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Health Equity, Inequity, and Disparities

Definitions

* Health Equity: Attainment of the highest level of health for all people. Health
Equity means efforts to ensure that all people have full and equal access to
opportunities that enable them to lead healthy lives.

* Health Inequities: Differences in health that are avoidable, unfair, and unjust.
Health inequities are affected by social, economic, and environmental conditions.

* Health Disparities: unequal burden of disease in a
population due to race, ethnicity, gender, education,
socioeconomic status, disability, geographic location,
sexual orientation, cultural or religious beliefs (DHHS)
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History and Ethics: Ethnic Minority Engagement in Research

Hispanic in the US

Background

Community e Hispanic/Latinx population in the US: >60M (USCB, 2020)
Engagement in e Heterogenous group:
. e Diverse national origin
Healthcare Using « Racial makeup
Clinica' Trials e Genetic ancestry

e Modifiable risk factors

e Environmental exposures

e Lower SES, acculturation

e Higher burden of disease: Diabetes, Cancer, Infectious, among others

e Higher uninsured, underinsured, limited access to health care

e Lower survival rates

e Leading cause of death in childhood and adolescence
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Accurate prescribing through genetics.

Normal dosage response.
Lower dosage response.

Higher dosage response.

No response.
Alternative drug recommended.

Drug is toxic.
Alternative drug recommended.
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History and Ethics: Ethnic Minority Engagement in Research

* Clinical Trials (CT): an important tool to provide novel treatments,
diagnoses, and supportive interventions to patients

* Patients that participate in CT receive benefits of closed monitoring of
disease and better patient outcomes

* Through CT, researchers and patients might gain a better understanding of
individualized treatments and disease management

* Patient heterogeneity factors can be taken into account when participating
in CT and contribute to a better understanding of therapy responses and
disease management
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History and Ethics: Ethnic Minority Engagement in

Research

Hispanic Participation in Clinical Trials: Race and Ethnicity

* Hispanics account for 2-3% of participation in CT

e Race and Ethnicity contribute to underreporting of Hispanics in CT
* Classifying Hispanics as one ethnic group is a problem by itself

* Hispanics vs Latinos means different things for different people in terms of heritage, ancestry,
and place of origin, and does not differentiate from others in the Caribbean and other regions

in Central and South America

The use of Hispanic/Latino term underestimates the diversity and
heterogeneity of the population and its impact on disease risk, health
behaviors, and outcomes
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History and Ethics: Ethnic Minority Engagement
in Research

Hispanic Participation in Clinical Trials: Federal Government

Federal Act of 2017 (FDAAAS81):

e Requires reporting of racial/ethnic demographic data in all federally-
sponsored CTs.

* |t does not address self-reporting
e |t does not address subgroups

e |t does not provide guidance for methodologies of data gathering and
enrollment
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Barriers to Enrollment of Hispanics in CTs

Hispanic Patients

e Lack of awareness
e Fear of being a “guinea pig”, side-effects, placebo effect
e Underinsured, unsinured

H iStory d nd Eth ICS: e Low SES, education, knowledge
Eth niC M | nority e Lack of access to academic clinical centers, transportation

Engagement in

e Communication barriers, language (English proficiency, low literacy)
e Complexity of protocol design

Research e New immigrants

Health care providers

e Physician preference, unconscious bias

e Fear of losing patients

e Lack of CT awareness, interest in contributing to CTs
e Lack of culturally competent staff, bilingual

e Source of funding (pharma vs academic)
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Barriers to Enrollment of Hispanics in CTs:
Addressing the Problem

e Implement culturally appropriate outreach and education
programs at the local level

e Improve informed consent process, including appropriate
translation

e Use of the patient navigator program

e Build community partnerships

e Learn to know your community’s origin

e Establish trust with the community leaders

e Educate the health care staff and increase their cultural
competence

Business as usual neglects or minimizes the
social conditions in which the research is being
conducted
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History and Ethics: Ethnic Minority Engagement in

Research

Barriers to Enrollment of Hispanics in CTs: Ethical Responsibility
* In general, minority communities are vulnerable populations

* Evidence-based research must be derived from the population at large, not from
subgroups

e Understanding community-based knowledge is of paramount importance to promoting
CT in minority communities, including the Hispanic community

To promote population health, researchers must step out of their comfort zone of a
protected and privileged class (educated, knowledgeable, resourceful, usually white
population) and involve all sectors of society.

Clinical research should incorporate the upstream factors causing health disparities and
adapt novel interventions in real-life settings taking into account the community
knowledge they serve.

These strategies will help researchers to initiate trust, strengthen human dignity, and

ensure mutual benefits for researchers and the community they serve. I | TEXAS AsM
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Clinical development and operational strategy

Current approach

Create
development
strategy

Submit IND

Equitable approach

Assess patient
community, and
populations’ needs and
characteristics
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Understand PK
and safety in
small homogeneous
population

Design clinical development plan
that incorporates diversity strategy

v

As appropriate, describe diversity
strategy in IND submission

¥

v

Evaluate safety
and efficacy at
select trial sites
with homogeneous
population

Evaluate early PK/PD, safety, and

dosage data across diverse populations,

revise diversity strategy as needed
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Confirm efficacy in
pivotal trial with
large, homogeneous
population

Evaluate safety and efficacy across
several sites that actively recruit
representative patients, revise diversity
strategy as needed

v

Retrospective
analysis of
patient
demographics
and outcomes

Incorporate available data to design
and conduct pivotal study across
many diverse sites, broaden eligibility
criteria, and provide resources to sites
to enable participation
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Marketing application
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Marketing
application
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Occasional post-
marketing studies
in select subgroups

in studies lacking

diversity

Post-marketing studies to follow up
on subgroup signals found in the
pre-market setting or evaluate safety
and efficacy in populations
underrepresented in pivotal trials
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Apply lessons learned to future
indications or other activities and
communicate discoveries with patients

Engage patient advocates, community organizations, and health equity experts




