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Ensuring diverse and equitable patient representation in clinical trials and data
reporting is a shared responsibility across regulatory bodies, pharmaceutical
companies, journals/publishers, and medical communication agencies

* Although racial and ethnic minorities are
disproportionally impacted by several diseases (eg,
diabetes and infectious and autoimmune diseases),"?
their underrepresentation in clinical trials and
treatment biases?®*?® limit the generalizability of study
findings,®'° and impact other social, economic,
cultural, and environmental determinants

e Such alack of diversity in clinical trials perpetuates
existing health inequities and reduces the quality of
individual patient care'""

* Accurate reporting of data contextualizing this
underrepresentation in trials is lacking, primarily due
to inconsistent or inadequate enforcement of
policies by regulatory bodies and medical journals
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e Evaluate journal requirements for reporting
participant diversity in clinical trial publications and
outline best practices and recommendations for key
stakeholders to ensure enforcement of
diversity guidelines

e DEIl-related guidelines from the US Food and Drug
Administration (FDA),"? European Medicines Agency
(EMA), and the top journals (by impact factor) across
5 therapeutic areas were collected (Diagram)

e Journal impact factors and rejection rates were
identified using Journal Selector (Sylogent, an Anju
Software Company) and information posted on
journal websites
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Only 4 of 21 top-tier
journals/journal networks
provide guidance on
authorship diversity

a rejection rate of ~95%; thus, the
from patient underrepresentation

3Includes journals with the top 5 impact factor ratings in each therapeuti
have been included separately and have not been repeated und
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e Plain language content e« Hard copies

e Accessible content of educational

Journals with robust DEIl reporting requirements (4 of 21) have

Of 21 top-tier journals/
journal networks, 5 do not
require any DEIl reporting

potential effects of biases
were likely not reflected in

most clinical trials published in top-tier journals

c area. The top journal networks for general medicine
er the therapeutic areas to avoid redundancy.

* Collaborate
cross-functionally

* Ensure agency-wide
awareness of FDA DEI
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Share your
thoughts!

Please take a 5-question
survey regarding your
experience with tactics
aimed at DEI in publications.

Conclusions

* Despite DEI guidance from the FDA and EMA,
very few journals require authors to address
the lack of diversity in clinical trial publications

* Given the updated guidance in GPP 2022,
publications professionals can ensure greater
transparency in reporting the impact and
limitations of underrepresentation on clinical

- Journals/publishers could enforce standardized trial results

guidelines that require reporting of any potential
biases and disclosing the lack of generalizability
across patient populations as a study limitation
in clinical trial publications

* Encouraging diversified clinical trial investigators
and authorship could also be a step toward
overcoming healthcare disparities

Recommendations

Moving Towards Diverse & Equitable Participant Inclusion
in Clinical Trials

Ongoing Clinical Trials

* Enforce compliance to the latest
FDA diversity guidance'?

Health * Provide statistical support to allow
o pharmaceutical companies to
Authorities conduct post hoc analyses
evaluating trial data for
':E:' underrepresented patient groups

» Review SAPs for ongoing trials for
generalizability to affected
populations

Ensure diverse participant
selection by

Pharmaceutical ° Prepareaddendums to the SAPs to
C . ensure data analyses are inclusive
ompanies and generalizable across

@% population
e Conduct post hoc analyses

evaluating trial data for
underrepresented patient groups

- Trial eligibility criteria evaluation
- Site planning

Ensure diversity across trial
Investigators and authors

Provide alternatives to clinic visits

Develop patient-friendly resources
to improve recruitment diversity

Ensure accuracy in reporting DEI
information in publications

Publication  Encourage clients to conduct post

hoc analyses examining potential

Agenmes biases in results
 Encourage and support
aaa * Ensure any potential biases are development of resources to
ono . . c - c
discussed as limitations to the trial

Improve recruitment amongst

results within the trial publication minority populations

* Ensure compliance with the FDA
DEI guidance when supporting
regulatory or clinical trial content

* Propose submitting a PLS with
publications

e Require reporting of any potential * Require a brief background on how
biases and explanation for lack of the disease affects different

== generalizability across patient populations, highlighting high-risk

populations in clinical trial groups

publications

Journals
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* Require detailed outcomes across
racial and ethnic subgroups

 Encourage submission of the
diversity plan as a supplemental
material for clinical trial
publications

* Require diversity in authorship and
journal editorial board
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