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Objectives

* Provide overview of the methodology of
identification and prioritization of gaps in
knowledge used by the AVF

e Describe infrastructure and processes developed by
the AVF for evidence generation

e Describe methodology of evidence synthesis and
development of the practice guidelines used by the
AVF




Introduction: The AVF

Mission Statement
“The Mission of the American Venous Forum is to promote venous and lymphatic health through innovative research, education and
technology.”
Sole focus on improving outcomes
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ldentification and prioritization of gaps in knowledge

[Expert panel \

a) Definition of “expert”

b) Selection process
2. Inclusiveness to all stakeholders (Basic and clinical

scientists, clinicians, industry, healthcare system

administrators, regulators, payers)

&Sophisticated process /




Pacific Vascular Symposia

PVS 1

(November 1993)

“...The highest priority is to develop and

implement a standard classification for

CVD in order to be able to analyze and
summarize scientific data”

Journ Vasc Surg 1995,;21:635-45

Journ Vasc Surg 2004,40:1248-52

Reporting standards in venous disease:
An update

John M. Porter, MD,* Gregory L. Moneta, MD, and An International Consensus
Committee on Chronic Venous Diseaset

Venous severity scoring: An adjunct to
venous outcome assessment
Robert B. Rutherford, MD, Frank T. Padberg, Jr, MD, Anthony J.

Comerota, MD, Robert L. Kistner, MD, Mark H. Meissner, MD, and
Gregory L. Moneta, MD

— From thc American Veno'lls Fom

Revision of the CEAP classification for chronic
venous disorders: Consensus statement

Bo Eklof, MD," Robert B. Rutherford, MD," John J. Bergan, MD,* Patrick H. Carpentier, MD," Peter
Gloviczki, MD,° Robert L. Kistner, MD," Mark H. Meissner, MD,# Gregory L. Moneta, MD," Kenneth
Myers, MD, Frank T. Padberg, MD,’ Michel Perrin, MD,* C. Vaughan Ruckley, MD,' Philip Coleridge
Smith, MD,™ and Thomas W, Wakefield, MD," for the American Venous Forum International Ad Hoc
Committee for Revision of the CEAT Classification, Helsingborg, Sweden



Pacific Vascular Symposia

The highest priority — organizational change

PVS 5

(Ja nuary, 2006) Table I. Organizational initiatives of the Pacific Vascular
g
Symposium
Mapping tl}c "fu‘tur‘c: Orgamza"uonal, clinical, and [ Busle
rcscarch pI'lOI'lthS 11 veénous dlSC&SC
Mark H. Meissner, MD,* Bo EKlof, MD," Peter Gloviczki, MD,* Joann M. Lohr, MD,* Joint Venous Council To form a new organization
Fedor Lurie, MD,* Robert Kistner, MD,* Gregory Moneta, MD,’ and Thomas W. Wakefield, MD,® with the goals of
Scattle, Waslh; Helanabors, Sweden; Rochester, Minn; Cincinnati, Olso; Honolwelne, Hawass; Portland, Ore; and ° I . . b
ot Avbot. Mih ncreasing awareness about
venous disorders among
physicians and the public
® Foster relationships with
industry, government and
national / international soci-
w“ . . . otieg
..was cha rged with reviewi ng the Redefinition of the American ﬁ The achieve influence \
current state of knowledge a nd Venous Forum as a broad- through critical mass and
. ! . based, inclusive organization clinical/ scientific excel-
developing a roadmap for advancing the lence
. ” ® To act as a project/grant
field over the next decade clearinghouse
® To create evidence-based

— \ S )

Journ Vasc Surg 200746 Suppl S:845-93S



Pacific Vascular Symposia
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(November 2009)

Oficial Publication of the.
Sociely for Vascular Surgery®

Volume 52 Supplement S November 2010

A Call to Action: Reducing Venous Ulcers by Fifty Percent in 10 Years

Proceedings of the Pacific Vascular Symposium 6
Kona, Hawaii, November 12-15, 2009

NA Mosby

www vascsurg.org

The highest priorities:
* Epidemiological data on VU in the US
* Evidence-based guidelines for VU

* Gloviczki ML, Kalsi H, Gloviczki P, Gibson M, Cha S, Heit JA. J Vasc Surg
Venous Lymphat Disord. 2014 Oct;2(4):362-7

* Random population sample representative of the US population
* VU incidence — 85 per 100,000 person-years
* VU prevalence - 210 per 100,000 person-years




ldentification and prioritization of
knowledge gaps: methodology

e Sophisticated process to
minimize bias
* |ssue-focus synthesis

e Evidence rating based on
reproducibility and
practicality (in addition
to methodological
strenght)

* Prioritization based on
highest possible impact

General Session 1
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discussion
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Disease

1
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Solving an issue is necessary o
decrease ulcer prevalence

Solutions exist and implementation
vossible

Group 1 Group 2. Group 3
LIST LIST LIST

General Session 3

SUMMARY OF

Revised LIST OF EVIDENCE
CRITICAL and
ISSUES STATE OF
KNOWLEDGE
1. DVTand 2. Primary CVD 3. Uleers healing | [ 4. Non-medical

and recumence

Group 1 Group 2 Group 3 Group 4
Plan Plan Plan Plan

- Prioritized list of the
critical issues

- Prioritized list of the
necessary actions.

- Landmark measures
- Timeline

Prospective
alliances

General Session 4

General Session 5

Broad
definition of
follow-up
process




Knowledge gaps and priority:

American Venous Forum

Day of Innovation

and Science

February 23, 2016
Buena Vista Palace Hotel e Orlando, FL

Identification of at risk patients, and nd
systemic factors that should be addressed to
prevent CVD progression. HIGHEST

Lack of algorithm for sequencing and timing of
superficial venous intervention for C2-3 and for
C4-6. HIGH

Role of deep venous treatment options
(obstruction vs reflux) in setting of combined
superficial venous disease. HIGH

What is needed to best assess saphenous reflux
to determine who with C2-3 disease should be
treated MEDIUM

Define venous disease phenotype at high risk
for CVD MEDIUM



Mechanisms and infrastructure
supporting evidence generation

e Calls for action

* Multispecialty task force(s) to address priority issues
e Grant support for research in priority areas

e Registry

e Dedicated scientific meeting with competitive peer-
reviewed selection process.

e Dedicated peer-reviewed Journal



Evidence analysis and

Gloviczki P,et al. The care of patients with varicose
veins and associated chronic venous diseases:
clinical practice guidelines of the Society for

Vascular Surgery and the American Venous Forum.

J Vasc Surg. 2011 May;53(5 Suppl):25-48S

O'Donnell TF Jr, et al. Management of
venous leg ulcers: clinical practice
guidelines of the Society for Vascular
Surgery and the American Venous Forum. J
Vasc Surg. 2014 Aug;60(2 Suppl):35-59S.

synthesis

e Expert selection
e Definition of expert

* The size of the group
 |dentification and selection process

e Review process
* |nitial review
e Secondary review
e Grading of evidence

* Meta-analysis process
* Writing process



Table I. GRADE recommendations based on level of evidence

Grrade

Description of recommendation

Benefit vs risk

Methodologic quality of
supporting evidence

Implications

LA

1B

Strong recommendation,
high-quality evidence

Strong recommendation,
moderate-quality evidence

Benefits clearly ourweigh risk
and burdens, or vice versa

Benefits clearly outweigh risk
and burdens, or vice versa

Strong recommendation, low-
quality or very-low-qualiry
evidence

enefits clearlv outweigh risk
and burdens, or vice versa

2A

Weak recommendation, high-
quality evidence

risks and burdens

]tcncﬁts closely balanced with

2B

2C

Weak recommendation,
moderate-quality evidence

Weak recommendarion, low-
quality or very-low-quality
evidence

Benefits closely balanced with
risks and burdens

Uncertainty in the estimates of
benefits and risk, and
burdens; Risk, benefit, and
burdens may be closely
balanced

RCTs without important
limitations or overwhelming
evidence from observational
studies

RCTs with important
limitations (inconsistent
results, methodologic flaws,
indirect, or imprecise) or
exceptionally strong
evidence from observational
smudies

Observatonal studies or case
SEres

RCTs without important
limitations or overwhelming
evidence from observational
studies

RCTs with important
limitations {inconsistent
results, methodologic flaws,
indirect, or imprecise) or
exceptionally strong
evidence from observational
studies

Observarional studies or case
sernes

Strong recommendation, can
apply to most patients in
most circumstances without
reservation

Strong recommendation, can
apply to most patients in
most circumstances without
reservation

Strong recommendation but
may change when higher
quality evidence becomes
available

Weak recommendadon, best
action may differ depending,
on circumstances or
patients’ or societal values

Weak recommendadon, best
action may differ depending,
on circumstances or
patients’ or societal values

Very weak recommendartions;
Other alternatives may be
reasonable




Evidence analysis and
synthesis

Guideline 3.12: Venous Disease Classification

We recommend that aIl patients with venous leg ulcer be classified on the basis of venous disease classification

assessment, inc vised Venous Clinical Severity Score, and venous disease—specific quality of
life assessment.j[ BEST PRACTICE]

Guideline 3.13: Venous Procedural Outcome Assessment

We recommend venous procedural outcome assessment including reporting of anatomic success, venous hemo-
dynamic success, procedure-related minor and major complications, and impact on venous leg ulcer healing. [BEST
N

PRACTICE]

Guideline 8.4: Primary Prevention—Education Mecasures

In patients with C1-4 disease, we suggest patient and family education i evation when at
rest, careful skin care, weight control, and appropriately fitting foot wear J[ BEST PRACTICE]|

e

Additional category of recommendations
Minimizing bias by considering consistency and reproducibility

™




AMERICAI;]J V{:)NOUS FORUM

Conclusions:

e 29-year history of:

|Identification of knowledge gaps related to CVD
Generation of evidence related to CVD
Analysis and synthesis of evidence related to CVD

e Mechanisms and methodology for objective, specialty-neutral,
collaborative work

e Should be considered as a collaborator for policy development
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