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Workers as Research Subjects: A Vulnerable

Population
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Workers should be considered as a vulnerable human subjects research
population since they require special protections. The Code of Federal
Regulations “Common Rule for the Protection of Human Subjects in
Research” does not offer adequate definition of this issue. Currently there is
no formal ethical framework that addresses the unique vulnerability of
workers (or former workers) who participate in vesearch studies. This article
addresses this concern and is based on a larger report published by the U.S.
Department of Energy. Further, even though workers may be study subjects
Jor legitimate political, social, and scientific reasons, menitorious science
and adherence to the Common Rule must be the expectation. (] Occup
Environ Med. 2002,44.801-805)
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'"The U.S. Government requires that anyone conducting research involving human subjects adhere to
“Common Rule.” The Common Rule establishes guidelines and requirements to protect human subjects
from bodily harm, social and economic loss, and from abuses of their dignity and autonomy. Although
the Common Rule chiefly recognizes research that has the potential for physical or emotional risks to
participants, it also protects volunteers who test new non-medical products and equipment, participate
in behavioral surveys, enroll in workplace heaith effects studies, and provide samples for genetic
research, The Common Rule gives research subjects the right to: (1) full and understandable
information about the study and its risk and benefits, (2) choose freely whether or not they will
participate, and (3) be assured that the study, as described, has been evaluated for its risks and benefits
to subjects. It also supports an expectation of privacy in that study volunteers are told to what degree
individual data about them will be kept confidential, and to what extent privacy can be assured.

he protection of the rights and wel-
fare of human research subjects is
required whenever the United States
government funds such research. The
Code of Federal Regulations “Com-
mon Rule for the Protection of Hu-
man Subjects in Research,” a regula-
tion that has been adopted by 17
federal departments and agencies,
defines the standards and processes
researchers and research institutions
must follow to safeguard human sub-
jects.! There are special provisions in
the Common Ruie for the protection
of vulnerable populations. In this
paper we intend to show how work-
ers can be considered as a vulnerable
population and what special protec-
tions need to be afforded them, how
the “common ruie” does not offer
adequate definition of the issue of
workers as subjects, vulnerable or
not, and lastly that while workers
may be study subjects for political as
well as scientific reasons, adequacy
of the science and adherence to the
Common Rule still must be the ex-
pectation.

Vulnerable persons are considered
to be those who are less able to
defend themselves in a given setting
or situation. (The dictionary defini-
tion of vulnerable: capable of being
physically wounded; open to attack
or damage; liable to increased penal-
ties.) In the world of human research
regulations, this term is used to de-
scribe specific protections for chil-
dren, fetuses, pregnant women, hu-
man in vitro fertilization, and
prisoners. If we limit the term “vul-
nerability” to only those groups
workers will not receive appropriate
additional protection from harm.






" JOEM + Volume 44, Number 9, September 2002

"3eview by the Institutional
Review Board (IRB) Helps
Protect Against Vulnerabilities

The Common Rule also requires
the establishment of a formally
constituted Institutional Review
Board (IRB) to oversee the protec-
tion of human subjects in research.
The IRB examines each proposed
study for its effects on subjects’
rights and welfare. Wherever pos-
sible or feasible, local or site IRBs
overseeing workplace studies
should have a worker member or
consultant and should review all
proposed and continuing studies.
When the researcher is not em-
ployed by an organization at the
study site. the local IRB review
may be coordinated with an IRB at
the researcher’s home institution,
or if no other recourse, be the sole
IRB of record. Because of the na-
ture of occupational sites, the non-
biomedical nature of the study and
the fact that sites are not philosoph-
ically attuned to these studies, cre-
ative solutions may need to be
found for IRB review, at an assured
institution.

Although the seriousness of these
concerns suggests the need for new
approaches, safeguards, and scien-
tific and ethical reviews specific to
worker studies, currently there is no
formal ethical framework that ad-
dresses the unique vulnerability of
participating workers. In the absence
of an established and functional eth-
ical framework, apparent lack of
knowledge or adherence to the Com-
mon Rule, possible insufficient orga-
nizational infrastructure, and despite
the good intentions of the researcher,
the employer, and other stakehold-
ers, worker-subjects may be denied
adequate protection of their auton-
omy, economic status, and/or social
position. Review of such studies by a
well-constituted IRB that includes a
worker consultant or preferably a
worker member safeguards against
these risks.

‘The Research Plan and

Communication with
Stakeholders

Once the question of research ver-
sus “not research” has been settled, a
human subjects research plan, should
be given top priority. Such a plan is a
review process that includes a scien-
tifically meritorious protocol with a
records management strategy, an ob-
jective, and a locale-sensitive
method of communicating and inter-
acting with the community and other
stakeholders, and review by an “IRB
of record.”

In addition to the workers and the
researchers, many other stakeholders
have concerns and responsibilities
that should be considered in a worker
study. The employer, the union, the
researcher’s home institution, the
IRB, the funding agency, the local
community and larger public, and
government at appropriate levels
must actively work in partnership to
follow the applicable guidelines and
to attempt to reconcile potentially
conflicting expectations or activities,
whether valid or imagined. All stake-
holders’ roles should be considered
in balancing the risks and benefits of
the research. The IRB’s role includes
continued involvement in new issues
as they arise during the study. Ide-
ally, the research plan should recog-
nize and involve all stakeholders
from the outset. A complete research
plan should assure accurate and full
communication, appropriate scien-
tific peer review and IRB review,
and dedication of resources to ethical
issues, as well as to the conduct of
the study.

The rights and welfare of workers
are best served when all stakeholders
in worker studies understand the
broad ethical principles that underlie
the regulations that protect human
subjects. The principles of benefi-
cence, justice, respect for persons,’
and nonmaleficence establish the
right of all research subjects to pri-
vacy, fair treatment, respect, self-
determination, and protection from
harm. To assure respect for persons,
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‘the Common Rule requires that each

research subject give voluntary “in-
formed consent” to his or her partic-
ipation in a study (see Bill of Rights
following). For consent to be in-
formed, participants must have ade-
quate and understandable descrip-
tions of the study purpose, know
what is expected of them, and be
informed of any benefits and/or risks
they may experience. For consent to
be voluntary, they must not face
coercion regarding enrollment or re-
prisal for their decisions or loss of
benefits from their study results. The
principle of beneficence can be ad-
dressed with a health benefit to the
worker, promise of detecting medical
conditions, improving health/quality
of life, safer working conditions or
establishing entitlements claims. For
worker subjects, justice includes al-
location of resources, equitable
choice of subjects and fairness to
subjects, both potential and enrolled.
Nonmaleficence implies doing no
harm, and includes protection from
loss of job, insurance or privacy.
Historically, these expectations have
not been explicitly implemented or
addressed in workplace research.
Some employers in the private sec-
tor, especially where hazardous ma-
terials are used or liability issues
prevail, have voluntarily adopted sci-
entific and human subject review
systems. By Federal regulation ad-
herence to these rules is not volun-
tary in public sector sites or federally
funded studies, but this does not
imply that all do comply.

All “stakeholders” must be made
aware of and participate in address-
ing the special needs and issues that
apply to research using workers as
study subjects. The numbers of
worker-related studies has increased
significantly in recent years due to
employee health and safety fears
and/or political concerns about expo-
sures and risks to health. Thus, ethi-
cal, social, health, or scientific issues
that may be encountered during
study conduct or after study comple-
tion (with either current and former
workers as subjects) should be dis-
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“cussed with all stakeholders. All le-
gal, scientific, and ethics protections
must be explained and followed. The
experience of NIOSH and CDC with
workplace studies has been that the
expectations of accepted ethical con-
cepts as well as the regulatory stan-
dards of DHHS 45 CFR part 46 can
be achieved. It is apparent that em-
ployers, with some exceptions, have
not consistently applied these expec-
tations to human subjects research.
Substantial education on this issue in
the workplace is needed.

Ongoing communication is an-
other part of a well-designed study.
The research plan also must allot
time and resources for: (1) prelimi-
nary notification of the worker com-
munity; (2) periodic consultation
among the stakeholders; and (3) dis-
semination of preliminary and final
research results in a clear, open, and
consistent manner. An environment
of cooperation among stakeholders
will improve the protection of study
subjects and will also ensure the
overall success of the study by in-
creasing participation and preventing
undue anxiety in the affected com-
munity. In communities where haz-
ardous workplaces exist or did exist,
multiple studies may be funded by
one or many entities. These exten-
sive activities, all focused on a single
community, can cause great concern,
apprehension, or false expectations
among the populace and workforce.
Candid communication, objective
publicity, and shared involvement
serve to minimize stress and make
study results credible and scientific.

Communities or workplace sites
where many risks or studies occur
are encouraged to establish research
information “clearinghouses” in or-
der to announce, coordinate, and
track worker studies. Open and com-
prehensive communications can de-
fine the approach, purpose, and ex-
pectations for all studies, avoid the
replication of research, facilitate
stakeholder cooperation, and provide
clear research results so that commu-
nity expectations can be satisfied.

‘Privacy: It May Be the Biggest

Worker Issue of All

Hippocrates stated that “Whatever, in
connection with my professional service, or
not in connection with it, I see or hear, in the
life of men, which ought not to be spoken of
abroad, I will not divulge, as reckoning that
all such should be kept secret.”

Researcher access to confidential
records adds to the vulnerability of
workers who participate in work-
place studies. Inappropriate release
of individually identifiable health or
other personal data could adversely
affect a worker’s retention of a job,
insurance, and other employment re-
lated benefits. To avoid or minimize
these risks, the study design must
include adequate safeguards to pro-
tect the confidentiality of the infor-
mation collected. A plan for the
proper management of study data
and records should clearly define
the: (1) control of the collected data,
(2) use of data by others, (3) disclo-
sure of that use to the subject, (4) use
of personal identifiers, (5) who will/
can have access/dissemination of
study data and results, and (6) use or
inclusion of study results in em-
ployee personnel or medical records.
Where several studies are in progress
with the same worker population, the
risks to privacy and confidentiality
are likely to increase, requiring even
more diligence in the management of
confidential data by investigators
and by those monitoring the studies.
Contact and consent materials and
research plans must detail these safe-
guards, as well as limits provided by
the law. The IRB, the researcher, and
the subject must be informed of the
limits and loopholes in the privacy
laws governing workplace medical
and research records, as well as own-
ership of data (that may or may not
be property of the employee) and
applicable state/local laws. The pri-
vacy situation currently is clouded
by Federal Laws (HIPPA) and by
many state laws that address specific
situations such as genetic testing and
privacy. Newer technologies and
electronic transmission of medical
records exceed historic legal protec-

‘Workers as Research Subjects

‘tions available for privacy. The Pri-

vacy Act of 1974 is problematic in
its “routine user” access for “re-
searchers” (and others) to obtain fed-
erally “owned” occupational medi-
cine records. This clause is an easy
conduit into workplace records.*”

The research use of genetic data
and biological samples creates addi-
tional and complex ethical issues.
Because of employment risk poten-
tially associated with genetic screen-
ing or testing, some ethicists and
researchers have argued that genetic
screening or testing should have no
role in the workplace. At a mini-
mum, when studies or medical mon-
itoring include the collection of bio-
logical samples, all planned future
uses of the samples, identifiers, and
the data obtained from the samples,
must be fully explained and accepted
by the participant before beginning
the study. Federal or state guidance
applying to use of biological materi-
als in hospitals or biomedical studies
also applies to the workplace.

Science and Ethics

While it may be unstated, it must
be understood that good scientific
design and methodologies are the
foundation for worker health studies.
If studies do not undergo indepen-
dent peer review process they are
less likely to produce useful results.
If the science is poor, it is unethical
to enroll any subjects, including
worker subjects in the study. Worker
health studies must be scientifically
rigorous to justify the risks that have
been discussed previously.

‘Summary

It must first be acknowledged that
worker studies are subject to human
subjects regulations. The application
of human subject protections to em-
ployees (or former employees) who
participate in workplace research is
necessary for the welfare of the par-
ticipants and to the credibility of the
research. A considered and balanced
approach must be used to address the
unique risks to workers. Such an
approach has been proposed in this
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7paper. Worker subjects must be pro-
tected at least as fully as any other
“vulnerable” human subjects partici-
pating in research.

‘Appendix 1

‘Worker Study Participant Bill of
Rights (A Model)

The rights below are the rights of
every person who is asked to partic-
ipate in a workplace study. As a
study participant, you have the fol-
lowing rights:

1. To be told how your name was
obtained, what the research or
study is trying to find out and if
you will be informed of your
individual results.

2. To be told exactly what will
happen to you in the study and
whether any of the procedures,
drugs, or devices to be used are
different from what would be
used in standard medical or oc-
cupational practice.

3. To be told about any frequently
occurring and/or important risks,
side effects, or discomforts that
may happen to you in the re-
search/study including risk of
loss of privacy, insurance, or
employment.

4. To be told if you can expect any
benefit from participating and, if
so, what that benefit might be
and how realistic are the expec-
tations.

5. To be told of the other choices or
options you have and how they
may be better or worse than
being in the study.

6. To be allowed to ask questions
and have concerns addressed be-
fore agreeing to be involved and
during the course of the study.

7. To be told what sort of medical
treatment is available if any
complications arise and who will
bear the cost.

8. To refuse to participate at all or
to change your mind about par-
ticipation after the study is
started. This decision will not
affect your right to receive the
care you would receive if you
were not in the study or affect
your job in any way. The con-
tinued or further use of your data
or samples after withdrawal
from the study must be made
clear.

9. To receive a copy of the signed
and dated consent form.

10. To be free of employer or union
or study investigator pressure
when considering whether you
agree to be in the study, to de-
cline, or to later withdraw.

11. To know the name(s), title, and
phone numbers of the Project
Investigator(s). “To be provided
the required disclosures, if any,
of possible conflicts of interest
by the researcher or institution
that may compromise the study
or subject.

12. To know how the privacy of
yours records and personnel in-
formation will be protected and
what are the limits of this pro-
tection.

13. To know who will have access
to your study records and re-
sults, and to know who will get
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results:  employer, medical
record repository, or other, and
will that information be used in
future studies? And whether data
will be used in aggregate or
individual results.

If you have any questions about
the research study, you should ask
the Project Investigator or the re-
search assistant. In addition, you
may contact the (Name) Institutional
Review Board (IRB) of record for
this study. The IRB is concerned
with the protection of volunteers in
research projects. You may reach the
IRB office by calling (Contact), on
(Phone number) between the hours
of - & -, (Days of week available) by
e-mail (E-mail address) or in writing
(Address).
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