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What Is a Collaborative Community?
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Collaborative communities are continuing
forums where public and private sector
members proactively work together to:

* Achieve common objectives and outcomes
e Solve shared challenges

* Leverage collective opportunities in an
environment of trust, respect, empathy
and openness.



What
Collaborative

Communities
Are Not

They are NOT led by the FDA.
They are NOT convened by the FDA.
They do NOT exist to advise the FDA.

Their membership and governance are NOT

directed by the FDA.

They are NOT task forces, working groups, or

commissions.



What Makes Collaborative Communities

Establishment

Different?

Task Force Collaborative Community

Usually initiated by a government
entity

Convened by external partner, but the
FDA may be a member of the

community
: - Focused on broader outcomes and
Provides specific :
. impacts
Goals recommendations to address a . .
: : May have multiple deliverables for each
single issue or concern
work stream
. _— . Sustained duration with a potentiall
Lifespan Limited duration : o o 4
indefinite lifespan
All stakeholders are brought into the
Involves a more focused group, ..
Members effort and have an equal voice in

usually not all stakeholders

decisions




Collaborative Communities Toolkit
September 2019

Collaborative
Communities Toolkit

e A resource for stakeholders interested
in establishing Collaborative
Communities

* Please visit CDRH website

(https://www.fda.gov/about-fda/cdrh-
strategic-priorities-and-
updates/collaborative-communities-
addressing-health-care-challenges-
together)




Best Practices
for
Establishing
&

Maintaining
Collaborative
Communities

Assessing the
Effectiveness, Value &
Impact of the
Collaborative
Community

Clear Charter

Transparency of
Process and
Outcomes

Decision-making
Approach Clearly
Defined &
Consistently Applied

Planning the
Collaborative
Community

Effective
Communication

Vision-settingis
Generated
Collectively

Casting the
Membership Net
Broadly &
Strategically

Clear Roles &
Responsibilities

Distributed
Leadership




Sectors to Identify for Potential Members

Patient & Consumer
Advocacy Academia Hospital Systems Trade Associations
Organizations

Professional

Device Medical Device Societies/

Manufacturers Distributors Associations/

Organizations

State, Federal and
Research Institutions International Foundations
Organizations

Public-Private
Partnerships




Tool Development

Peer-reviewed publications

Potential
Outcomes of
a
Collaborative Best practices

Community Templates or Frameworks

Research Agenda & Projects

White Papers

Healthcare Coverage & Reimbursement Decisions

Improved Relationships



Collaborative Communities with CDRH
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Collaborative Community on
Ophthalmic Imaging

National Evaluation System for health
Technology Coordinating Center
(NESTcc) Collaborative Community

International Liquid Biopsy
Standardization Alliance (ILSA)

Xavier Artificial Intelligence (Al) World
Consortium

Wound Care Collaborative Community

Digital Health Measurement
Collaborative Community (DATAcc)

Standardizing Laboratory Practices in
Pharmacogenomics Initiative (STRIPE)
Collaborative Community

Case for Quality Collaborative
Community

Heart Valve Collaboratory (HVC)

Pathology Innovation Collaborative
Community (PICC)

REducing SuiCide Rates Amongst
IndividUals with DiabEtes (RESCUE)
Collaborative Community

MedTech Color Collaborative
Community
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CDRH CURRENTLY

PARTICIPATES IN 12
COLLABORATIVE
COMMUNITIES
GOAL: 10

Strategic Priority
sz%Collaborative

ééb Communities

The FDA does not establish, lead, or
operate collaborative communities.
Nor are these communities intended to
advise the FDA.
,

Collaborative Communities — CDRH

Participation

1. Collaborative Community on Ophthalmic Imaging

2. National Evaluation System for health Technology Coordinating
Center (NESTcc) Collaborative Community

3. Standardizing Laboratory Practices in Pharmacogenomics
Initiative (STRIPE) Collaborative Community

International Liquid Biopsy Standardization Alliance (ILSA)
Xavier Artificial Intelligence (Al) World Consortium

Case for Quality Collaborative Community

Heart Valve Collaboratory (HVC)

Wound Care Collaborative Community

. Pathology Innovation Collaborative Community (PICC)

10 RESCUE (REducing SuiCide Rates Amongst IndividUals with
DiabEtes) Collaborative Community)

11.MedTech Color Collaborative Community
12.Digital Health Measurement Collaborative Community (DATAcc)!!
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Questions about Collaborative Communities:

CDRH_Collab Communities@fda.hhs.gov
or

michelle.tarver@fda.hhs.gov

www.fda.gov



Thank You
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