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SERVICLELS,
May 27, 2020
The Honorable Richard Neal The Honorable Kevin Brady
1102 Longworth House Office Building 1139 Longworth House Office Building
Washington, DC 20515 Washington, DC 20515

Dear Chairman Neal, Ranking Member Brady and Members of the Committee:

| am writing on behalf of Johnson & Johnson (“J&J”) to thank you for holding a hearing on “The
Disproportionate Impact of COVID-19 on Communities of Color.” We share your deep concern about the
devastating impact of COVID-19 on diverse communities and we have a long history of working to
address these disparities including through our support for frontline health workers and commitment to
end preventable maternal deaths.

One of the areas where racial disparities related to COVID-19 is evident is the under-representation of
communities of color in clinical trials. J&J is proud to foster diversity and inclusion in research and has a
longstanding commitment to leadership in this space. | am pleased to share information regarding our
response to the COVID-19 pandemic and our commitment to diversity in clinical trials.

The values that guide all of our Company’s decisions are established in Our Credo. Since 1943, Our
Credo has challenged us to put the needs and well-being of the people we serve first. These core values
are embedded in our commitment to diversity and inclusion in clinical trials (“DICT”) and reflected in
Our Ethical Code for the Conduct of Research and Development.

Our Response to the Pandemic

J&J has a history of addressing global health crises and is working closely with partners worldwide to
combat the current COVID-19 pandemic through a multi-pronged approach. To put our commitment
into context, | would like to first outline J&J’s efforts to respond to the COVID-19 pandemic through
potential prevention and treatment, and how we are putting the health of all patients at the heart of
these efforts, including in clinical trials.

Vaccine Development

Since January, the Janssen Pharmaceutical Companies of Johnson and Johnson (“Janssen”), have been
working with governments and health authorities to help end the COVID-19 pandemic through the
accelerated development of a possible preventive vaccine candidate against SARS-CoV-2. The
development of a vaccine relies on collaboration between Janssen and the Biomedical Advanced
Research and Development Authority (BARDA), part of the U.S. Department of Health & Human
Services, and other governments, health authorities and global partners.

In March, we announced that a lead investigational COVID-19 vaccine candidate has been identified
with the hope that a Phase 1 study in healthy volunteers can be initiated by September 2020. We
anticipate the first batches of a COVID-19 vaccine could be available for emergency use authorization in
early 2021 —a substantially accelerated timeframe in comparison to the typical vaccine development
process.
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Our goal is to develop a vaccine that is capable of being manufactured globally to produce large
quantities of product with the aim to manufacture one billion doses. We plan to begin production at risk
imminently and are committed to bringing an affordable vaccine to the public on a not-for-profit basis
for emergency pandemic use.

Therapeutics

In addition to our vaccine development efforts, J&J has also expanded our pre-existing partnership with
BARDA to accelerate the ongoing work to screen compound libraries, including from other
pharmaceutical companies, to identify potential treatments for COVID-19. By testing the antiviral
activity of these compounds against COVID-19, we hope to identify an existing, proven-safe drug that
could have the potential to be turned into a new treatment for the virus.

Caring for Health Care Workers, Employees and Current Patients
As we advance our vaccine and therapeutic research, we are also:

e Continuing to supply the critical medicines, devices and products our customers and patients
depend on.

e Taking precautions to support the safety and well-being of our employees, contractors and the
communities in which we live and work.

e Mobilizing to provide equipment, our products and financial donations to support organizations
and health care workers on the front lines.

Support for COVID-19 Demographic Data

We recognize the need to demonstrate the impact of COVID-19 on diverse communities through health
disparity data and earlier this month, we were pleased to join hundreds of stakeholder groups in signing
a coalition letter to Congressional leadership in support of improved collection and reporting of
demographic data on COVID-19 patients.

With this background information provided, following is our approach to ensuring diversity and inclusion
in our clinical trials.

Our Janssen Diversity in Clinical Trials (DICT) Strategy

While we have a company-wide philosophy and approach to diversity and inclusion in research and
development, we have established a dedicated team within our pharmaceutical sector, Janssen, that is
focused on advancing diverse and inclusive participation in our clinical trials.

With an emphasis on underserved and underrepresented populations, our DICT strategy is comprised of
three main focus areas:

1. Culture: Advance internal awareness on the need to successfully recruit underserved and
underrepresented patients, and apply new tools to increase enrollment of diverse populations
in our clinical trials;

2. Access: Increase underserved and underrepresented populations’ access to participation in
clinical trials through various internal and external initiatives that address barriers to
enrollment; and
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3. Awareness & Trust: Improve awareness and education about clinical trials in underrepresented
populations, to facilitate greater trust and participation in clinical trials.

Reducing Barriers to Clinical Trials

As raised in your letter, there are a number of systemic obstacles to diverse representation in clinical
trials, from mistrust of the medical establishment to a lack of easy and affordable transportation to
clinical trial sites. With regard to our company-sponsored COVID-19 clinical trials, we are:

e Leveraging a special engagement strategy that includes a digital and community outreach plan
to provide relevant educational information about clinical research to underserved and
underrepresented communities, and to provide resources and links to find opportunities to
participate in clinical research;

e Identifying and implementing opportunities to reduce operational barriers and patient burden;

o Applying lessons from other trial recruitment efforts that included a focus on underserved and
underrepresented populations; and

e Educating African American, Asian American and Hispanic/Latinx communities across the United
States about clinical trials and the importance of diverse participation.

Utilizing Diverse Clinical Trial Personnel
There are many considerations when we evaluate our potential trial sites ability to recruit and enroll

diverse populations, including:

e Understanding the cultural competence level of a potential site and its access to and
accessibility by diverse populations during our site selection process;

e lLeveraging our Medical Science Liaisons’ (MSL) networks to identify sites that have access to
diverse patient populations that we could leverage for our clinical trials;

e Sponsoring a three-year educational grant for Clinical Research Pathways to provide funding to
the Morehouse School of Medicine in Atlanta, Georgia, to encourage, support and grow
community physicians into clinical researchers; and

e Amplifying the importance of diverse recruitment and enrollment within Janssen’s network of
strategic partner sites.

Ensuring Language Accessibility

We recognize that providing clinical trial information in English-language only is not conducive to
successful enrollment of diverse participants. Moreover, the use of technical vernacular in clinical trial
recruitment can lead to a comprehension gap that hampers participation. As such, we are:

e Ensuring our clinical trial recruitment and other study participant materials use simple language
and are translated into the languages needed for their patient populations; and
e Assessing additional language/translation needs at our various clinical trial sites.

Investing in Participant Recruitment by Partnering with Minority Health and Community Advocacy

Organizations
To bring health to billions of people around the world, we at Johnson & Johnson recognize it is critically

important we invest in, and understand the needs, values and preferences of, the diverse patients and
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consumers we serve. To that end, we have developed long-standing, strategic partnerships with well-
respected, national organizations such as the National Urban League and Unidos US. These partnerships
help to accelerate J&J's commitment to:

e Advance a culture of inclusion;

e Develop a diverse workforce for the future; and

e Align diversity and inclusion efforts to our business strategy to drive innovation and enhance the
quality and efficacy of products and therapies.

Through grassroots efforts, our African Ancestry Leadership Council and Hispanic Organization for
Leadership and Achievement Employee Resource Groups collaborate annually with these organizations
to:

e Connect directly with diverse patients and consumers to donate J&J products;

e Provide information on chronic conditions which disproportionately affect diverse communities;
and

e Build awareness about the importance of clinical trial participation.

In addition to building general awareness, we are partnering with community and patient organizations
to provide education and awareness about our clinical studies and how to participate. We are
committed to this same outreach and partnership approach with our COVID-19 clinical trial plans.

Since 2018, we have sponsored a community awareness campaign with the Center for Information and
Study on Clinical Research Participation (CISCRP), called Journey to Better Health, to provide education
and information about clinical research and the importance of diverse participation. We have pledged to
continue support of this program through 2025.

Working in Partnership is Critical to Our Shared Success

No single stakeholder alone can resolve the issues related to health and economic disparities magnified
by COVID-19. From companies to academia, to regulators and to civil society organizations, we all must
work together to improve diverse participation in clinical research and ultimately secure broader
societal benefit from medical innovation. We must move away from zip codes determining health
outcomes. You can count on our Company as a committed partner in this critical endeavor as we work
to improve data and insights, increase education and awareness, and facilitate access to testing and
health services.

We applaud your attention to this critical issue. Please let us know if you may need additional
information and we look forward to serving as a resource.

Sincerely,

s

Jane M. Adams
Vice President, Federal Affairs
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