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Disclaimer

* The views and findings expressed today are those of the individuals, serving in
their individual capacity, and do not imply endorsement or reflect the views or
- policies of the U.S. FDA, NIH, or any affiliated organization or entity.

« The MRCT Center is supported by voluntary contributions from foundations,
corporations, international organizations, academic institutions and
government entities (see www.MRCTCenter.org) as well as by grants.

”ﬂ * We are committed to autonomy in our research and to transparency in our
] relationships. The MRCT Center—and its directors—retain responsibility and
‘ final control of the content of any products, results and deliverables. This work
iIs licensed under a CC BY-NC-SA 4.0 license.
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Welcome to the EbD Metrics Framework Webinar

* Introduction to the MRCT Center:

o Dr. Barbara Bierer- Faculty Director, Multi-Regional
Clinical Trials (MRCT) Center

* |Introduction to the EbD Metrics Framework:

o Dr. Willyanne DeCormier Plosky- Program Manager,
Multi-Regional Clinical Trials (MRCT) Center

* Panel discussion featuring:
o Yasmeen Long- Director, Faster Cures, Milken Institute
and

o Dr. Rodrigo Garcia- Vice President Patient Solutions PPD,
part of Thermo Fisher Scientific
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The Multi-Regional Clinical Trials Center (MRCT Center)

Our Vision

Improve the integrity, safety, and
rigor of global clinical trials.

Our Mission

Engage diverse stakeholders to
define emerging issues in global
clinical trials and to create and
Implement ethical, actionable, and
practical solutions.
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The Work We've Done
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Introduction: Origins of the EbD Metrics Framework

* Inequitable participation in clinical research (CR) ->
Inequitable health outcomes

* Diversity, Inclusion, and Equity in Clinical Research
Guidance Document and toolkit launched in 2020.

! - Available at: https://mrctcenter.org/diversity-in-
8 clinical-research/guidance/guidance-document/ OR
on Amazon.

« Growing momentum to progress from:
Conversation/guidance -> Action

@ MULTI-REGIONAL
CLINICAL TRIALS
ACHIEVING
DIVERSITY,

INCLUSION,

AND EQUITY
IN CLINICAL RESEARCH

Guidance Document

Barbara E. Bierer, MD
Sarah A. White, MPH
Laura G. Meloney, MPH, MS
Hayat R. Ahmed, MS

s David H. Strauss, MD
LutherT. Clark, MD
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Introduction: Origins of the EbD Metrics Framework, ctd.

* In late 2020, the MRCT Center convened representatives of professional, trade,
academic, and patient advocacy organizations to formulate the Diversity,
Equity, and Inclusion (DEI) Roundtable.

* Impetus:

o Need for better planning and goal setting, understanding of processes,
accountability, and transparency.

o Metrics can provide guideposts for measurement and comparison of
progress.

June 30, 2022 © 2022 MRCT Center. CC BY-NC-SA 4.0 license.



Introduction: Origins of the EbD Metrics Framework, ctd.

* Roundtable included members from:
o Association of Clinical Research Organizations (ACRO)
o Association of American Medical Colleges (AAMC)
o Alliance of Multi-Cultural Physicians
o Biotechnology Innovation Organization (BIO)
o FasterCures
o Food and Drug Administration (FDA)
o Multi-Regional Clinical Trials Center of Brigham and Women's Hospital and Harvard (MRCT Center)
o National Health Council (NCH)
o National Institutes of Health (NIH)
o PhARMA

* Please note, participation in the Roundtable does not imply endorsement of the EbD Metrics Framework or reflect the views or policies of the

U.S. FDA, NIH, or any affiliated organization or entity %-;1
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Introduction: EbD Metrics Framework Evolution

What do diversity,
equity, inclusion (DEl),
and justice mean?

| Keep long-term goal in
Ll mind; move toward
. justice.

https://www.paperpinecone.com/blog/teaching-difference-between-equality-equity-and-justice-preschool

With thanks to Quincy Byrdsong and others %-51
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Introduction: EbD Metrics Framework Evolution, ctd.

MANY metrics were proposed. Some “forests”, some “trees”, some “leaves”.

Quantitative outcome measures and qualitative process measures were necessary.

Initial versions started with:

o 4 domains + 3 areas within EACH domain + Quantitative and qualitative
measures within EACH of those.

Too much!

June 30, 2022 © 2022 MRCT Center. CC BY-NC-SA 4.0 license.



Introduction: EbD Metrics Framework Evolution, ctd.

Reoriented into 7 key themes:

Laying strong foundations

1.  Commitment, leadership, and resources to support DEl in CR (“Commitment”)

2. Institutional and study metrics for DEI in CR, data collection, and analysis (“Data”)

3. 360-degree partnerships, communication, and engagement ("Engagement”)
Establishing and clearing paths

4. Educational and career opportunities to support DEI in CR (“Workforce”)

5. Strategies for inclusion of diverse participant populations in CR (“Inclusion strategies”)
Assessing and reengineering for success

6. Review, accountability, and course adjustment (“Review")

{ 7. Dissemination and expansion of work (“Dissemination”) %‘51
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Introduction: EbD Metrics Framework (\
Evolution, ctd.

Configure and communicate
the EbD Metrics Framework:

- Layers
- Graphic representation
- User Guide

METRICS
ANALYSIS

June 30, 2022 © 2022 MRCT Center. CC BY-NC-SA 4.0 license.



EobD Metrics Framework: Structure

« One theme per page, with a brief description of each theme.

i3 * Quantitative measures (QN) (4 themes completed to date)
o Quantitative measures are not a 1:1 relationship to the qualitative measures.
o Examples of quantitative variables given, to help disaggregating data.

= Regularly collected variables (e.g., age, race, sex, gender identity, ethnicity)

= Additional variables (e.g., language spoken, disability status, income level, etc.)

 Qualitative metrics: Strategic, Tactical, Operational
o Intentionally broad to be useful to all stakeholders

o Approach examples for the operational level metrics

'IYE lg.
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Theme

Description of the theme

v

Quantitative Measures

E. Strategies for inclusion of diverse participant populations in CR

(“Inclusion strategies”)

Description: Unlike the other themes in this framework that could be applicable to institutional/organizational,
partnership, project, or study processes, Theme E is specific only to study processes. The measures under Theme E
act in a way as a “backstop” to the measures in the other themes...(ctd. in actual EbD Metrics framewark)

Quantitative Variables

Regularly collected variables

ON.E

Qualitative: Strategic level

Qualitative: Tactical level

E.1.1
»E.1.2

Qualitative: Operational
level (accessed through
the hyperlink)

June 30, 2022

Qualitative

E.1.3

Participants retained and completed study

e

=

E QOMN_E Participants screened

= ~ OM.E EHligible participants O Age

S ~ QNE Participants who declined study enroliment Q Race

S QN.E Participants withdrew / dropped out — D Ethn city

S QN.E Participants lost to follow-up Auditional variables (examples)

o Person with a disability
o Educational level
o Income

> E.1Study protocol drafted to be as inclusive as possible

Study question(s) identified based on relevance for intended populations
Study designed to consider inclusion of intended populations (e.g., language,

accessibility, frequency of visits, etc.)

Eligibility criteria drafted for inclusivity (see Appendix 6]

E.2 Planning for study feasibility, site selection

E.2.1 Feasibility assessments and selection of sites conducted with attention to DEI

=] 4



EbD Metrics Framework: Operational level gualitative approach

Approach to detailed considerations standardized by prompts:

* [By] Whom: List whom within the organization is responsible for the metric
* [With] Whom: List with whom the people in “[By] Whom" should be collaborating

i ° [With] Which [Micro/Project]: List resources the people in “[By] Whom" should be
,5 utilizing at the mico/project (i.e. not institutional) level to accomplish the "how”,
“what”, and “where".

How: List actions to support the development and/or positive impact of the process
What: List “what” the metric is focused on

Where: List where intended audience will engage with the “what”

'IYE lg.
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Appendix 6: Operational Approach Example for E.1.3 “Eligibility criteria drafted for inclusivity”

Qualitative Outcomes Outputs Activities/How

G‘mg

Quantitative

Qutcomes

Strategic Tactical What- e Consider [By] Whom:
- demographic and
Participants -+ E.1Study Protocol | | E.1.1 Study - non-demoaranhic T [ - SFensors
screened o Inclusivity grap * Principal
drafted to be as question/s variahles within . -
. . i - ) investigators
inclusive as identified based on the intended . DEI
Eligible participants i v 0 ici| "y
- gibie particip possible _rele Z r‘c;e for FWT"-;"F"?”E teams/positions
intende population * CROs
Participants who populations * Limiting exclusion . Sites
declined study on.fy tu}}ﬂr’h;n
enrollment — . scientifically or
E.2 Planning for E.1.2 Study ethically justified [with] whom:
feasibility, site designed to le stud
- L]
Participants selection consider inclusion ® Use precise uady -
retained and of intended i that Coordinators
completed study ot worging “’: a e Nurse Navigators
' populations (e.g. terms so thot e Community
i Iangualgel_.. broad groups are organizations
1 Participants ?hh:ﬁll)l Itﬁrlj. . Where: not exr:ﬂ'ud..c.'d * Cultural
withdrew,/dropped E.3 Planning r'El:.JEFII:',- Of visits, _ o * Documenting Ambassador
out inclusive processes etc.) * Inclusion Criteria fc:'e:.nt{ﬁc_ar ethical intended trial
for recruitment and — ) o justification for participants
— . E.1.3 Eligibility ¢ Exclusion Criteria exclusion, when
Participants lost to retention o | criteria drafted for necessa
follow-up 1 participants critera | i [With] Which
inclusivity [Micro/Project]:
List supports fe.g. ICro/Frojects:
L wheelchairs, sign - 4 e Budget
language, » Staffing time
A supported decision- allocations
making) provided to « Software/
facilitate inclusion; hardware/
or reason why infrastructure
support can’t be
provided




Next Steps

* The MRCT Center EbD Metrics Framework and User Guide is posted at:

https://mrctcenter.org/diversity-in-clinical-research/tools/ebd-metrics-

framework-and-user-guide/

- We encourage testing of the EbD Metrics Framework, and
submission of comments through the website.

* The MRCT Center is working to create an interactive web-based version
of the EbD Metrics Framework.

Il
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