance Scheme specific

(24.062016) (remunerated)

Trustee Primary Trauma Care Personahon-financial Non  Declare and participate

Foundation charity (not specific

remunerated)
Second No change to existing N/A N/A
meeting declarations
(20.102016)
Third No change to existing N/A N/A
meeting declarations
(27.01.2017
Fourth Nochange to existing N/A N/A
meeting declarations
(31.03.2017
Fifth None N/A N/A
meeting
(26.05.2017)
Sixth None N/A N/A
meeting
(22.06.2017)

Karen Sheares

Received educational support Personal financial nen Declare and participate
appllcatlon (travel, accommodation and  specific (relates to accepted
registration) from GSK to expenses under DOI foy)

attend the European
Respiratory Society Annual

© NICE 2018. All rights reserved. Subject to Notice of rights.
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Declarations of interest

Committee
meeting

First
meeting

(02.03.2016)
Second
meeting
(22.04.2016)
Third
meeting
(01.06.2016)
Fourth
meeting
(20.07.2016)
Fifth

meeting
(16.09.2016)
Sixth
meeting
(19.10.2016)

Seventh
meeting

(01.12.2016)
Eight
meeting
(05.01.2017)
Ninth
meeting
(08.02.2017)
Tenth
meeting
(09.02.2017)
Eleventh
meeting
(15.03.2017)
Twelfth
meeting
(19.04.2017)

Thirteenth
meeting

(25.05.2017)
Fourteenth
meeting
(26.05.2017)

© NICE 2018.

Declaration of interest

Congress in September 2015.

No change to existing
declarations

No change to existing
declarations

Giving a VTE update lecture fi
the Royal College of Physiciat

in June2016.

No change to existing
declarations

No change to existing
declarations

Educational support tattend
the Annual European
respiratory Society

International Conference from
Actelion (paid for registration).

No changdo existing
declarations

No change to existing
declarations

No change to existing
declarations

No change to existing
declarations

No change to existing
declarations

Apologies received.

Receiving educational support
(registration, accommodation

and travel) from Actelion to

attend the American Thoracic

Society AnnuaCongress in
May 2017.

No new DOls

No new DOls

Classification

N/A

N/A

Personal noffinancial

specific

N/A

N/A

Personal financial nen
specific

N/A

N/A

N/A

N/A

N/A

Personal financial nen
specifc

N/A

N/A

All rights reserved. Subject to Notice of rights.
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Action taken

N/A

N/A

Declare and participate

N/A

N/A

Declare and patrticipate
(relates to accepted
expenses under DOI policy

N/A

N/A

N/A

N/A

N/A

Declare and participate
(relates to accepted
expenses under DOI policy

N/A

N/A



VTE prophylaxis
Declarations of interest

Fifteenth Apologies received

meeting

(22.06.2017)

Sixteenth Apologies received N/A N/A
meeting

(28.07.2017)

Seventeenth Educational support from
meeting Actelion for:

(07.12.2017)

American Thoracic Society o Declare and participate
Annual Meeting in Personal financial nen

Washington May 2017 specific (relates toaccepted
registration feetravel and expenses oder the Dol
accommodation policy)

o ) . ~ Declare and participate
Registration fee to attend  Personal financial specific

the International Chronic (relates to accepted
Thromboembolic Pulmonary expenses under the Dol
Hypertension Conference policy)

June 2017 in Leuven,

Belgium

Skills, Excellence and Personal financial nen Declare and participate

Leadership in Pulmonary ~ SPecific
Hypertension Clinical

Leadership Training

Programne with the

University of Cambridge

Judge Business School fron

Nov 2017

(relates to accepted
expenses uder the Dol

policy)

Kimberley Skinner (obstetric subgroup member)

First None
meeting

(14.03.2017%

Second None N/A N/A
meeting

(24.052017)

Gerard StansbyChair from September 202&arch 2017 Clinical Lead from April 2017)

First None
meeting

(02.03.2016)

Second None N/A N/A
meeting

(22.04.2016)
Third None N/A N/A

© NICE 2018. All rights reserved. Subject to Notice of rights.
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VTE prophylaxis
Declarations of iterest

Committee
meeting

meeting
(01.06.2016)
Fourth
meeting
(20.07.2016)
Fifth

meeting
(16.09.2016)
Sixth
meeting
(19.10.2016)
Seventh
meeting
(01.12.2016)
Eight
meeting
(05.01.2017)
Ninth
meeting
(08.02.2017)

Tenth
meeting

(09.02.2017)
Eleventh
meeting
(15.03.2017)

Declaration of interest

None

None

None

None

None

Author on two systematic
reviews for VTE prophylaxis:

9 thigh versus knee length
stockings in postoperative
surgical patients

i Cochraneeview of IPCD
plus pharmacological
prophylaxis in surgical,
trauma or ICU patients

No change to existing

declarations.

Paper to be published for
protocol relating to research,
not any results.

Graduated compression
stockings as an adjunct to low
dose low molecular weight
heparin in venous
thromboembolism prevention
in surgery- a multi-centre
randomised controlled trial
[ISRCTN13911492] by Mr.
Joseph Shalhoub,John Norrie
Christopher Baker; Andw
Bradbury; Karen Dhillon;
Tamara Everington; Manj
Gohel; Zaed Hamady; Francir
Heatley; Jemma Hudson;
Beverley J Hunt; Gerard
Stansby; Annya StepheB®al;
David Warwick; Alun H Davie
is accepted by the European

Classification

N/A

N/A

N/A

N/A

N/A

Personal noffinancial
specific

N/A

Personal noffinancial
specific

© NICE 2018. All rights reserved. Subject to Notice of rights.
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Action taken

N/A

N/A

N/A

N/A

N/A

Declare and step down as
Chair, participation as
committeemember
thereafter

N/A

Declare and participate



VTE prophylaxis
Declarations of interest

Committee
meeting Declaration of interest Classification Action taken
Journal of Vascular and
Endovascular Suegy.
Twelfth GAPS protocol Personal nofinancial Declae and participate
meeting (ISRCTN13911492) declared specific

(19.04.2017) lastcommitteemeeting for
which Gerry is one of the
authors has now been

published.
Thirteenth No change to existing N/A N/A
meeting declarations
(25.05.2017)
Fourteenth  No chang to existing N/A N/A
meeting declarations
(26.05.2017)
Fifteenth No change to existing N/A N/A
meeting declarations
(22.06.2017)
Sixteenth No change to existing N/A N/A
meeting declarations
(28.07.2017)
Seventeenth No change to existing No change to existing No change to existing
meeting declarations declarations declarations

(07.12.2017)

Hazel Trender
Committee
meeting Declaration of interest Classification Action taken
First None N/A N/A
meeting
(02.03.2016)
Second None N/A N/A
meeting
(22.04.2016)
Third None N/A N/A
meeting
(01.06.2016)
Fourth Apologies received N/A N/A
meeting
(20.07.2016)
Fifth None N/A N/A
meeting
(16.09.2016)
Sixth None N/A N/A
meeting
(19.10.2016)
Seventh None N/A N/A
meeting
(01.12.2016)

Eight Sponsored by MEDI UK to Personal noffinancial Declare and participate

© NICE 2018. All rights reserved. Subjedtltdice of rights.
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Declarations of interest

Committee
meeting Declaration of interest Classification Action taken
meeting attend the vascular Society  specific
(05.01.2017) annual conference in (relates to accepted
Manchester in November expenses uder the Dol
2016. policy)
This included accommodation
and registration.
MEDI manufacture
compression hosiery amongst
other things.
Ninth No changeo existing N/A N/A
meeting declarations
(08.02.2017)
Tenth No change to existing N/A N/A
meeting declarations
(09.02.2017)
Eleventh No change to existing N/A N/A
meeting declarations
(15.03.2017)
Twelfth No change t@xisting N/A N/A
meeting declarations
(19.04.2017)
Thirteenth No change to existing N/A N/A
meeting declarations
(25.05.2017)
Fourteenth  Apologies received N/A N/A
meeting
(26.05.2017)
Fifteenth No changeo existing N/A N/A
meeting declarations
(22.06.2017)
Sixteenth No dange toexisting N/A N/A
meeting declarations
(28.07.2017)
Seventeenth No change to existing N/A N/A
meeting declarations

(07.12.2017)

Jen Watson
Committee
meeting Declaration of interest Classification Action taken
First LEO Pharma has sponsored Non-personal financial Declare angarticipate
meeting masterclasses at the Marsden specific

(02.03.2016)

hospital; no direct involvemen
in organizing these.

Paid forarticle written in the Personal financial specific

Declare and participate

(Educational article. Nursin
Times does not fund or gair
from any product relating to

Nursing Times on VTE and
thrombosis.
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Declarations of interest

Committee
meeting

Second
meeting

(22.04.2016)

Third
meeting

(01.06.2016)
Fourth
meeting
(20.07.2016)
Fifth

meeting
(16.09.2016)
Sixth
meeting
(19.10.2016)
Seventh
meeting
(01.12.2016)
Eight
meeting
(05.01.2017)
Ninth
meeting
(08.02.2017)
Tenth
meeting
(09.02.2017)
Eleventh
meeting
(15.03.2017)
Twelfth
meeting
(19.04.2017)
Thirteenth
meeting
(25.05.2017)
Fourteenth
meeting
(26.05.2017)
Fifteenth
meeting
(22.06.2017)

© NICE 2018.

Declaration of interest

Approached by Anti
coagulation and Leo Pharma
work alongside them in raising
awarenessDiscussions are
preliminary but may use the
Leo Pharma Patient Educatior
film as part of our patient and
staff education amongst
patients and staff.

No change to exigig
declarations

No change to existing
declarations

No change to existing
declarations

Attended the AHparty
parliamentary thrombosis
group (APPTG) round table

No change to existing
declarations

No change to existing
declarations

No change to existing
declarations

No change to existing
declarations

No change to existing
declarations

Apologies received

No change to existing

declarations

Apologies received

Apologies received

Classification

Non-personal norfinancial

specific

N/A

N/A

N/A

Personal noffinancial

specific

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

All rights reserved. Subject to Notice of rights.
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Action taken
VTE)

Declare and participate

N/A

N/A

N/A

Declare and participate

N/A

N/A

N/A

N/A
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Appendix C: Clinical eview protocols

C.1 Risk assessment for people admitted to hospital

C.1.1 Patients admitted to hospital

Tablel: Review protocol:What is the accuracy of individual riskssessment or predication tools
in predicting the likelihood of VTE in a patient who is admitted to hospital?
Review question What is the accuracy of individual risk assessment or predication tools in predicting
likelihood of VTE in a patient who ismaitted to hospital?

Objective To evaluate which risk tool can best identify those people at risk of VTE, in order tc
identify people who will need prophylaxis

Population Adults and young people (aged 16 or over) admitted to hospital

Risk tools Derivedand validated risk tools identified in literature

Target 1 VTE (symptomatic or asymptomatic) (up to 90 days): DVT and PE

condition(s) 9 VTErelated mortality (up to 90 days): DVT/PE related morality confirmed by: CT !

pulmonary angiogram; ventilatiorgerfusion scan; spiral CT scan; autopsy;
echocardiography ; clinical examination with the presence of proven VTE. Diagn
should not be based on Chestays or clinical examination alone.

9 DVT alone (up to 90 days): DVT confirmed by: radioiodine filginagtake test;
venography; duplex (Doppler) ultrasound; MRI; impedance Plethysmography (us
rule out tool). Diagnosis should not be based edimier assay test or clinical
examination alone.

9 PE alone (up to 90 days): PE confirmed by: CTvgitiauspiral or contrast pulmonary
angiogram; ventilation/ perfusion scancluding VQSperautopsy;
echocardiographyclinical examination with the presence of proven VTE. Diagnos
should not be based on Chestays or clinical examination alone.

Exclusions 1 Children and young people (<16 years)

9 Pregnant women

9 Tools not externally validated or not validated by split half validation

9 Derivation studies

Search strategy = Databases: Medline, Embase, the Cochrane Library

Dates/cutoffs: None

The review Prospective and retrospective cohort, externally validated or internally validated by

strategy split half validation

Analysis Analysis: the ability of risk tool to predict each of the target conditions will be analy
separately

Appraisal of methodological qubli methodological quality of each risk tool will be
assessed using PROBAST

Indirectness: risk tools will be downgraded for indirectness if definition of target
conditions varies from definitions of above

© NICE 2018. All rights reserved. Subject to Notice of rights.
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C.1.2 Hospital admissions

Table2: Review protocol:What is the accuracy of individual risk assessment or predication tools
in predicting the likelihood of major bleeding or the risk of bleeding in a patient who is
admitted to hospital?

Review question What is the accuracy of individuagk assessment or predication tools in predicting tt
likelihood of major bleeding or the risk of bleeding in a patient who is admitted to

hospital?
Objective To evaluate which risk tool can best identify those people at risk of bleeding in ordt
identify those patients who will need prophylaxis
Population Adults and young people (aged 16 or ownitted to hospital
Risk tools Derived and (externally or temporallydlidated risk tools identified in literature
Targ(_at_ Major bleeding(up to 90 days). A major bleeding event meets one or more of the
condition(s) following criteria:

9 results in death
9 occurs at a critical site (intracranial, intraspinal, pericardial, intraocular,

retroperitoneal)
results in the need for a transfusion of at least 2 amif blood
tSFRa G2 | RNRLI Ay KISY23ft20AYy 27F x

a serious or life threatening clinical event
a surgical or medical intervention.

Exclusions Children and young people (<16 years)

Pregnant women

Tools not externally or temporally validated

Derivationstudies

Search strategy = Databases: Medline, Embase, the Cochrane Library
Dates/cutoffs: None

= —a -4 -8 & -8 2 -1

The review Prospective and retrospective cohort, externally validated or internally validated by
strategy split half validation
Analysis Inclusion will be limited to papers which predict major bleeding associated with VTI

no tools are identified the inclusion of tools to predict bleeding in similar population
(for example HABLED scorased for atrial fibrillatiop will be considered.

Appraisal of methodological quality: methodological quality of each risk tool will be
assessed using PROBAST

Indirectness: risk tools will be downgraded for indirectness if definition of target
conditions varies from definitions of above

C.1.3 Risk assessmertbols in patients admitted to hospital

Table3: Review protocol: Reducing the rate of VTE in patients who are admitted to hospital
How clinically and cost effective are risk assessment tools at reducing the rate

Review question VTE in patierd who are admitted to hospital?

Review population Adults (aged 16r over) admitted to hospital

Interventions and Intervention: Derived and validated risk tool for predicting the risk of
comparisons VTE/DVT/PE/major bleeding

TheDepartment of Health risk tool (not validated)
Comparisons: No risk tool, other risk tools

Outcomes Critical:
All-cause mortality (up to 90 days from hospital discharge)

© NICE 2018. All rights reserved. Subject to Notice of rights.
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How clinically and cost effective are risk assessment tools at reducing the rate
Review question VTE in patierd who are admitted to hospital?

VTHEsymptomatic or asymptomatic) (up 80 days from hospital discharge)
DVT(symptomatic or asymptomaticup to 90 days from hospital discharge)
Pulmonary embolismuf to 90 days from hospital discharge)

Fatal pulmonary embolism (up to 90 days from hospital discharge)

Major bleeding (up to 90 days from hospital discharge)

Qualityof life (validated scores) (up to 90 days from hospital discharge)

Important:

Fatal bleeding (up to 90 days from hospital discharge)

Clinically relevant nomajor bleeding (up to 45 days from hospital discharge)
Heparinrinduced thrombocytopenia (up to 9fays from hospital discharge)
Hospital length of stay (up to 90 days from hospital discharge)

Unplanned readmission (up to 90 days from hospital discharge)
Haemorrhagic stroke (up to 90 days from hospital discharge

Study design Systematic reviews ®@CTs or &Ts. If no RCTs are identifiedservational studies
(including before and after studies)ill be considered

Crossover study Not permitted

Duration of study Minimum: 7 days
Maximum: 90 days

Sensitivity/other If studies have prespecifed in their protocols that results for any of these subgro

analysis populations will be analysed separately, then they will be included in the subgrt
analysis.

Subgroup analyses if Strata:

there is Target condition(VTE/PE/DVT/majdileeding)

heterogeneity

Medical/surgery
Type of surgery
Cancer

Subgroup: none

Search criteria Databases: Medline, Embase, the Cochrane Library
Date limits for search: None
Language: English only

C.2 Risk assessment for people having day procedures

C.2.1 VTE day procedures

Table4: Review protocol:What is the accuracy of individual risk assessment or predication tools
in predicting the likelihood of VTE in patients who are having day procedures (including
surgery and chemotherapy) at hospital?

Review question What is the accuracy of individual risk assessment or predication tools in predicting
likelihood of VTE in patients who are having day procedures (including surgery ant
chemotherapy) at hospital?

Objective To evaluate which risk tool can best identifiypse people at risk of VTE, in order to
identify people who will need prophylaxis
Population Adults and young people (aged 16 or over) who are having day procedures (includ

© NICE 2018. All rights reserved. Subject to Notice of rights.
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surgery and chemotherapy

Risk tools Derived and alidated risk toolsdentified in literature
Targ(_at_ 1 VTE (symptomatic or asymptomat{@} 90 days; up to 180 days for people having
condition(s) cancer treatment DVT and PE

1 VTErelated mortality(7-90 days; up to 180 days for people having cancer treatine
DVT/PE relatechorality confirmed by: CT scan; pulmonary angiogram; ventilation
perfusion scan; spiral CT scan; autopsy; echocardiography ; clinical examination
the presence of proven VTBiagnosis should not be based on Cheshy$ or clinical
examination alone

9 DVT along7-90 days; up to 180 days for people having cancer treatin@&¥T
confirmed by:radioiodine fibrinogen uptake testenography duplex (Doppler)
ultrasound MR impedance Plethysmography (used as rule out tddiagnosis
shouldnot be basedon d-dimer assay test or clinical examination alone.

1 PE alone?- 90 days up to 180 days for people having cancer treatmeRE
confirmed by: CT scan; pulmonary angiogram; ventilation/ perfusion scan; spiral
scan; autopsy; echocardiography ; clinieehmination with the presence of proven
VTEDiagnosis should not be based on Chesay$§ or clinical examination alone.

Exclusions 1 Children and young people (<16 years)

9 Pregnant women

1 Tools not externally validated or not validated by split validation

9 Derivation studies

Search strategy = Databases: Medline, Embase, the Cochrane Library

Dates/cutoffs: None

The review Prospective and retrospective cohort, externally validated or internally validated by

strategy split half validation

Analysis Analysis: the ability of risk tool to predict each of the target conditions will be analy
separately

Appraisal of methodological quality: methodological quality of each risk tool will be
assessed using PROBAST

Indirectness: risk tools will bédowngraded for indirectness if definition of target
conditions varies from definitions of above

C.2.2 Major bleeding day procedures

Table5: Review protocol:What is the accuracy of individual risk assessment or predication tools
in predicting the likelihood of major bleeding or the risk of bleeding in patients who are
having day procedures (including surgery and chemotherapy) at hospital?

Review question What is the accuracy of individual risk assessment or predication tools ircpnedihe
likelihood of major bleeding or the risk of bleeding in patients who are having day
procedures (including surgery and chemotherapy) at hospital?

Objective To evaluate which risk tool can best identify those people at risk of bleeding in ord:t
identify those patients who will need prophylaxis

Population Adults (aged 16 or over) who are having day procedures (including surgery and
chemotherapy)

Risk tools Derived and alidated risk tools identified in literature

Targ_et_ Major bleeding (up to 90 days). A major bleeding event meets one or more of the

condition(s) following criteria:

 results in death

9 occurs at a critical site (intracranial, intraspinal, pericardial, intraocular,
retroperitoneal)

© NICE 2018. All righteserved. Subject to Notice of rights.
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91 results in the need for a transfusion of at le@sunits of blood
9 fSFRa (2 | RNRLI Ay KIFISY23t20AYy 2F x
9 aserious or life threatening clinical event
a surgical or medical intervention.
Exclusions 9 Children and young people (<16 years)
1 Pregnant women

1 Tools not externally validated or not validatbyg split half validation
91 Derivation studies

Search strategy = Databases: Medline, Embase, the Cochrane Library
Dates/cutoffs: None

The review Prospective and retrospective cohort, externally validated or internally validated by
strategy split halfvalidation
Analysis Inclusion will be limited to papers which predict major bleeding associated with VTI

no tools are identified the inclusion of tools to predict bleeding in similar population
(for example HABLED scoresed for atrial fibrillatim) will be considered.

Appraisal of methodological quality: methodological quality of each risk tool will be
assessed using PROBAST

Indirectness: risk tools will be downgraded for indirectness if definition of target
conditions varies from definitions obave

C.2.3 Risk assessment tools in patients who are having day procedures (including surgery and
chemotherapy) at hospital

Table6: Review protocol: Reducing the rate of VTE in patients who are having day procedures
(including surgernand chemotherapy)

How clinically and cost effective are risk assessment tools at reducing the rates
VTE in patients who are having day procedures (including surgery and

Review question chemotherapy) at hospital?

Review population Adults (aged 16 oover) who are having day procedures (including surgery and
chemotherapy)

Interventions and Intervention: Derived and validated risk tool for predicting the risk of

comparisons VTE/DVT/PE/major bleeding

The Department of Health risk tool (not validated)
Comparisons: No risk tool, other risk tools

Outcomes Critical:
All-cause mortality (up to 90 days from hospital discharge)
VTE (symptomatic or asymptomatic} @0 days from hospital discharge)
DVT (symptomatic or asymptomatic) @0 days from hospitalischarge)
Pulmonary embolism ¢R0 days from hospital discharge)
Fatal pulmonary embolism (up to 90 days from hospital discharge)
Major bleeding (up to 90 days from hospital discharge)
Quality of life (validated scores) (up to 90 days from hospital digeh)a

Important:

Fatal bleeding (up to 90 days from hospital discharge)

Clinically relevant nomajor bleeding (up to 45 days from hospital discharge)
Heparirinduced thrombocytopenia (up to 90 days from hospital discharge)
Hospital length of stay (up to09days from hospital discharge)

© NICE 2018. All rights reserved. Subject to Notice of rights.
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Review question

Study design

Crossover study
Duration of study

Sensitivity/other
analysis

Subgroup analyses if
there is
heterogeneity

Search criteria

C.3 Reassessment

How clinically and cost effective are risk assessment tools at reducing the rates
VTE in patients who are having day procedures (including surgery and
chemotherapy) at hospital?

Unplanned readmission (up to 90 days from hospital discharge)

Haemorrhagic stroke (up to 90 days from hospital discharge)

Systematic reviews of RCTs or RCTs. If no RCTs are identified, consider obsel
studies (including before and after studies)

Not permitted

Minimum: 7 days

Maximum: 90 days

If studies have prspecified in their protocols that results for any of these subgrc
populationswill be analysed separately, then they will be included in the subgro
analysis.

Strata:

Target condition

Medical/surgery

Type of surgery

Cancer

Databases: Medline, Embase, the Cochraibeary

Date limits for search: None
Language: English only

C.3.1 Reassessment of people who are admitted to hospital

Table7: Review protocol:Reassessment of the risk of VTE of people who are admitted to

hospital

Reviewquestion
Review population

Interventions and
comparisons

Outcomes

How effective is reassessment of the risk of VTE of people who are admitted tc
hospital?

Adults (aged 16 or over) admitted to hospital

Intervention: Tools identified in intervention riskssessment reviews only: derivec

and (temporally or externally) validated risk tool reassessment for predicting th
risk of VTE/DVT/PE/major bleeding; Department of Health risk tool (not validate

Comparisons: No risk tool, other risk tools, first assessg
Critical:

All-cause mortality (duration of study)

VTE (symptomatic or asymptomatic) (duration of study)
DVT (symptomatic or asymptomatic) (duration of study)
Pulmonary embolism (duration of study)

Fatal pulmonary embolism (duration of study)

Major bleeding (duration of study)

Quality of life (validated scores) (duration of study)

Important:

Fatal bleeding (duration of study)

Heparirinduced thrombocytopenia (duration of study)
Clinically relevant nomajor bleeding (duration of study)

© NICE 2018. All rights reserved. Subject to Notice of rights.
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Reviewquestion

Study design

Crossover study
Duration of study

Sensitivity/other
analysis

Subgroup analyses if
there is
heterogeneity

Search criteria

How effective is reassessment of the risk of VTE of people who are admitted tc
hospital?

Hospital length of stay (duration of study)

Unplanned readmission (duration of study)

Haemorrhagic stroke (duration of study)

Systematic reviews of RCTs or RCTs. If no RCTs are identified, consider obsel
studies (including before arafter studies)

Not permitted

Minimum: 7 days

Maximum: 90 days

If studies have prspecified in their protocols that results for any of these subgrc
populations will be analysed separateliien they will be included in the subgroup
analysis.

Strata:

Target condition

Medical/surgery

Type of surgery

Cancer

Databases: Medline, Embase, the Cochrane Library

Date limits for searciiNone
Language: English only

C.3.2 Reassessment of people who are having day procedures at hospital

Table8: Review protocol:Reassessment of the risk of VTE of people who are having day
procedures at hospital

Review question
Review population

Interventions and
comparisons

Outcomes

How effective is reassessment of the risk of VTE of people who are having day
procedures at hospital?

Adults (aged 16 or over) who are having day procedures (including surgery an
chemotherapy)

Intervention: Tools identified in interventin risk assessment reviews onlgrived
and (temporally or externallyyalidated risk tool reassessment for predicting the
risk of VTE/DVT/PE/major bleedjrigepartment of Health risk tool (not validated)

Comparisons: No tigtool, other risk tools, first assessment
Critical:

All-cause mortality (duration of study)

VTE (symptomatic or asymptomatic) (duration of study)
DVT (symptomatic or asymptomatic) (duration of study)
Pulmonary embolism (duration of study)

Fatalpulmonary embolism (duration of study)

Major bleeding (duration of study)

Quality of life (validated scores) (duration of study)

Important:

Fatal bleeding (duration of study)

Heparirinduced thrombocytopenia (duration of study)
Clinically relevanbhon-major bleeding (duration of study)
Hospital length of stay (duration of study)
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Review question

Study design

Crossover study
Duration of study

Sensitivity/other
analysis

How effective is reassessment of the risk of VTE of people who are having day
procedures at hospital?

Unplanned readmission (duration of study)
Haemorrhagic stroke (duration of study)

Systematic reviews of RCTs or RCTs. If no RCTs are identified, considetiobsé!
studies (including before and after studies)

Not permitted
Minimum: 7 days
Maximum: 90 days

If studies have prspecified in their protocols that results for any of these subgrc
populations will be analysed separately, then they will be included in the subgrc
analysis.

Subgroup analyses if Strata:

there is
heterogeneity

Search criteria

Target condition

Medical/surgery

Type of surgery

Cancer

Databases: Medline, Embase, tGechrane Library

Date limits for search: None
Language: English only

C.4 Risk assessment for pregnant women and women up to 6 weeks

postpartum

Table9: Review protocol:Prognostic accuracy ofgk tools forVTE in pregnant women

Review question
Objective

Population
Risk tool

Target
condition(s)

Statistical
outcomes

Study types

Exclusions

What is the accuracy of individual risk assessment or predication tools in predicting
likelihood of VTE in pregnant women who are admitted to hospital and midwife uni
including up to 6 weeks after giving birth?

To evaluatevhich risk tool can best identify those people at risk of VTE, in order to
identify those patients who will need prophylaxis

Pregnant women who are admitted to hospital and midwife units including up to 6
weeks after giving birth.

Derived and alidated risk tools identified in literature

1 VTE (symptomatic or asymptomat{op to 90 days

1 VTErelated mortality(up to 90 days

1 DVT alondup to 90 days

1 PE alondup to 90 days

Statisticaloutputs may include:

Discrimination (sensitivity, specificity, predictive values) (define thresholds)
Area under the ROC curvedtatistic)

Predicted risk versus observed risk (calibration)

Reclassification

Other statistical measures: for example, D stiti R statistic and Brier score

= =4 —a —Aa -2

Prospective and retrospectivelort, externally validated or internally validated by
split half validation

Tools not externally validated or not validated by split half validation
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Review question
Search study

The review
strategy

What is the accuracy of individual risk assessment or predication tools in predicting
likelihood of VTE in pregnant women who are admitted to hospital and midwife uni
including up to 6 weeks after giving birth?

Databases: Medline, Embase, the Cochrane Library

Dates/cutoffs: None

Appraisal of methodological quality: methodological quality of each risk tool will be
assessed using PROBAST

Indirectness: risk tools will be downgraded for indireess if definition of target
conditions varies from definitions above

Tablel0: Review protocol:Prognostic accuracy ofgk tools for major bleedindn pregnant

women
Review question
Objective
Population

Risk bols

Target
condition(s)

Exclusions

Search strategy

The review
strategy

Analysis

Whatis the accuracy of individual risk assessment or predication tools in predicting
likelihood of major bleeding or the risk of bleeding in pregnant women who are
admitted to hospital and midwife units including up to 6 weeks after giving birth?
To evaluate which risk tool can best identify those people at risk of bleeding in ordt
identify those patients who will need prophylaxis

Adults (aged 16 or over) who are having day procedures (including surgery and
chemotherapy)

Derived and a&lidated risk tools identified in literature

Major bleeding (up to 90 days). A major bleeding event meets one or more of the
following criteria:

1 results in death
9 occurs at a critical site (intracranial, intraspinadyicardial, intraocular,

retroperitoneal)
results in the need for a transfusion of at least 2 units of blood
tSFRa G2 | RNRLI Ay KISY23t20AYy 27F x

a serious or life threatening clinical event

surgical or medical intervention.
Childrenand young people (<16 years)
Pregnant women

Tools not externally validated or not validated by split half validation
Derivation studies

Databases: Medline, Embase, the Cochrane Library
Dates/cutoffs: None

= -4 -8 a2 Q -4 -8 -9

Prospective and retrospective cohort, externally validated or internally validated by
split half validation

Inclusion will be limited to papers which predict major bleeding associated with VTI
no tools are identified the inclusion of tools predict bleeding in similar populations
(for example HABLED scorased for atrial fibrillatiop will be considered.

Appraisal of methodological quality: methodological quality of each risk tool will be
assessed using PROBAST

Indirectness: risk tools Wibe downgraded for indirectness if definition of target
conditions varies from definitions of above

Tablel1l: Review protocol: Clinical and costffectiveness of risk tools in pregnant women

Review question

What is the clinicadnd costeffectiveness of risk assessment tools, when each t
is followed by the appropriate treatment, at reducing the rates of VTE and/or
bleeding in pregnant women who are admitted to hospital or midwife units?

© NICE R18. All rights reserved. Subject to Notice of rights.
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