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TRUE OR FALSE?

PEOPLE OF COLOR
DON’T LIKE TO
PARTICIPATE IN
RESEARCH
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I thought it [survey] was good. I'm glad

you chose me to take the survey. I will be
——very-interested in-another one very soon, -

thank you.

To tell you the truth, I love it and

appreciate your effort on helping us black

young men. Keep up the good work.

I really think that it’s a really good survey
for young black men. I really enjoyed
engaging in taking this survey. I highly
appreciate it.

The survey was very interesting and will
be a great deal of information that will
better many communities.

History of Mistreatment
in Medical Research

»
“mcnl/

THE DARK HISTBRY BF MEDICAL
EXPERIMENTATION ON BLACK AMERICANS FROM
COLONIAL TIMES TO THE PRESENT
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History of Mistreatment
in Medical Research

Guatemala syphilis study
(1946-1948)

Jewish Chronic Disease
Hospital Study (1963)
Human radiation The Tuskegee Syphilis Experiment
experiments (1940s- —

1960s)

PHS syphilis study, aka
“Tuskegee” (1932-1972)

New and Expanded Edition

James H. Jones

Discontent with Current Conditions/Policy
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Negative Experiences
with Education/Academia

SCHOOL
= APIPELIE
—iul-l\_

Ethics
Ethics
= The branch of philosophy that deals with
morality.

concerned with distinguishing between right and
wrong human actions

Bioethics

m The discipline dealing with the ethical
implications of biological and behavioral health
and it's applications especially in medicine and
healthcare
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Codifying BioEthics
Nuremberg Code
(1949) Respect for Persons
Helsinki Code

(WMA, 1964,
2013) Beneficence Justice

National Research - | -
Act (1974)

45 CFR 46

Belmont Report
(1979)

APA Ethics Code

APA'’s first ethics code developed in 1953
= 10 updates, most recent in 2010
m Current code has

5 principles

10 general standards

88 enforceable standards
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APA Ethics Code

Five Principles

Principle A: Beneficence and Non-maleficence

= Benefit; Do no harm

Principle B: Fidelity and Responsibility

= Relationships of trust; Professional and scientific responsibility
Principle C: Integrity

= Accuracy, honesty, truthfulness
Principle D: Justice
m Access to fairness and justice for all
Principle E: Respect for People's Rights and Dignity

= Respect dignity and worth, rights to privacy, confidentiality, and self-
determination.

APA Ethics Code

Ten General Standards

Standard 1: Resolving Ethical Issues
Standard 2: Competence

Standard 3: Human Relations

Standard 4: Privacy and Confidentiality
Standard 5: Advertising and Other Public Statements
Standard 6: Record Keeping and Fees
Standard 7: Education and Training
Standard 8: Research and Publication
Standard 9: Assessment

Standard 10: Therapy



Standard 8: Research and Publication

8.01 Institutional Approval
8.02 Informed Consent to
Research

8.03 Informed Consent for
Recording Voices and Images
in Research

8.04 Client/Patient, Student,
and Subordinate Research
Participants

8.05 Dispensing with
Informed Consent for Research

8.06 Offering Inducements

for Research Participation

8.07 Deception in Research
8.08 Debriefing

8.09 Humane Care and Use of
Animals in Research

8.10 Reporting Research Results
8.11 Plagiarism

8.12 Publication Credit

8.13 Duplicate Publication of Data

8.14 Sharing Research Data for
Verification

8.15 Reviewers

Ethical Issues in Research

The research community relies heavily

upon self-regulation.

= Universities and government agencies have
established Institutional Review Boards (IRBs)
to deal with ethical and procedural questions
regarding human and animal research.

m Principle Investigators develop appropriate
guidelines for designing and conducting

research

8/23/2018
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Ethical Issues in Research

The conduct of scientific research involves

two general categories:

m 1) scientific misconduct, such as falsification of
data, plagiarism, and undeserved credit.

m 2) protect research participants against undue
risk.

Scientific Misconduct

LaCour & Green (2014) Data Forgery
UCLA political science graduate student Michael
LaCour and Columbia University political science
professor Donald Green.
Article was published in Science in December
2014, and retracted in May 2015
The data in the study forged by LaCour.



Scientific Misconduct

Ellen Roche Johns Hopkins (2001

The cause of Roche's death was almost certainly a drug that
she inhaled so that doctors could test a theory on how asthma
occurs.

The chief researcher missed literature reports of safety problems
published in the 1950s.

The IRB at JHU failed to press the researcher hard for more
safety data, even though the drug had not been approved by the
FDA.

When Roche developed a cough and shortness of breath, the
researcher discounted the symptoms and never alerted the review
board.

Scientific Misconduct

Other forms of

scientific

misconduct

= Plagiarism

= Going outside of
expertise

= Misuse of data

= Underserved
credit/Omission of
authorship

8/23/2018
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Ethical Issues in Research

The conduct of scientific research involves
two general categories:

m 1) scientific misconduct, such as falsification of
data, plagiarism, and undeserved credit.

m 2) protect research participants against undue
risk.

Respect in Research

Protecting participant autonomy

= Right to refuse participation in research
m Disclose nature of research

» Informed consent

10
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Respect in Research

What issues have
seen/heard about
in mental health
research with
populations of
color in terms of
disclosure of the
nature of research,
informed consent
and right to refuse
participation?

¢

Exercise

m Discuss in pairs

= What are two ways you can
improve your informed consent
procedures?

= What is one idea you have to make
your informed consent format
easier to comprehend?

11



Beneficence in Research

Maximizing good outcomes for science
and research participants

Avoiding or minimizing unnecessary risk

Beneficence in Research

Avoiding or Minimizing Risk
Risk level is compared to "minimal risk” as
defined by the federal regulations:

= Minimal risk is the probability and magnitude of harm or
discomfort anticipated in the research are not greater
than those ordinarily encountered in daily life or during
the performance of routine physical or psychological
examinations or tests (45.CFR.46.102(i)).

Greater than minimal risk studies require full

committee review, while minimal risk studies

may be eligible for expedited review or exempt

certification.

8/23/2018
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Beneficence in Research

Greater-than-minimal-risk examples

m A psychological or behavioral intervention study
involving individuals with serious mental health
disorders includes treatments that have a reasonable
possibility of exacerbating distressful or maladaptive
psychological or behavioral symptoms (including self-
harm).

m The potential for physical harm associated research
participation of victims of interpersonal violence.

Beneficence in Research

Examples of Vulnerable populations
= Children

= Pregnant Women

m Incarcerated

m Persons from economically or socially
disenfranchised groups

m Persons with Undocumented Status
m Individuals with mental health disorders

m Individuals engaged in illegal activities (e.g.,
substance use)

13
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Beneficence in Research

Table. Kinds of Harms Identified in the Belmont Repart

Kind af Harm [lstrations

Psychalogical Boredom, anxiety, embarrassment, depression, or
exacerbation of a psychelogical condition

Physical High bleod pressure, sexual dystunction, death,
of exacerbation of o physical condition

Legal Lenal fimes or imprisonment

Economic Last time at wark or madical hills

Social Stigmatization, harm to reputation, or harm to
relationships

Beneficence in Research

Things to consider

= Risk to whom? Individual,
community, population

= How risk is defined?
o ‘Daily Life’
= Omission from
research literature
is also a risk/harm

-

14
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Exercise

m Discuss in pairs
m List three risks involved in your
area of research?

Psychological, Medical/Physical, Legal,
Economic, Social.

= What are two ways you can
minimize harm from these risks?

Justice in Research

Carefully considered research
procedures (including cultural,
contextual factors)

Fair administration of procedures
and/or research

Balanced distribution of costs and
benefits

15



Justice In Research

“Fairness and Equality”
m Distribution of scarce resources
= Who gets what treatment?

m Burdens and benefits of hew or experimental
treatments distributed equally among all
groups

Justice in Research

Limited codes or
regulations related to
this principle
Communities often

left without tangible
benefits

-

8/23/2018
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Exercise

Discuss in pairs

= What are two contextual factors
(historic/contemporary) that might impact
burden vs. benefit of your research with the
populations you serve?

= What can you do to balance the distribution?
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Community Consultation

-

+ B

Help

Community Understand
Benefits of

Mental Health Research

8/23/2018
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Community Consultation

Create lay friendly
workshops about
research

-Present to
recruitment sites

-Present to
potential
participants

-Present at
community events

Learn from Community
About Most Pressing

Research Questions

8/23/2018

19



8/23/2018

Community Consultation

Hold town hall meeting to introduce self
and prior work

Let attendees share interests, concerns,
ideas

Discuss research process and overall goals

= No direct ask (e.g., no discussion of specific
projects/recruitment)

Collect contact information
Stay in touch (listserv, fb group)

Have Community
Inform Ethical

Decision -Making

20



Community Consultation

= BEATS study results found high level of
concurrent sexual relationships and
descriptions of many acts of criminal behavior
Engage with community stakeholders about how to

disseminate information in a factual manner while
respecting concerns

Think of potential issues ahead of time, particularly
questions during presentations (e.g., sex while in
prison stereotype)

Provide Community

with

Research Findings

8/23/2018
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Community Consultation

AMONG YOUNG INCARCERATED MALES

ST.JoHN's §
UNIVERSITY

themselves
By Or. Scyatta A Wallace
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Community Consultation

Community
consultation is a
‘living and breathing’
partnership with each
group providing
different expertise.

In the end, as PI you
are the final decision-
maker.

-

8/23/2018
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Exercise

Discuss in pairs

» What are three ethically related concerns of
members of the communities you conduct
research?

= What are two ideas you have for consulting
with your communities about your ethical
decision-making?

TRUE OR FALSE?

PEOPLE OF COLOR
DON’T LIKE TO
PARTICIPATE IN
RESEARCH
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Contact

Scyatta A. Wallace, Ph.D.

Associate Professor
Dept of Psychology
St. John’s University
wallaces@stjohns.edu
(718) 990-2398
www.y-heart.org
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