AMERICAN ACADEMY OF FAMILY PHYSICIANS

June 10, 2022

The Honorable Robert Califf
Commissioner

Food and Drug Administration
5630 Fishers Lane, Rm. 1061
Rockville, MD 20852

Re: FDA-2021-D-0789; Draft Clinical Trials Guidance for Industry
Dear Commissioner Califf:

On behalf of the American Academy of Family Physicians (AAFP) and the 127,600 family physicians
and medical students across the country we represent, | am pleased to submit these comments
regarding the Food and Drug Administration’s (FDA) Federal Register notice seeking comments on
draft guidance for industry entitled “Diversity Plans to Improve Enroliment of Participants from
Underrepresented Racial and Ethnic Populations in Clinical Trials Guidance for Industry.”

The AAFP truly appreciates the Agency’s commitment to clinical trial diversity and to improving
underrepresented communities’ access and opportunity to participate in clinical trials. The AAFP
supports the inclusion of diverse populations in clinical trials, surveys, and other research as an
essential tool to understand better the drivers of health disparities and their impact on health, whether
it be increased risk for disease or differences in treatment efficacy.

The draft guidance recommends that sponsors of medical products develop and submit a Race and
Ethnicity Diversity Plan to the agency early in clinical development, based on a framework outlined in
the guidance. The AAFP strongly supports the majority of provisions in the draft guidance. This
guidance provides valuable information for the biopharmaceutical industry and will encourage them
increase diversity in clinical trials and develop medical products and devices that family physicians
and their patients rely on for high-quality healthcare services. Encouraging the adoption of practices
to increase diversity in clinical trials is essential to developing the most effective medical products and
devices, as well as advancing health equity. The AAFP is pleased to submit the following feedback
and additional recommendations on the draft guidance for the FDA'’s consideration.

1. Recommend that sponsors include demographic information on clinical trial investigators
and site staff.

The current draft guidance details the recommended categories for a race and ethnicity diversity plan.

The categories include an overview of the disease or medical device, goals and plans to enroll

diverse trial participants, and status of diverse enroliment plan outcomes where applicable. This

recommended information is an important step towards ensuring clinical trials are representative of

the populations impacted by the research.
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However, research suggests that patients experience a higher quality of care when they have
physicians of their race or ethnicity.’ Additional research suggests similar of clinical trial participants.
The AAFP recognizes the importance of and is dedicated to ensuring diversity among healthcare
providers and strongly believes this should be prioritized in clinical research as well. For this reason,
we ask that the FDA recommend sponsors include, to the extent that it is available,
information on clinical trial investigators and site staff. Such information could include but is not
limited to how sponsors plan to identify and select diverse investigators and site staff and goals for
selecting diverse staff.

2. Continue expanding and leveraging decentralized trials, reducing trial participant burden
and creating opportunities for physicians.

Decentralized and hybrid clinical trials can support patient needs in ways that traditional clinical trials
have not been able to meet, such as reducing the burden of travel to appointments, and the need to
take time off from work or pay for childcare, all of which can be barriers to participating in a trial,
specifically for those in lower-income or rural areas.

Decentralized and hybrid clinical trials can also create more opportunities for physicians, specifically
diverse physicians or those serving underserved and underrepresented communities, to be involved
in the clinical trial process, making trials more accessible to trial participants (i.e., making touchpoints
local to patients).” Only a small percentage of physicians partake in the trial process for reasons such
as workload and time."¥' However, because decentralized and hybrid clinical trials heavily utilize
remote technologies and often make touchpoints virtual or local to patients, they create opportunities
for more physicians, especially diverse physicians, to be involved in the trial process in ways that
account for their workload balance and time.

In section 4B of the draft guidance, the FDA asks sponsors to “describe specific trial enrollment and
retention strategies, including but not limited to reducing burdens due to trial/study design/conduct.”
The AAFP recommends that the Agency expand this portion of the guidance to reference specific
aspects of decentralized trials that may alleviate trial participant burden and create opportunities for
the involvement of physicians, such as mobile clinics, use of alternative sites, wearable technology,
and virtual or local touchpoints.

3. Recommend that sponsors utilize culturally appropriate, inclusive materials that
accommodate various languages and reading levels.

As clinical trial sponsors are enrolling ethnically or racially diverse trial participants, it is important that
they tailor their outreach and educational materials so that they are culturally appropriate, inclusive,
and accommodate various languages, as participants with limited English proficiency may face
challenges in reading or understanding materials. Further, since physicians often partake in
discussions with patients about clinical trials, they too should be equipped with informational materials
and strategies relevant to patients’ ethnicity, culture, language, and cognitive functioning.

For this reason, the AAFP encourages the FDA to expand section 4B of the guidance and
recommend that sponsors, during recruitment and throughout the trial process, provide prospective
and enrolled trial participants and physicians with educational tools and information that are not only
informative and make it easier for patients to enroll (or physicians to enroll their patients) in relevant
trials, but that are also inclusive, culturally appropriate, and address all health literacy backgrounds.
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The AAFP recognizes and supports the FDA'’s efforts to improve clinical trial diversity, and we thank
the FDA for its consideration of our comments. The AAFP believes this guidance will provide the
biopharmaceutical industry with a clear framework as they develop their diversity plans.

As valuable to the FDA, we welcome the opportunity for further discussion on the draft guidance and
related topics. Should you have any questions please contact Meredith Yinger, Manager of
Regulatory Affairs, at myinger@aafp.org.

Sincerely,

u D fe e

Ada D. Stewart, MD, FAAFP
Board Chair, American Academy of Family Physicians
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