Workers as Research Subjects:
A Vulnerable Population

PAYCHECK VULNERABILITY

[P F R
¥ R
BRI P o



Declaration of Helsinki 2000

® 5. In medical research on human subjects, considerations related

to the well-being of the human subject should take precedence over
the interests of science and society.

m 8. Medical research is subject to ethical standards that promote
respect for all human beings and protect their health and rights.

. Special attention Is ‘also
required for those who cannot give or refuse consent for themselves,
for those who may be subject to giving consent under duress, for
those who will not benefit personally from the research and for those
for whom the research is combined with care.



Declaration of Helsinki 2000

m 22. The subject should be informed of the right to abstain from

participation in the study or to withdraw consent to participate at any
time

m 23. When obtaining informed consent for the research project the
physician should be particularly cautious

In that case the informed consent should be obtained by a
well-informed physician who is not engaged in the investigation and
who is completely independent of this relationship.



Belmont Report 1976

By National Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research

Three Basic Ethical Principles: respect for persons, beneficence,
justice

Three Requirements for Applications: informed consent, risk-
benefit assessment, selection of subjects of research
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45 CFR (Code for Federal Regulation) DHHS (Department of Health and
Human Services)

Part 46 Protection of Human Subjects

46.205 fetuses, pregnant women, human IVF
46.305 prisoners

46.407 children



Introduction
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Workers Are in Effect a
“Vulnerable” Population and
Subject to Employment
Related Risks.
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Worker Studies Require
Review by the Institutional
Review Board (IRB).
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Suggested Guideline

Research,
Office of S




CHAPTER 1

THE NEED TO PROTECT WORKERS
AS HUMAN RESEARCH SUBJECTS

kKey Points:

*  When workers are the subjects of research, the design of the study must assure that the
rights and welfare of subjects are protected.

*  Projects with workers as subjects are considered “research™ when the intent of the
study is for the information to be used for purposes bevond health monitoring and care
of the individual.

e  The unique vulnerabilities of workers who are research subjects include the threat or
possibility of coercion; potential effects on job retention, job advancement, and
insurability; and possible loss of personal and family privacy.



CHAPTER 2

FOUNDATIONS OF AN ETHICAL FRAMEWORK

Key Points:

The rights and welfare of workers are protected when everyone involved in
worker studies understands and applies the Common Rule and the ethical
principles of beneficence, justice, and respect for persons as described in The
Belmont Report and many professional codes of ethics,

It is expected that workers who are asked to participate in a study must not face
coercion or reprisal for their decision to participate, not to participate, or to
withdraw from a study. In the informed consent process, they must receive
adequate and understandable descriptions of the study purpose, what is
expected of them, why they were selected, and any benefits and risks they may
experience if they choose to participate.

All worker studies should undergo local review by an Institutional Review Board
familiar with both the work force and the workplace.



CHAPTER 3

THE CHALLENGE OF GENETIC INFORMATION
IN WORKER STUDIES

Key Points:

e Genetic information gathered—intentionally or unintentionally—through
worker studies presents unique challenges because it may reveal genetie
information about a potential disease or other trait not vet expressed that could
have significantly harmful consequences on the subject's future emplovability,
insurability, and/or socio-economic status,

e A challenge specific to the use of tissue samples is that DNA is, at least in theory,
a unique individual identifier and could be used to identify the donor.

e  Genetic testing or screening should never be mandatory, especially in the
workplace. [deally, when genetic screening or testing is to be carried out,
counseling is essential if the test results may entail choices or economic
consequences for the persen tested and his or her family.



CHAPTER 4

PRIVACY, CONFIDENTIALITY, AND
PROTECTION OF
PERSONAL INFORMATION

Key Points:

e Protecting the privacy of human research subjects and confidentiality of
information acquired about them in the course of research is particularly
important in worker studies because of the possible personal or economic
damage to the worker that can result from the release of confidential data.

¢ Proper management of study data must consider the: (1) use of data by others,
(2) sharing of data, (3) use of personal identifiers, (4) use of pre-existing data, (5)
appropriate dissemination of data and results, and (6) worker’s rights regarding
personal data and results. The data management plan must be part of the
research plan approved by the IRB and should be disclosed when obtaining
informed consent.

* The collection and use of genetic information, human tissues, and biological
samples exposes, subjects to individual risks from the acquisition and use of
confidential data about them and their families. These risks create an additional
set of complex ethical concerns that require the awareness of all stakeholders.



CHAPTER 5

STAKEHOLDERS: THEIR INTERESTS,
CONCERNS, AND RESPONSIBILITIES

Key Points:

¢  FEach worker study involves multiple stakeholders in addition to the researcher
and worker.

s Stakeholders’ interests in worker studies, both shared as well as conflicting
concerns, that must be identified, discussed, and resolved.

¢  Stakeholders® knowledge and acceptance of responsibilities and their active

participation in the worker-study process are essential to protecting the rights
and welfare of workers as research subjects.

Workers Employers . Researchers’ Institution
| Unions Researchers

Agency Funding the Research Institutional Review Boards

Public and Community Government (Federal, State, and Local)



CHAPTER 6

IN CONCLUSION:
PLANNING AND CONDUCTING
ETHICAL WORKER STUDIES

Key Points:

e [Lthical considerations unique to worker studies must be addressed from
planning through publication of the results. These considerations include the
need for early notification of the purpose of the study, obtaining a fully informed
consent, timely feedback of interim and final study results, and supporting each
worker’s freedom of choice to participate, not participate, or withdraw from the
study.

¢ The protection of the worker-subjects and the success of the project depend
upon a collaborative relationship established early in the design and
development of a project with the involvement of the workers, the researchers,
the employers, the unions, the community, and other stakeholders.

¢ Communication and coordination of all local worker health studies through an
information *clearinghouse™ at the local or agency level may be a good
mechanism to improve coordination and success of worker studies. 1t would
reduce duplication and multiple requests for individual workers to participate in
similar studies, and could alleviate worker and community concerns by
providing educational and comprehensive information.



APPENDIX B

THE NIOSH APPROACH TO WORKPLACE
STUDIES

Michael Colligan, N1OSH
What is NIOSH?

The Naticnal Institute for Occupational Safety and Health (N1OSH) was established by
the Occupational Safety and Health Act of 1970, NIOSH is part of the Centers for
Disease Control and Prevention (CDC) and is the only federal agency whose sole mission
is to conduct research and make recommendations for the prevention of work-related
illnesses and injuries. NIOSH's responsibilities include:

*

Investigating potentially hazardous working conditions as requested by employers

or employees.

+ Evaluating hazards in the workplace, ranging from chemicals to machinery.

+ (Creating and disseminating methods for preventing disease, injury, and disability.

¢  Conducting research and providing scientifically valid recommendations for
protecting workers.

*  Providing education and training to individuals preparing for or actively working

in the field of occupational safety and health.

Although NIOSH and the Occupational Safety and Health Administration (OSHA) were
created by the same Act of Congress, they are two distinet agencies with separate
responsibilities. OSHA, a regulatory agency under the Department of Labor, is
responsible for establishing and enforcing workplace safety and health regulations.
MWIOSH was placed under the Department of Health and Human Services (HHS) and was
given the responsibility of conducting research. consultation, and training related to
occupational safety and health. NIOSH is, therefore, engaged in both public health

research and practice.
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