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Precision, Personalized and Diverse: New Tools and Strategies
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Abstract: 
In the United States, minorities are under-represented in clinical trials. This under-representation is problematic because sometimes minorities may respond differently to medical products. The Food and Drug Administration’s [FDA] Office of Minority Health [OMH] works across FDA to improve outreach to minority populations. One priority area is to raise consumer awareness around the importance of minority representation in clinical trials. This is to ensure medical products are safe and effective for everyone. OMH launched a unique multi-media campaign to improve clinical trial diversity awareness. Using innovative, culturally competent, and linguistically tailored materials to reach a diverse audience and broaden our message. The campaign consisted of print [e.g. brochure, consumer update] and social media outreach, stakeholder engagement, a “Minorities in Clinical Trials” web page, a webinar, and nine public service announcements. Additionally, OMH partnered with various centers and offices within the agency and the Veterans Administration to promote and disseminate campaign materials. To date, the videos have been viewed by thousands of people on YouTube, millions have been exposed to the campaign materials via social media, and hundreds have attended lectures and webinars. FDA field staff continue to use the materials to conduct outreach. This combined approach reached millions of minorities. Based on the increase in requests for materials, speaking engagements, and collaborations, OMH’s outreach efforts have stimulated a dialogue raising awareness around the importance of clinical trial diversity and inclusion. 
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Food and Drug
Administration (FDA)

Mission
FDA is responsible for protecting the public health by
assuring the safety, efficacy and security of human and
veterinary drugs, biological products, medical devices,
our nation’s food supply, cosmetics, and products that
emit radiation.

FDA also regulates the manufacturing, marketing, and
distribution of tobacco products to protect the public
health and to reduce tobacco use by minors.

Consumer protection agency

Provide information on regulated products to ensure
safe and effective use to consumers/patients/health
care providers

Regulatory agency
Intersection of commerce, laws and public health
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FDA Office of Minority
Health and Health Equity

Mission
To promote and protect the health
of diverse populations through

research and communication that
addresses health disparities.

Vision

To create a world where health
equity is a reality for all.

www.fda.gov/minorityhealth

Health Equity for All
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Remove the fence 


What We Do

Outreach and Communication

Programs/Initiatives/Campaigns

e Language Access Program

e Diversity in Clinical Trials Initiative
Health Education Materials

FDA Spokesperson; Speaking Engagements
Social Media

Newsletter & E-alerts

Website

Lecture Series & Webinars

FDA & HHS Working Groups

Stakeholder Meetings/Symposiums/Exhibits

Foster collaboration between FDA &
stakeholders

www.fda.gov/minorityhealth

Research and Collaboration

Intramural Research
Extramural Research

Participate in FDA Centers of Excellence in
Regulatory Science and Innovation (CERSI)
Projects

Summer Teacher Training Program

Pharmacy Internships

Academic Collaborations/Fellowships
Congressional Mandates

FDA & HHS Working Groups & Collaborations
Stakeholder Input into Research Agenda
Guidance Documents

Health Equity for All
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Focus on how we have used some of these strategies to improve CT diversity 
We help connect you to the organizations. We realize that product centers deal mostly with sponsors and may NOT have the capacity to figure out how to engage with patients or even know where to find them. It is our job to know the minority organizations, develop relationships with them, and help connect them to FDA. 



Research and Collaboration Program Goals

Goal 1: Advance minority health-focused research and increase the
amount of clinical trial data available on racial/ethnic
minority populations.

Goal 2: Reduce health disparities by advancing minority health-
focused education and scientific exchange.




Outreach and Communication Program
Goals

Goal 1: Strengthen FDA outreach to racial and ethnic minority
populations and underserved populations that often
experience low health literacy and speak English as a
second language or not at all.

Goal 2: Partner with external stakeholders to identify and
reduce health disparities.



FDA’S ROLE IN CLINICAL TRIALS
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FDA’s Role in Clinical Trials

 FDA is the only agency in the world that does primary
review of data ranging from pre-clinical to clinical.

* FDA establishes regulations and guidance about the
data in trials for product applications.

 FDA helpsraise awareness about clinical trials
participation.

www.fda.gov/minorityhealth Health Equity for All 11
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FDA makes sure medical products are safe and effective for people to use. Clinical trials are one way that we learn about products.
FDA does not develop new treatments or conduct clinical trials. We are not like NIH


FDA’s main work begins after clinical trials are done. We review data from trials.
Another important role is that we help to raise awareness about clinical trials.



e Section907 - Reporting of Inclusion of
Demographic Subgroups in Clinical Trials and Data
Analysis in Applications for Drugs, Biologics, and

Devices
Legislation:
FDA Safety & |~ lsporttodetermine e exertor demogaon
Innovation Act availabic on FDAwebste or m labeling; repor
Of 2 O 1 2, posted August 2013
Section 907 — Publish and provide to Congress an action plan

outlining recommendations for improving the
completeness and quality of analysis of data;
action plan posted August 2014

Health Equity for All www.fda.gov/minorityhealth
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Ongoing work since the inception of the legislation 


FDASIA Section 907 Action Plan
Priorities & Sample Strategies

( Priority One: Improve the N ( FDA Guidance Documents: )
Completeness and quallty Of Collection of Race and EthnICIty Datain Clinical
. Trial
demographic subgroup data | e
collection, reporting and analysis Evaluationand Reporting of Age, Race, and
’ i Ethnicity Specific Data in Medical Device Clinical
. (Qua 'ty) J Studies
é ) é )
Priority Two: Identify barriers to bublic Meetings
subgroup enrollment in clinical trials &
and employ strategies to encourage Toolsto support diverse clinical trial
. . . . . . participation
greater participation (Participation)
. J . J
é ) é )
Priority Three: Make demographic
subgroup data more available and Drug Trials Snapshot
transparent (Transparency)
. W, . J B
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 In August 2014 , FDA released the required action plan the addressed the report to Congress I previously mentioned.  The action plan was organized into three overarching  priorities. 
The first , to improve the completeness and  quality of demographic subgroup  data collection, reporting and analysis. Knowledge base  of available scientific and medical literature on disease prevalence for target indications 
The second priority,  to identify barriers to subgroup  enrollment in clinical trials and  to employ strategies to encourage  greater participation. 
The third  priority was to make demographic  subgroup data more available and transparent. 
FDA committed to this guidance as part of this action plan, specifically priority 1


Guidance Document- Main Points

 FDA expectations are that sponsors enroll participants who
reflect the demographics for clinically relevant populations
with regard to age, gender, race, and ethnicity

e A plan to address inclusion of clinically relevant
subpopulations should be submitted for discussion to the
Agency at the earliest phase of development and, for drugs
and biologics, no later than the end of the phase 2 meeting

* Inadequate participation and/or data analyses from clinically
relevant subpopulations can lead to insufficient information
pertaining to medical product safety and effectiveness for
product labeling

www.fda.gov/minorityhealth

Comtains Nonbinding Recommendations

Collection of Race and Ethnicity Data
in Clinical Trials

Guidance for Industry and
Food and Drug Administration Staff

Document issued on October 26, 2016

For

or questions about this document, contact the FDA Office of Minority Health at 240-402-5084 or
omhia fda.hhs.gov.

U.S. Department of Health and Human Services (HHS)
Food and Drug Administration (FDA)
Office of t er (O0)
(OMH)

Office of W calth (OWH)
Center for Drug E nd Research (CDER)
& r for Biol n and Rescarch (CBER)
Center for I adiologic Health (CDRH)

October 2016
Clinical Medical

Health Equity for All
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So let’s dive right into the guidance and discuss some of the highlights for the document.
update to a prior 2005 guidance, and again falls under priority 1 of the action plan I mentioned on the previous slide
One area of importance FDA would like to highlight in this guidance is clinically relevant enrollment, and specifically the expectation that sponsors enroll participants that reflect the demographics for clinically relevant populations with regard to age, gender, race, and ethnicity 
So when I say clinically relevant populations, what exactly is meant by that? Well FDA OMH defines CRP as subgroups that reflect the demographics for the disease or condition that the medical product is intended to treat
Now, in order to make sure the correct populations are enrolled, FDA is explicitly recommending in this guidance that sponsors submit a plan for inclusion of these groups at the earliest stage of development. And specifically for drugs and biologics, that means no later than the end of the phase 2 meeting.
And as everyone here knows, without adequate inclusion from the relevant subpopulations in clinical trials, this can lead to insufficient product labeling in terms of safety and effectiveness


Points to Consider: Subgroup Differences

For potential race and ethnicity differences relevant to the evaluation of the medical
product for the disease/condition, consider:

 Prevalence

 Diagnosis and treatment patterns

 Previoussubgroup inclusion in past studies for target indication

* Any clinically meaningful subgroup differences in safety or efficacy

Ne: ©
JHR
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So now that we’ve discussed determining which clinically-relevant subpopulations or subgroups to include in the clinical trial, I would like to touch on some of the considerations sponsors should think about when designing their plan for inclusion that I mentioned in the previous slide. 
First and foremost, disease prevalence, the measurement of all individuals affected by the disease in question at a particular time, should be looked at.
In addition, diagnosis and treatment patterns, previous subgroup inclusion in previous studies, and any clinically meaningful subgroup differences in safety and efficacy should also be looked at


REPRESENTATION IN CLINICAL TRIALS

www.fda.gov/minorityhealth Health Equity for All 16



The continuing conversation...
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Clinical Trials Have Far Too Little
Racial and Ethnic Diversity

It's unethical and risky to ignore racial and ethnic minorities
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Survey: Minorities underrepresented in
clinical trials, but want to participate

DIVERSITY & INCLUSION

Tuesday, December 20, 2016 | by David Levine and Rebecca Greenberg

More Minorities Needed in Clinical Trials to
Make Research Relevant to All

HEALTHY LIVING 02/23/2017 08:00 am ET | Updated 22 hours ago

Most Clinical Trials Have A Glaring
Flaw Before They Even Begin

A lack of diversity in medical studies is hurting science and patients.

E‘h{ By Erin Schumaker
~

SUES v

Black Patients Miss Out On Promising
Cancer Drugs

A ProPublica analysis found that black people and Native Americans are under-
represented in clinical trials of new drugs, even when the treatment is aimed at a
type of cancer that disproportionately affects them.

This story was co-published with Stat.

Clinical Trials AR¢NA

ing the key challeng

in the global clinical trial space

PPLY CHAIN | DATA OUTSOURCING ONCOLOGY | TECHNOLOGY MEDICAL DEVICES | COLD CHAIN | RESOURCES SUPPLIERS EVEI

13 JUNE 2018 m
We Need to Talk About Race: Lack of Diversity in
Clinical Trials is a Public Health Issue

CONQUER

Home Is:

Patient Stories

Browse by Topic

Financial Support ¥  Survivorship  Wellness Comer ~  Interactive Media ~

CLINICAL TRIALS | MULTIPLE MYELOMA

Lack of Diversity in Clinical Trials Hurts Patients and Drug
Development
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Huffington

Post 2/23/17

Health Equity for All

HEALTHY LIVING 02/23/2017 08:00 am ET | Updated 22 hours ago

Most Clinical Trials Have A Glaring
Flaw Before They Even Begin

A lack of diversity in medical studies is hurting science and patients.

q By Erin Schumaker
~
PRESCRIPTION -
Jardiance" THE ONLY
fempagifioz toicts - TREATMENT
FDA-approved = REDUCES RISK

for aduits with  INADULTS
type 2 diabetes: ®

PRESCRIBING INFORMATION
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Add more studies here 


Why dO we Minorities have been historicallyunder-represented in clinical trials

need minorities Need representation to study the effects of medical productsin the people who
INn clinical trials? will ultimately use them

Minorities may respond differently to medical products ( ex: cancer treatment,
heart failure medications)

To understand health disparities—diseases that occur more frequently or
appear differently in diverse populations.
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Presentation Notes
African-Americans
12%- US pop; 5%; industry clinical trials and 15% in NIH trials 
Hispanics
17%- US; 3% in industry, and 7.6% in NIH 

Note: NIH clinical trials have 30% minority representation overall

Health disparities- because of lack of available information about differences in response to treatments- particularly for diseases where minorities are adversely impacted.
African Americans have higher rates of cardiovascular risk factors such as blood pressure, body mass index, and physical inactivity, and diabetes compared to their white counterparts- leading to higher coronary heart disease deaths, but AA’s still remain under represented in clinical trials. One example is an FDA-approved heart failure medication that reduces the risk of death and hospitalization in people with certain types of long-lasting/chronic heart failure. During clinical trials, it was found there was an increased risk of an allergic reaction called angioedema in blacks. In this trial, only 5% of the participants were black, even though blacks represent 13% of the U.S. population and experience heart failure at rates higher than the rest of the population (Shaya, 2007, Drug Trials Snapshot). 
Variations in genetic coding can make a cancer treatment more toxic in one ethnic group than it would be in another (quote from CU). 



Drug Trials Snapshots: Summaries (2016-2018)

BLACK or

AFRICAN OTHER*
AMERICAN

7%

BLACK or
AFRICAN HISPANIC
AMERICAN

14%

BLACK or
AFRICAN HISPANIC
AMERICAN

14%

* The percentages of the categories “American Indian or Alaska Native (Al/AN),” “Native Hawaiian or Other Pacific Islander (NH/OPI),” and
“Unk nown/Unreported” were small enough that we combined them into the “Other” category for the purposes of this review.

**These particular subgroups were calculated as part of a Geriatrics Report and are not a regular feature of the Drug Trial Snapshots
https:/Mww.fda.gov/drugs/drug-approvals-and-databases/drug-trials-snapshots
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. . L FDA
Barriers to Diverse Participation .

Mistrust and distrust of the medical system
due to historical abuses

Lack of awareness on the patient’s part
Inadequate recruitment and retention efforts

Lack of minority physicians, researchers, and
clinical investigators

Misunderstanding of racial/ethnic minorities’
beliefs and values that contribute to their
decision making process

Lack of culturally/linguistically appropriate
communication

Perception that minorities do not want to
participate

Physicians/providers may not talk to their
patients about clinical trials

Enrollment criteria
Return of Results
Privacy concerns

Lack of access

21



Research Shows....

e Asian American communities have low knowledge of and negative attitudes toward
clinical trials.12 11

* In one study of Asian American cancer patients, 62% reported no knowledge of
clinical trials.12

e |n a survey study of cancer patients and healthcare providers, Asian Americans
were less likely than other groups:13

— to have heard the term “clinical trials,”

— to know someone who had participated in a Randomized Clinical Trial (RCT),
— to be willing to participate in a RCT.

— were more likely to think of RCTs as experiments

— were concerned aboutinsurance coverage and costs of care.

www.fda.gov/minorityhealth Health Equity for All 22
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https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4156927/#R14
10. Brown M, Moyer A. Predictors of awareness of clinical trials and feelings about the use of medical information for research in a nationally representative US sample. Ethn Health. 2010;15(3):223–236.[PubMed] [Google Scholar]
11. Ma GX, Fleisher L. Awareness of cancer information among Asian Americans. J Community Health. 2003;28(2):115–130. [PubMed] [Google Scholar]
13. Paterniti DA, Chen MS, Chiechi C, et al. Asian Americans and cancer clinical trials: A mixed-methods approach to understanding awareness and experience. Cancer. 2005;104(S12):3015–3024.[PMC free article] [PubMed] [Google Scholar]

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4156927/#R10
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4156927/#R11
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4156927/#R12
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4156927/#R13

Take home message:
Ask patients to participate!

Health Equity for All www.fda.gov/minorityhealth



COMMUNICATION & OUTREACH STRATEGIES TO
IMPROVE DIVERSE PARTICIPATION
IN CLINICAL TRIALS
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Building the Case for FDA

* Issue- FDA communications may not reach the intended
audiences in a manner they can understand

* Key Strategies-
— We meet people at their place of need/comfort level

 Example: minorities are early adopters of technology

— We are spokespersons to raise the profile of FDA’s minority health
activities

www.fda.gov/minorityhealth Health Equity for All 25
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Research has shown that minority populations are early adopters of technology, making digital and multi media approaches critical in conveying FDA’s mission to the minority audiences.  

(e.g. FDASIA 1138 – FDA response identified 3 priorities of increasing outreach to HCPs and advocates, use of social media, and advancing language access)



Clinical Trials Clinical Trials Diversity Campaign

Developed a multi media campaign to
raise awareness around the importance
of diverse representation in clinical
trials to ensure medical products are
safe and effective for everyone.

www.fda.gov/minorityhealth Health Equity for All 26
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We developed a campaign to help address some of issues preventing minorities from participating in clinical trials. We wanted to combat the myths and provide positive messaging reflecting a spokesperson who is representative of the African American community. 


. . FDA
Motivators for Campaigns .

e Add positive reinforcement as to why minority
health issues matter

 Educate consumers about key issues

 Help stimulate dialogue among peers and
patient-provider

1"

www.fda.gov/minorityhealth Health Equity for All 27
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We hear all the time what’s wrong and all of the many health issues plaguing minorities, but we want to add a positive perspective and create actionable materials that consumers can use to make better health decisions. 


Minorities and Clinical Trials Campaign

o
it )

BE A #CLINICALTRIALSCHAMPI

www.fda.gov/minorityhealth

»
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_ Newsletters &
Videos
E-alerts

Stakeholder

Webpage Collaboration
g N\ J

Podcasts Social Media
N _

Communications
Toolkit

J Graphics
A
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Multi platform, 
Meeting those that meet you

NEWSLETTER
SIGN up for NEWSLETTER!!!


WEBPAGE- resources 

Partnerhsips

PODCAST

Videos
Phase I: 
6 PSA’s featuring FDA patient rep and former Acting Chief Scientist
Phase II: 
1 PSA in Spanish
Phase III
2 PSA’s featuring veterans
 
Podcast 

Print Materials
Brochures 
Fact sheets
Blogs 
Newsletter and e-alerts 

Social Media 
Twitter, Facebook, Pinterest
Thunderclap  

Webpage
Dedicated to minorities & clinical trials 

Stakeholder Communications Toolkit  

Note: Content translated into other languages 

We promoted one of the videos using the google ad words platform during the week of World Sickle Cell Awareness Day in June 2016. Used YouTube’s ad program (Google AdWords) to expand the reach through “in-display” ads.

In-display ads appear:
YouTube Web & Mobile: Search Results, Watch Pages and Homepage
The Google Display Network (websites who display google ads)

Interviewed to gain additional insights to supplement research findings 
Developed script- cleared through FDA and HHS 
Filmed at FDA/CDRH studio 
Toolkit to engage stakeholders and promote video
Toolkit- social media messages, sample blog posts, graphics, etc…. 
Worked with other stakeholders to disseminate the message- published blog for APHA
Note: ADD INFORMATION ABOUT SOCIAL MEDIA OUTRAECH AND WEBSITE INFORMATION




Minority

Participation in
Clinical Trials Videos

Videos highlighting the
importance of minority
participation in clinical
trials.

Each video features a
different theme and key
message.



Shirley’s Story

Shirley’s Story: Diversity is Critical to
www.fda.gov/minorityhealth Making Better Medical Products Health Equity for Al 30
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Each video centered around one key message. 

Visit ClinicalTrials.gov to find resources and information about clinical studies that can help you or help others. 

When making a treatment plan, talk to your doctor about the types of research studies being conducted and the benefits and risks of participating in a clinical trial. 

https://www.youtube.com/watch?v=Q4iPlW0Glz0&list=PLey4Qe-UxcxbdJTzbekD712YosmrV78uE&index=4

Become a clinical trials participant. Clinical trials give you access to new medicines that are in development that might help treat your unique health condition or contribute to the testing of new medicines that can help others.

Clinical trials are very important to developing more and better treatments for diseases affecting minorities.  Before FDA can approve a new medical product, experimental medications and therapies must be tested in a controlled environment on the people who are most likely to use the medicine. This is so FDA and drug developers can ensure that the medical product is safe, that it works, and to determine how the medicine compares to other existing treatments.

Take part in a clinical trial. You don’t have to be sick to participate, healthy individuals are also needed and your safety is a priority.

Healthy Volunteers are needed to participate in clinical trials. Clinical trials are not just for people who have a medical condition.

Participate in a clinical trial that can help develop new treatments to fight diseases that impact our communities, this can only be possible if we all participate.  

If participation remains low, disparities may continue to exist because of lack of available information about differences in response to treatments- particularly for diseases where minorities are adversely impacted.
 











FOUA Quinyardo McClain

Staff Sergeant (US Army Ret.)

FOA Zulma Santiago

mmand Sergeant Major (US Army Ret.)

Veterans Health

ne ) Administration
LA

\x_ v/f Office of Health Equity

Veteran Participation

in Clinical Trials Videos
& Podcast

Videos highlighting the importance of
veteran participationin clinical trials.

Launched a new podcast series to
discuss minority health issues.

First podcast featured three U.S. Army
Veterans talking about the importance
of clinical trial participation.
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Diversity in Clinical Trials Resources

Minorities In Clinical Trials 4 i

FACT SHEET

people.

Office of Minority Health

Clinical trials are research studies that determine whether medical products
like medicines, vaccines, or devices are safe and effective. These studies may
show which medical approaches work best for certain illnesses or groups of

4 things you should know about

The importance of minority

Las minorias en los estudios clinicos

HOJA INFORMATIVA

Los estudios clinicos son estudios de investigacién que determinan si los productos
médicos como medicamentos, vacunas o dispositivos son seguros y eficaces. Estos
estudios pueden demostrar qué enfoques médicos funcionan mejor para ciertas

enfermedades o grupos de personas.

Oficina de Salud de las Minorias

4 Cosas que debe saber acerca de
los estudios clinicos

1.Los estudios clinicos son estudios de investigacién
realizados con persanas— esién disefiados para
responder pregurias especiicas de investigacion
aceica de productos o procedimientos médicos. Los
investigadores deben seguir profocolos especificos y las
pautas de seguridad de la FDA para realizar cada
estudio de la manera mas segura posible

2.La parlicipacién siempre es veluntaria— y usted
puede dejar el estudio cuando quiera.

3.Los estudios clinicos con frecuencia necesitan
veluntarios saludables parm ayudar a responder
pregunias de investigacion.

4.La FDA no realiza estudios clinicos: ko FDA trabaja
con empresas que desanolian productos médicos paa
profeger a los participantes y revisar los resultados para
asegurar que el produclo médico sea seguro y eficiente,

La importancia de la participacion de
las minorias en los estudios clinicos
Los participantes de estudios clinicos deben representar
@ los paclentes que uflizardn los productos médicos, Esto
con frecuenciano es el cose— los minorias racioles v

$fnicos estan subrepresentadas en los estudios clinices.
Esto es una preocupacion porgue |as personas de
diferentes edades. razos y etnics pueden recccionar de
manera diferente a los productes médicos. Estamos
comprometidos en trabajar con las empresas para
cambiar esta situacion. Porficipar en un estudio clinico
puede ser una buena decision para usfed si:

* Ustad y su médico creen que los ratomientas
actualss no son buenas opcionas y un estudio
clinico ofrece alfermativas adicianales.

* Usted quiere ayudar a asegurar que los beneficios
¥ riesgas dle los productos médicos se
estudien en los pacientes de grupos diversos que los
necesitan,

= Usted quiere ayudar a los investigadores a
‘encontror mejores maneras de combati
enfemedades.

S piensa que un estudic ¢linico puede ser cdecuado
para usted. hable con sumédico. También puede
buscor los estudios clinicos o trawvés de nuestra bose de
datos en linaa www.ClinicalTrials.gov.

§ quiere conocer Mas ocerca de un medicamento
oprobado recientemente que pueda estar tomando,
visite |0 Fichas de Ensayos Farmacolégicos (Drug
Trials Snapshot) — una base de datos que le
proparciona informacién sobre quiénes participaron en
un estudio para la aprobecion de medicarmentos. Puede
encontrar més informacién en
www.FDA.gov/DrugTrialsSnapshot.

Para obtener mds informacién sobre la salud de los
minorics, vaya a www.ido.goviminorityheaith. Para ver
wideos y ver una lista de preguntas para hacer alog
Investigadores, vaya a
www.hhs.gov/aboul-tesearch-parficipation.

LaFDA 03 una agencia derho del Departerrents d Sali y Sendcios Humanss
08 EE. LU, que DIctegs k) 3000 plbkeo o Ceegurr 4 sgurioor y eficacia de s

o sy veterinaros ¥
pera o humena Loags
o saguicad y profaccisn o sumiriem o6 amentcs, casméficos. siplemantas
enien ica y de o ieguiacitn de

hcton o habees e lanoein,

ed fo
ocinical

risks of
yse

to fight

bk o your
wghon

oved
frshots—o

r find

£ viow O

Become a
Research Volunteer

Research needs you
It's YOUR decision

Participe en una investigacion
como voluntario(a)

La investigacion necesita de USTED.
Es SU decision.

Dy de Sahad ¥ Sexvicios H be los Estirdus Unidus
A de ¥ DAY
Oficina de Sabud de la Minorias

I A s metts o e Ui Tatrs oot 1) e e e e

Minerity Health aad Mealts
Eguaty

Miscrtind I Chescal Trihy

RLanguage Accrss

Wity larsh Bracurces

1 Moty Health and Healh Equity | Miscrilies i Chcal Trials

Minorities in Clinical Trials

Clindeal trinks are research studies that determine whether medical products ke
medicines, vaceines, or devices are safe and offective for peaple. Participants in clincal
trials should represent the patients that will be using the medical products, though this is
often ol the case. Racial and ethnic minorities are underrepresented in clinical trials. This
is & concern because people of different nges, races, and ethnicities may react differently to
medical prodisets. If you think a clinical trial may be right for you, talk to your doctor.

Search CliniealTrials.gov! Enter a word or phrase, such as the name of
medical con 1 or intervention. Example: Cancer AND Los Angeles
Search

Clinical Trial Resources
« About Research Participation

Fact Sheet: Mine

ls- Guidance for Industry and

= FDASIA nbeal Trials

Consumer Updates

* FDAE

Journal Publications

Increased Inc

FDA Voices, Interviews, and Outreach

e Needle Forw

Possible: Mo

Cantent currest as of;
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What’s the Impact?

e Stimulated dialogue around clinical trial diversity

* |ncreased utilization of our materials

 Next Steps:

— Further research can assess the effectiveness of our materials and
outreach strategies through cognitive testing and focus group
testing.

— PSA targeting physicians and engaging their patients in participating
in clinical trials

www.fda.gov/minorityhealth Health Equity for All 33
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Reached millions of minorities using a multi media approach 
Created tools to help you and other health care providers to talk to patients about clinical trials 
Presented at numerous meetings like these to raise awareness, increased our engagement with stakeholder groups who have committed to using the materials. 


Sample of
OMHHE

Resources

Asian Americans and Hepatitis B /

FACT SHEET

Hapatitis B is a vinal infection that causes inflammation of the lver. 1 oul of 12 Asian
Amearicans are chronkcally infected with hepatilis B. 2 out of 3 Asian Amercans that ara

Infected and don't know it.

What is Hepalilis B?

Hapoiis B s o lver nfection couwsad by the Hapalifa
B wirnus (HBW'). Hepofitis B (s frondmittesd by

» Hoving unprolecied s with an inected pemson

= Bhanng confaminaiad rozors, loanbaushes, o
meedles

= Cornirg in confact wilh infeched biood
(0. trorsfusion, open wounds)

= Mofhes fo baby during voginal or cedassan bk

I ket wnheated, epalifis B con couse scaming af e
lver, Iver fallure, conces, or ewan deaih

Hepalitis B $igns and Symploms

= Faligus

= Faves

= Lags of appatile

* Nolsen and vomiling

= velloww @yid and akin (jounohcs)

= Choy-cobonesd bowel movemien! and dark uring

= Poin on the ight sida of he slomach

* Joand pain

Office of Minority Health

Key Focis
+ Hepatitis B is prevenioble. ¥You con prevent the
rischion by getting voconoied bedone being
eposed o the vius

+ Know yous siohus. # you think you've been exposed
onk your dochor fo gel lesied.

vom hi = B ol do yowr o

Hepalitis B Treatment Oplions

For Chilctran

= Intran A {infertensn alpha-2b): Pahents with cheonsc
hepalilia B 1 yeor of age or aldar with comgensated
Ivar disanse,

« Hepsera (odelovis diphiosil): Polents with cheonic
hepaiilis B oged 12 years o oldar,

For Adiudts

* Viread (lenolovr): Palients with chronas hepoliis o

« Vamiidy (lenalovir stafenamida): Palenis wih
cheonic hapalitis B wilh compensaled ver dissms

« Baracluds (enlecaviry: Palianis wilh chvenic
hepatitia B with evidesncs al aoive wiol reglicalian

* Eplwir HBY {lomivuding): Pofients with chromc
hegatitia B asacckaled wiih HEY replication and
achive Ives nflarmmation

* Pagosys (pegylaled Inleteon ) Palens with HilsaAg
posiive and HBeAg negalive chvonic Repalifis B who
howe compenaaled ver daenas and evidence of
viral replicaton ard hver infarmrmcticn

* Tyzeka {laivackne): Palients wilh chicnic hepaiils B
wilh evidenos of viral replicaion ond eiifer
eviclenoe of persssent elevallons in sEnum
ominoiansisrases (ALT or AST) o histologioally
oolve diseass

Addifional Resources

Fair moee infcemalion on Hepalifs B visi! FOWs Hapoliss
B Resounced poge ol

wewwi lda, gov [ Torpatienis flilneds hepalitisBC

Far mae infarmatian on minanty haalth go o
www.ida gov/ minariyhaalih,

www.fda.gov/minorityhealth
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Our Health Equity Stakeholders

E-—3 THE UNIVERSITY OF

W/ CHICAGO Yale University N WM A - AB ; K‘ . American
National Hispanic Medical Ass Assocmtlon of Black Cardlologlsts Inc. Hea r:t .
OCIATION Saving the Hearts of a Diverse America ASSOCIatIOT\@

T TTgeees
| SCIENCES o8
e National | ENGINEERING Sh
MEDICINE ~ ,a'seses

NCAPIP

I ¢ /ND|A Y } Men’s Health Network”
Ir a ¥, wivw mernshealitmelwork. ovg
\! ~NaTionalL RURAL

HEAITH UNIVERSITY OF °
NoAPLE AT . MARYLAND

pcori.

MA| National APIAHF
MEdlCﬂl ASIAN & PACIFIC ISLANDER

HEPATITIS B

FOUNDATION

Oe0

RINAF=O

Vit -.“".':‘ Veterans Health National Association

wiles || ASSOCIatiOn  AMERICAN HEALTH FORUM
e ) ) Administration For I_Equal Oppor[:u_mty
QL Office of Health Equity In Higher Education

B s on® . MOREHOUSE

' L/ SCHOOL OF MEDICINE
NCLR A § &

American
MATIONAL COUNCIL OF LA RAZA
HOWARD AAPCHO

Diabetes (I‘ ; Hh] N
EALING RS - Association. INAAM
UR VILLAGE ational Black Nurses Association, Inc. ulrl-rlj:;a:rc_ilﬂu-lrilﬂ
q BNA AWAREfAIl  CISCRP

GLMA

Health Professionals
Advancing LGBT Equality

35



Call To Action

 Talkto your networkor stakeholders about clinical trials
— Distribute FDA materials (display postersin your office, clinic, or hospital)

— Send outannouncementsviayour newsletteror social media

* Stay Up to Date
— Visitthe website and follow us on social media

— Sign-Up for email alerts

e Get Engaged: Make Your Voice Heard
— Communicate yourissuesandideasto FDA at public meetingsand respond to dockets
— PatientEngagement Collaborative

— Patient Representative Program

www.fda.gov/minorityhealth Health Equity forAll 36



http://www.fda.gov/minorityhealth

Connect With Us

, Follow us on twitter @ FDAOMH

=~ OMH@fda.hhs.gov

www.fda.gov/minorityhealth

g Join webinars and stakeholder calls
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e Additional slides

www.fda.gov/minorityhealth

Health Equity for All
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Minorities and Clinical Trials

Us Clinical Trial
Population Participation

African-Americans 12% 5%

Hispanics 17% 1%

Note: NIH clinical trials have 30% minority representation overall
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Note: This is for industry sponsored trials, not NIH 

Minorities are historically under-represented in clinical trials 
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