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Disclaimer 

• I do not have any financial relationships to 
disclose

• I will not discuss off label use and/or 
investigational use in this presentation

• The views expressed here are mine and not 
FDA
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Outline 

• Who are we? 

• FDA’s Role in Clinical Trials 

• Representation in clinical trials 

• Strategies to Improve Diverse Participation in 
Clinical Trials 

Presenter
Presentation Notes
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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OVERVIEW OF FOOD AND DRUG 
ADMINISTRATION & OFFICE OF MINORITY 

HEALTH  AND HEALTH EQUITY 
(OMHHE)

Health Equity for All  www.fda.gov/minorityhealth
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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



6

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. 

Health Equity for All www.fda.gov/minorityhealth

Presenter
Presentation Notes
Remove the fence 
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What We Do 

Outreach and Communication

• Programs/Initiatives/Campaigns
• Language Access Program 
• 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

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

www.fda.gov/minorityhealth Health Equity for All 

Presenter
Presentation Notes
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. 
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Research and Collaboration Program Goals

8

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.
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Outreach and Communication Program
Goals
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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.
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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 helps raise awareness about clinical trials 
participation.

FDA does 
not run 
clinical 
trials 

www.fda.gov/minorityhealth Health Equity for All 

Presenter
Presentation Notes
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 NIHFDA’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.
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Legislation:
FDA Safety & 

Innovation Act 
of 2012, 

Section 907 

• Section 907 - Reporting of Inclusion of 
Demographic Subgroups in Clinical Trials and Data 
Analysis in Applications for Drugs, Biologics, and 
Devices

– Report to determine the extent of demographic 
subgroups in applications, in FDA reviews for 
safety and efficacy; if information is publically 
available on FDA website or in labeling; report 
posted August 2013

– 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

Presenter
Presentation Notes
Ongoing work since the inception of the legislation 
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FDASIA Section  907 Action Plan
Priorities & Sample Strategies 

Priority One: Improve the 
completeness and quality of 
demographic subgroup data 

collection, reporting and analysis 
(Quality)

FDA Guidance Documents:
Collection of Race and Ethnicity Data in Clinical 

Trials
Evaluation and Reporting of Age, Race, and 

Ethnicity Specific Data in Medical Device Clinical 
Studies

Priority Two: Identify barriers to 
subgroup enrollment in clinical trials 
and employ strategies to encourage 
greater participation (Participation)

Public Meetings
Tools to support diverse clinical trial 

participation

Priority Three: Make demographic 
subgroup data more available and 

transparent (Transparency)
Drug Trials Snapshot 

Presenter
Presentation Notes
 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
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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 

• 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 Health Equity for All 

Presenter
Presentation Notes
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 slideOne 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 treatNow, 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
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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
• Previous subgroup inclusion in past studies for target indication
• Any clinically meaningful subgroup differences in safety or efficacy

www.fda.gov/minorityhealth Health Equity for All 

Presenter
Presentation Notes
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
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REPRESENTATION IN CLINICAL TRIALS 

www.fda.gov/minorityhealth Health Equity for All 
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The continuing conversation…



Huffington 
Post 2/23/17

Health Equity for All www.fda.gov/minorityhealth

Presenter
Presentation Notes
Add more studies here 



Why do we 
need minorities 
in clinical trials?

• Minorities have been historically under-represented in clinical trials 

• Need representation to study the effects of medical products in the people who 
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. 

Presenter
Presentation Notes
African-Americans12%- US pop; 5%; industry clinical trials and 15% in NIH trials Hispanics17%- US; 3% in industry, and 7.6% in NIH Note: NIH clinical trials have 30% minority representation overallHealth 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). 
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Drug Trials Snapshots: Summaries (2016-2018)

* The percentages of the categories “American Indian or Alaska Native (AI/AN),” “Native Hawaiian or Other Pacific Islander (NH/OPI),” and 
“Unknown/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://www.fda.gov/drugs/drug-approvals-and-databases/drug-trials-snapshots

WOMEN
BLACK or 
AFRICAN 

AMERICAN
ASIAN WHITE OTHER*

AGE
65 AND 
OLDER

2016 48% 7% 11% 76% 7% 21%

WOMEN
BLACK or 
AFRICAN 

AMERICAN
ASIAN WHITE HISPANIC

AGE
65 AND 
OLDER

2017 55% 7% 11% 77% 14% 32%

WOMEN
BLACK or 
AFRICAN 

AMERICAN
ASIAN WHITE HISPANIC

AGE
65 AND 
OLDER

2018 56% 11% 10% 69% 14% 15%

https://www.fda.gov/drugs/drug-approvals-and-databases/drug-trials-snapshots
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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
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Research Shows…. 

• Asian American communities have low knowledge of and negative attitudes toward 
clinical trials.10, 11

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

• In 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 about insurance coverage and costs of care. 

Health Equity for All www.fda.gov/minorityhealth

Presenter
Presentation Notes
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4156927/#R1410. 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
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Take home message: 
Ask patients to participate!
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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 

Presenter
Presentation Notes
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)
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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 

Presenter
Presentation Notes
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. 
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Motivators for Campaigns 

• Add positive reinforcement as to why minority 
health issues matter

• Educate consumers about key issues

• Help stimulate dialogue among peers and 
patient-provider 

Health Equity for All www.fda.gov/minorityhealth

Presenter
Presentation Notes
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. 
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Minorities and Clinical Trials Campaign

Videos
Newsletters & 

E-alerts

Webpage Stakeholder 
Collaboration 

Podcasts Social Media 

Communications 
Toolkit Graphics

www.fda.gov/minorityhealth Health Equity for All 

Presenter
Presentation Notes
Multi platform, Meeting those that meet youNEWSLETTERSIGN up for NEWSLETTER!!!WEBPAGE- resources PartnerhsipsPODCASTVideosPhase I: 6 PSA’s featuring FDA patient rep and former Acting Chief ScientistPhase II: 1 PSA in SpanishPhase III2 PSA’s featuring veterans Podcast Print MaterialsBrochures Fact sheetsBlogs Newsletter and e-alerts Social Media Twitter, Facebook, PinterestThunderclap  WebpageDedicated 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 HomepageThe 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 videoToolkit- social media messages, sample blog posts, graphics, etc…. Worked with other stakeholders to disseminate the message- published blog for APHANote: ADD INFORMATION ABOUT SOCIAL MEDIA OUTRAECH AND WEBSITE INFORMATION
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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. 
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Shirley’s Story

Shirley’s Story: Diversity is Critical to 
Making Better Medical Products www.fda.gov/minorityhealth Health Equity for All 

Presenter
Presentation Notes
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=4Become 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. 
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Veteran Participation 
in Clinical Trials Videos 
& Podcast

Videos highlighting the importance of 
veteran participation in 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
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What’s the Impact? 
• Stimulated dialogue around clinical trial diversity 

• Increased 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 

Presenter
Presentation Notes
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. 
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Sample of 
OMHHE 

Resources 

www.fda.gov/minorityhealth
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Our Health Equity Stakeholders 



• Talk to your networkor stakeholders about clinical trials
– Distribute FDA materials (display posters in youroffice, clinic, or hospital)
– Send out announcementsvia your newsletteror social media

• Stay Up to Date
– Visit the website and follow us on social media
– Sign-Up for email alerts

• Get Engaged: Make Your Voice Heard
– Communicate your issues and ideas to FDA at public meetingsand respond to dockets
– Patient Engagement Collaborative
– Patient Representative Program

36www.fda.gov/minorityhealth Health Equity for All

Call To Action

http://www.fda.gov/minorityhealth
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Connect With Us

Follow us on twitter @FDAOMH

OMH@fda.hhs.gov

www.fda.gov/minorityhealth

Join webinars and stakeholder calls

Health Equity for All www.fda.gov/minorityhealth

mailto:OMH@fda.hhs.gov
http://www.fda.gov/minorityhealth
http://www.fda.gov/ForConsumers/ByAudience/MinorityHealth/ucm390897.htm


Health Equity for All www.fda.gov/minorityhealth
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• Additional slides

Health Equity for All www.fda.gov/minorityhealth
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Minorities and Clinical Trials 

US 
Population 

Clinical Trial 
Participation

African-Americans 12% 5%

Hispanics 17% 1%

Note: NIH clinical trials have 30% minority representation overall

www.fda.gov/minorityhealth Health Equity for All 

Presenter
Presentation Notes
Note: This is for industry sponsored trials, not NIH Minorities are historically under-represented in clinical trials 
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