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Session Learning Objectives

» Explain the common considerations and approaches used by NCCN
Guidelines panels when updating or developing NCCN Guidelines
recommendations.

» Describe how panels apply the NCCN Categories of Evidence and Consensus
and the NCCN Categories of Preference to recommendations within NCCN
Guidelines.

* Delineate the ways in which NCCN manages conflict of interest and bias
among Guidelines panel members.
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* NCCN Guidelines Steering Committee MEET o TEAM
o comprises 1 representative from each NCCN Member Institution M . ? n
o oversees the processes and planning of the NCCN Guidelines
o appoints representatives to each Guidelines Panel, typically in consultation with
Panel leadership

* NCCN Guidelines Panel Chair and Vice Chair (Panel Leadership)
o selected by the leadership of NCCN and the NCCN Guidelines Team, typically in
consultation with the current panel leadership

o help ensure the inclusion and participation of relevant clinical expertise within
their Panels

plan the agenda for and preside over Panel meetings
oversee content development activities pertaining to the specific Panel
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 NCCN Guidelines Panel Members MEET o TEAM
o represent their institutions for Panel reviews, deliberations, votes M . ?“
o may present data relevant to agenda topics
o a patient advocate is included as full members of each Panel whenever possible

e NCCN Guidelines Team

o comprises administrative support staff, copyeditors, oncology scientists/writers,
coordinators/layout specialists, and the leadership of the NCCN Guidelines Team

o provides planning, development, and procedural support

o works in close collaboration with the Panel to develop and update the Guidelines to
reflect Panel recommendations
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Institutional review Annual Panel Meeting:
Clinical data review Discussion of institutional
PubMed literature review comments, relevant
review literature, submissions

Submissions Voting as needed for changes

Update Algorithms, Discussion Interim Panel
section, References, Compendia,
and Chemotherapy Templates e|ng

Important New Data

Released

» Scientific meetings/
Publications

* FDA Approvals

Panel Chair/Vice-Chair Review
Full Panel review

Post Updated Guidelines to
NCCN website
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Network®

«  Well over 85% of Americans are covered by
plans that utilize NCCN Guidelines

* Most plans cover Category 1 and 2A
recommendations; some cover 2B

« Payor coverage based on rigor of NCCN
processes

o Critical review of evidence + clinical expertise and
consensus of a multidisciplinary panel of experts

o Credibility (strict firewall)
o Transparency
o Avoidance of bias
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NCCN Categories of Evidence and Consensus

Category 1 Based upon high-level evidence (=1 randomized phase 3 trials or high-quality, robust meta-analyses), there is
uniform NCCN consensus (285% support of the Panel) that the intervention is appropriate.

Category 2A Based upon lower-level evidence, there is uniform NCCN consensus (285% support of the Panel) that the
intervention is appropriate.

Category 2B Based upon lower-level evidence, there is NCCN consensus (250%, but <85% support of the Panel) that the
intervention is appropriate.

Category 3 Based upon any level of evidence, there is major NCCN disagreement that the intervention is appropriate.
All recommendations are category 2A unless otherwise indicated.
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NCCN Categories of Preference
Interventions that are based on superior efficacy, safety, and evidence; and, when appropriate,

Preferred intervention

affordability.
Other recommended  Other interventions that may be somewhat less efficacious, more toxic, or based on less mature data;
intervention or significantly less affordable for similar outcomes.
Mselul in cariin Other interventions that may be used for selected patient populations (defined with recommendation).

circumstances
All recommendations are considered appropriate.
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« The Guidelines development process is funded by Member Institution dues
o No industry funds or other external financial support is used
* Industry representatives are not allowed to attend meetings

* Panel Members and NCCN Guidelines Team Members should not be
contacted to solicit or suggest changes to Guidelines content

o Submission process should be used E.‘.'.--.-l'--

FIREWALL
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« The following are published at the NCCN website:
o Annual meeting dates
o Guidelines development process
o Disclosure policy
o Panel Members/NCCN staff for each Guideline

o Disclosures for Panel Members and NCCN staff

o Aggregate Panel votes

o All submissions received
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 Many experts and clinical researchers have relationships with
industry (eg, funding for clinical or basic research,
compensation for advisory board participation)

o These activities can further scientific knowledge,
facilitate and accelerate the development of new
treatments, and educate those in industry and academia

o However, financial relationships with industry have the
potential to introduce conflicts of interest and biases into
the NCCN Guidelines development process
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« Allinvolved in the Guidelines development process must
review and confirm disclosure information every 6 months

« Panel Chairs/Vice Chairs cannot participate in non-scientific .’ )
activities (promotional, marketing, speakers bureau)

 All Panel Members receive disclosure information for
everyone on the panel before each Panel meeting

* Monitoring is through self disclosure and annual review of
CMS Open Payments data
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* Financial thresholds — payment and/or equity (panel member
+ spouse/domestic partner + dependent children)
T MANAGING

o $20,000 — individual

o $50,000 — aggregate CONE!-ICTS
+ Not included INTEREST

o Clinical trial support funds received by the panel member’s institution
o Support from governmental agencies (eg, NIH, DOD, CDC)

o Participation on official Data Safety Monitoring Boards

o Honoraria from accredited educational programs
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Abstaining from Panel Discussion

 When there is a direct or indirect relationship with the organization that

owns the agent/device/test being discussed (equity, compensation,
patent, employee/officer)

Abstaining from Panel Vote

 When there is a direct or indirect relationship with
the organization that owns the agent/device/test

being discussed (equity, compensation, patent,
employee/officer)

« National Principal Investigator on a clinical trial
involving the agent/device/test
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Implications for changes within the Guidelines

Confidensd Q)
Only Panel Members and NCCN staff participate in N

: |nformation
panel meetings

Any potential Guidelines revisions are considered
confidential and not to be discussed outside of the
Panel until publication

NCCN is subject to Department of Justice and
Securities and Exchange Commission (SEC) reviews S
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 Framework for Resource Stratification

« Adaptations (Brazil, China, Middle East and
North Africa, Poland, Spain, Sub-Saharan Africa,

and Vietnam)
« Translations (eg, Chinese, Portuguese, Spanish)
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* Visual display to inform decision-making

« Panels vote on 5 measures for each regimen

o Efficacy

o Safety

o Quality of Evidence

o Consistency of Evidence
o Affordability

 Allows individualized assessment of value
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« NCCN Guidelines Derivative Products

Drugs and Biologics Compendium

Biomarkers Compendium

Imaging Appropriate Use Criteria ‘[
Radiation Oncology Compendium Guidelines

N

Chemotherapy Order Templates i

JNCCN
Patient Guidelines

o o O O O O O
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