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Recently in the United States, as we exit the horrific pandemic of
Covid19, a new word has become a part of our everyday lexicon as it
relates to healthcare. The Centers for Disease Control (CDC)
published a paper examining the statistics of those who succumbed
to Covid19 and noted that persons 65 years of age and older and
members of minority racial and ethnic groups were disproportionately
represented among COVID-19 associated deaths.
From the beginning of the Pandemic, we were alerted to the fact that
persons who were obese, persons who were elderly and persons
with weakened immune systems were at greater risk of contracting
Covid19. As time went on and the numbers of people contracting
Covid19 grew, scientists were better able to analyze the
demographics of Americans suffering from Covid. It was undeniable,
the disparities in health care in America were on full display.
Disparities, a noticeable and usually significant difference, or
dissimilarity, as defined by Merriam Webster, has become a part of
our lexicon as we try to understand how Covid impacted our
community. We must take an unbiased examination of the disparities
in health care to correct the many inequities and barriers that have
surfaced during Covid19.
Nationwide mortality impact analysis by race from Covid19 collected
by APM research labs showed that 1 in 665 White Americans died (or
150.2 deaths per 100,000) from Covid and 1 in 555 Black Americans
died (or 179.8 deaths per 100,000) from Covid. This may appear that
Black and White households were impacted similarly by Covid,
however African Americans make up only 13.4% of the population
while White Americans make up 76.3% as per the 2020 Census.
Another study collected from selected states and cities with data on
COVID-19 deaths by race and ethnicity showed that 34% of deaths
were among non-Hispanic Black people, though this group accounted
for only 12% of the total U.S. population at that time.

The disparities in the number of deaths from Covid
exposed a large problem in the American health care
system. Problems whose magnitude were known by
scientist yet unknown by many in the public. Differences
in the number of chronic diseases affecting individuals
played a role also, but this too showed disparities.
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Pre-pandemic, the CDC reported that the prevalence of diabetes in
African Americans was approximately 70 percent higher than in
whites and the prevalence in Hispanics was nearly double that of
whites. Higher rates of hypertension and obesity were also reported
in racial and ethnic populations. African Americans have higher rates
of hypertension which develops at an earlier age. Numerous barriers
persist which result in lower compliance with treatments to control
high blood pressure. As discussed earlier both uncontrolled diabetes
and hypertension put individuals at a greater risk of diseases such as
heart attack, stroke, and kidney failure. Numerous other studies have
long documented disparities in a wide range of health indicators such
as life expectancy, infant mortality, health insurance coverage,
access to care, and use of health care services.

WHAT YOU SHOULD KNOW ABOUT

INFORMED
CONSENT
MEDI

CAL STUDIES

Medical studies with human
participants have come a long way
since Tuskegee. Informed Consent is
the first step before enrolling into a
reputable clinical trial. Trials
recognized by the FDA must provide
Informed consent and must answer
any questions you may have before
participating. A participant can also
stop participating in a trial at any time.
Click below for a deeper dive into
Informed Consent.
https://www.fda.gov/patients/clinicaltrials-what-patients-needknow/informed-consent-clinical-trials?
msclkid=1fb920b7a99411ec9c2a9ad6
2cd08064

Suspicion and mistrust of the medical community among African
Americans is an unfortunate product of the harm and inequities
suffered throughout our history. One needs only look back to 1932
when The U.S. Public Health Service (USPHS) began the Tuskegee
Syphilis Study. Here 600 Black men; 399 with syphilis and 201
without, were studied to record the natural course of Syphilis.
Treatment of the disease with penicillin, which was discovered in
1928, was withheld. This unethical study continued until 1972.
The African American community was slow, as were many others, to
embrace the Covid 19 Vaccines. The forementioned study most likely
played a role in the hesitancy of some African Americans to get
vaccinated against Covid19.

We hope to alleviate disparities in the
future, but it will take the efforts of
everyone including both patients,
practitioners, and legislators.
Managing diseases often requires
medication, but to treat the patient
appropriately we must get the right
medication to the right person at the
right time.

CJC Health & Social Service Committee News letter, Dr. Gayle Flannelly, Chairperson

PAGE 2 OF 7

The Importance of

DIVERSITY IN CLINICAL TRIALS
Written by Dr. Gayle Flannelly
On the surface this may sound simple, however in reality it
requires great attention to detail at many different levels.
When you see your doctor and she writes a prescription for
a medication, you except it to do what your Doctor wants it
to do. For this to happen the medication must have gone
through many established steps including research, clinical
trials, guidelines for proper use and finally approval by The
Food and Drug Administration (FDA).
There are many steps a medication must go through before
reaching human clinical trials. If a Pharmaceutical company
takes its drug to clinical trials, there are three steps, or
Phases it must go through.
PHASES OF TESTING FOR

INVESTIGATIONAL DRUGS
Preclinical (animal) testing.

An investigational new drug application (IND) outlines what the sponsor of a new drug proposes for human testing in
clinical trials.
Phase 1 studies (typically involve 20 to 80 people). Monitoring safety and efficacy.
Phase 2 studies (typically involve a few dozen to about 300 people).
Phase 3 studies (typically involve several hundred to about 3,000 people).
The pre-NDA period, just before a new drug application (NDA) is submitted. A common time for the FDA and drug sponsors to
meet. Click here for a closer look into the drug approval process.
https://www.drugs.com/fda-approval-process.html?msclkid=39c933afa99911ec97e4e5d08660ea5f

Step three of clinical research, or clinical trials is the area in which a large and diverse group of participants are needed. A
pharmaceutical company needs to simulate the diversity of people who may be using the medication once approved.
Researchers have found that there are many differences among racial and ethnic groups in disease susceptibility and the way
different people metabolize drugs. Drugs are molecules and undergo many changes once a person puts the medication into
their body. Drugs undergo absorption, metabolism or break down, distribution to different areas and finally excretion. Everyone
processes medication in this way but it’s how we process it and how the drug may affect us that can differ between individuals
and races. Click on this link below to see a tablet’s journey through the body.
https://youtu.be/uOcpsXMJcJk
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Metabolism may differ in some groups which will in turn
affect clinical effectiveness. Side-effect profiles of many
clinically important drugs have also been seen to differ
between racially different groups of people. African
Americans were found to have greater side effects profile to
some tricyclic antidepressants due to slower metabolism
(break down) then white patients. Studies have identified
differences in the amount of propranolol concentrations, a
drug used to treat heart diseases, hypertension and
migraine headaches after similar dosing in white patients
compared to African American patients. The clinical
effectiveness, and side-effect profiles of many clinically
important drugs differ among racial and ethnic groups.
Participation in clinical trials can give people access to
potentially lifesaving drugs while giving much needed
information for development of drugs and devices to
scientists. This in turn helps the participant and thousands
of other people. Diversity is necessary to make safe and
effective products for everyone.
Science has recognized the differences in how some drugs
are handled differently in different races and therefore
recognize the need for greater diversity in clinical trials.
Minorities, the elderly and those with underlying health
conditions were at highest risk for Covid-19 and these
groups were prioritized in large clinical trials for coronavirus
vaccines.

People of color make up about 39% of the U.S. population,
however we represent only 2% to 16% of patients in clinical
trials according to the Harvard Business Review.
Diversity in participants of clinical trials is essential to assure
that a medication is safe and effective for people of different
races and ethnicities. However, minorities account for fewer
than 10 percent of patients enrolled in clinical trials,
according to the National Institutes of Health (NIH) National
Institute on Minority Health and Health Disparities.
Many drugs used to fight cancer have been derived using
new powerful approaches to identifying and combating
various cancers. However, there is little racial diversity in
clinical trials for these cancer drugs. Cancer is the second
leading cause of death in African Americans however
clinical trials for new cancer drugs showed a lack of racial
and ethnic diversity in their study populations according to
findings published in the journal JAMA Oncology.
Diversity is needed in clinical trials especially as the
pharmacology of new drugs becomes more complex
including research in immunotherapies and
pharmacogenetics. New medications have already received
approval for use by the FDA in the fight against cancer that
use immunotherapies to help guide cancer treatment and
the number of these potential lifesaving medications will
only increase in the future.

Moderna slowed enrollment slightly to ensure minority
representation when developing their mRNA Covid19
vaccine. Diversity is very important for the development of
new medications and will only become more important in the
future as researchers pursue using precision medications or
pharmacogenomics to design effective medication for the
individual.
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Participation of African Americans and people of color is
needed to ensure that we and our descendants are not left
behind. The future will bring the use of new and promising
interventions to prevent, detect, and treat disease. Research
takes time and the greater the diversity of the participants in
clinical trials the greater the validity of the results.

WHY SHOULD

If you are interested in participating in a clinical trial, do your
research first to find a reputable trial. A good place to start is
at Clinical Trials.gov., a database of privately and publicly
funded clinical trials both in the U.S. and abroad as well as
Why Should I join a Clinical Trial.
Clink the link below for the web site.
https://clinicaltrials.gov/?
msclkid=7dc96f69b07611ecb6445e329b63ef19
https://www.youtube.com/watch?v=36Sd8WpgR94

AFRICAN
AMERICANS
JOIN A CLINICAL TRIAL?

"Participation of
African Americans
and
people of color
is needed
to ensure that
we and
our descendants
are not
left behind."
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