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Achieving Diversity and Inclusion
in COVID-19 Vaccination Trials

Moderna’s COVID-19 mRNA vaccine trial was one of the most
diverse clinical trials in history. LaQuinta Jernigan, Executive
Vice President for the Americas at mdgroup and Jameka
Hill, Director of Patient Engagement and Advocacy and
Clinical Trial Diversity at Moderna, discuss why diversity in
vaccine trials matters, the ways Moderna achieved diversity
and inclusion, and the lasting legacy of this commitment to
diversity within the clinical research industry.

COVID-19 has had a disproportionate impact on people of color.
In the US, Black people have been infected at nearly three times the
rate of White Americans and were twice as likely to die from the virus,
according to a report by the National Urban League.!

As well as a lack of health infrastructure and vaccine hesitancy
in some states,” vaccine accessibility disproportionately affects low-
income people of color.

This heavy toll on people of color means it was more important
than ever for COVID-19 vaccine trials to increase inclusion. There
needed to be a step change in thinking and a prioritisation of diversity.

Over the past 18 months we have seen greater use of community
outreach, a recognition of the need to prioritise public education and
increased awareness of the need to build community demographic
knowledge and goals at a site level.

Now, we need to extend these diversity-first approaches
throughout the clinical trial space and empower patients from every
demographic to take part in research.

A Diversity-First Approach

COVID-19 was the catalyst for taking a diversity-first approach
for Moderna. From the beginning of Moderna COVID-19 mRNA
vaccine trials, the research team wanted to make sure people from all
backgrounds were aware of the opportunity to enroll and began forward
planning how the team would navigate barriers to participation.

Diversity is about more than just race. True diversity takes into
account age and gender, job role, economic status, physical and
mental health. Historically, most clinical trials are comprised of
middle-aged white men living in coastal regions.

To address this imbalance, benchmarks must be set from the outset
of trial design to make sure, for example, there are representative
female to male ratios. We also need to look at how people with
underlying conditions and of a range of ages can be represented.

A strategic approach, adopted at the core of clinical trials and led
by empathy and understanding, is key to success and greater health

equity. Equitable access to treatments and improved outcomes must
begin with clinical research.

Pausing Enrolment to Ensure Diversity

Enrolling participants onto a study and ensuring a diverse patient
population have often been seen as mutually exclusive. However,
working closely with trial sites can ensure diversity is equally
prioritised alongside enrolment.

In September 2020, Moderna decided to slow enrolment to its
COVID-19 mRNA vaccine trials when it appeared sites were failing
to recruit enough Black, LatinX and Native American participants.
Sites had begun enrolling patients so quickly they were no longer
hitting diversity goals. Moderna paused enrolment and reassessed
the patient recruitment strategy. Enrolment was then able to restart
at pace while ensuring diverse populations were represented.

This demonstrates the importance of setting goals for sites upfront.
They should have access to information about the demographics
of their community and a clear understanding of what they need
to contribute, along with other sites, to ensure research involves a
mosaic of our diverse society.

Working with Communities

To ensure full and fair representation of diverse communities, local
community leaders should be involved in clinical trial development
from the outset.

Historically, there has not been much awareness or understanding
of clinical trials among the general public, particularly in diverse
populations. We need to understand the questions people may have
around participation, as well as individual and collective fears if we
are to increase diversity.

The significant efforts of local advocacy and community
organisations have boosted recruitment efforts by engendering trust
within communities and helping people raise their hand.

However, increased public awareness of clinical research has also
highlighted huge gaps in knowledge and understanding and raised
the importance of widespread healthcare education.

The onus is now on the clinical industry and governments to make
clinical research awareness a public health initiative.

This has been particularly important for the Moderna vaccine
which uses technology typically misunderstood by the general public.

Misunderstanding can lead to mistrust but there are simple
solutions. For example, accessible information and videos on the
basic mechanism of how mRNA works in the body and how it differs
from traditional vaccines is available on the Moderna website.
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Site Experience
Pharmaceutical companies need to work closely with sites to ensure
all participants feel comfortable and accepted.

When we think about COVID-19 and what is polarising people,
news topics are at the heart of that. Simple fixes, like turning on a
cooking show or something that is non-political in site waiting areas,
can have a huge impact.

People want to be sensitive but historically sites lack confidence to
work with and engage different groups. Enabling them to work with
organisations which are already amplifying the patient voice can help
build this confidence.

People Over Profit
The Moderna COVID-19 trials have communicated a key message to
the industry and world at large — healthcare is for everyone.

The learnings around diversity, accessibility and inclusion can be
used to make considerable contributions to the future of medicine.

There is still much to be done. Of the 57% of Americans who have
had at least one dose of the COVID-19 vaccine,® where ethnicity
data is available, only about 15% are Hispanic and 9% are Black —
both lower rates than their proportion of the US population.

To address these challenges and, as we move through the
pandemic, we need to see the continuation of patient-first approaches
to clinical trial design, and the commitment of research institutions to
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create diverse and inclusive strategies that result in true healthcare
equity.
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