


A Long US history of
INnmate
experimentation

o 1944 - |llinois's Statesville Prison

o 1947 - American Medical Association (AMA) approved
using prisoners as subjects as long as voluntary consent
from subjects was given, prior animal experimentation
had occurred, and conducted under the authority of
properly qualified clinical researchers.

o Prisoners consented to participate in medical
experiments in exchange for reduced sentences, more
comfortable surroundings or money

o Prison research was considered to be ethically
acceptable

o 1952 - Prison research became so common that critics
argued heinous criminals should not be allowed to reap
the benefits of the inducements
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Beginning in 1944, hundreds of Illinois prisoners submitted to experimental cases of malaria as researchers attempted to find more effective means to prevent and cure tropical diseases that ravaged Allied forces in the Pacific. The governor of Illinois commissioned an expert panel to examine the ethics of using state prisoners as research subjects. The committee was chaired by Andrew Ivy, a prominent University of Illinois physiologist and the chief expert witness on medical ethics for the prosecutors at the Nuremberg Medical Trial.  The American medical association with Dr. Ivy at the helm, adopted new guidelines for prisoner research – the committee stipulated that voluntary consent from subjects must be obtained, there must be prior animal experiments with the experimental drugs to show safety, and the research must be conducted under the authority of properly qualified clinical researchers. The committee pronounced the wartime experiments at Statesville Prison were "ideal" in their conformity with the newly adopted rules of the American Medical Association’s guidance. The appearance of this report in the nation's leading medical journal both represented and reinforced the sentiment that prison research was ethically acceptable. Many prisoners were considered to be lucky if they were housed at a prison aligned with a pharmaceutical company as they may receive money or reduced sentences if they participated. By 1952, research in prisoners was so common that the AMA adopted rules stating that persons convicted of murder, rape, arson, kidnapping, treason, or other heinous crimes should not be allowed to reap the benefits of research.  Their crimes could not permit an early release or a more comfortable surrounding.

June 25, 1945 picture, army doctors expose patients to malaria-carrying mosquitoes in the malaria ward at Statesville


Holmesburg Prison
Philadelphia,
Pennsylvania

o Albert Kligman, MD Dermatologist

o 1951 - Initially invited into the prison to control
athlete's foot at the request of prison officials

o Through 1974 dozens of experiments were
conducted on hundreds of prisoners



Presenter
Presentation Notes
 For more than two decades, from the mid-1950s through the mid-1970s, inmates were used, in exchange for a few dollars, as guinea pigs in a host of medical experiments. For decades prisoners were enrolled into trials ranging from phase 1 drug trials to psychological manipulation experiments. Public sentiment didn’t turn against prisoner research until the Holmesburg prison scandal was revealed. Dr. Albert Kligman, a local dermatologist, was Initially invited into the Holmesburg prison in 1951 to control athlete's foot at the request of prison officials. His treatment was successful, and he inquired with officials about conducting future studies at the prison in collaboration with the University of Pennsylvania.
Dr. Kligman established Holmesburg as a laboratory testing ground. Hundreds of prisoners were used to test products from facial creams to far more hazardous, even potentially lethal, substances such chemical warfare agents for the government. During the Holmesburg experiments, inmates could earn up to $1,500 a month by participating. The only other jobs were at the commissary or in the shoe and shirt factory, where wages were usually about 15 cents to 25 cents a day.  Inmates gave verbal consent to participate but the incentives were far to great for many to say no or realize the risks. Without any real knowledge of risks, priosners agreed to participate in trials using radioactivity, chemical testing and pesticides. The 1973 Congressional Hearing on Human Experimentation, which was conducted to discuss the Tuskegee syphilis study also brought into light other vulnerable populations such as prisoners, which the media quickly began calling “human guinea pigs”.  The Senate hearings, along with newspaper reports interviewing the inmates, quickly turned public sentiment against penal experimentation.  The county prison boards in Pennsylvania realized human experimentation was no longer acceptable to the American public. Swiftly, human testing on prisoners was phased out in the United States by 1978.


Why the need for
separate regulation?

o In 1978, the U.S. Department of Health and Human
Services (HHS) issued regulations addressing
prisoners as a vulnerable research population

o The U.S. government created - 45 CFR 46, Subpart C

o The regulations in this subpart are applicable to all
biomedical and behavioral research conducted or
supported by HHS involving prisoners as subjects.
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In 1976, the U.S. National Commission for the Protection of Human Subjects issued a report on the issues involved with performing experiments on prisoners. These regulations were developed as a result of the exploitation of prisoners to test drugs and medical devices. For example, it is estimated that, until the early 1970s, nearly 90 percent of all new pharmaceuticals were first tested in prison populations.  As a result, in 1978, the U.S. Department of Health and Human Services (HHS) issued regulations addressing prisoners as a vulnerable research population and created what we refer to as Subpart C.


Why do prisoners need
special protections?

1. The ability of prisoners to exercise free choice
is limited because their autonomy is restricted.

2. Confidentiality of participation is difficult to
maintain due to limited privacy of prison
spaces.

3. Inducements offered by researchers to
prisoners may create undue influence.

4. Prisoners may represent a population of
convenience for researchers

5. Prisoners may not reap the benefits from
research participation due to the limits of their
incarceration.
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The National Commission’s (1976) report presented several reasons that supported carving out special protections for prisoners as research subjects: They identified 5 specific vulnerabilities in this population.
The ability of prisoners to exercise free choice is limited because their autonomy is restricted. Unlike other research participants, this population may be concerned about repercussions if they refuse to participate in the research.
Confidentiality of participation is difficult to maintain due to limited privacy of prison spaces. These spaces may be subject to monitoring through audio and visual recordings.  Prisoners will have a difficult time believing their participation is truly confidential. 
Inducements offered by researchers to prisoners may create undue influence. Since prisoners have limited access to money, even small compensation may have more value to a prisoner than a non-prisoner.  
Prisoners may represent a population of convenience for researchers. This was certainly true up until the mid 70’s. Researchers argued that they could save money and reduce cofounding variables in a prison environment.  Clearly this is a great example of why prisoners needed added special protections in the regulations.
Prisoners may not reap the benefits from research participation due to the limits of their incarceration. So, not all inducements, or compensations are able to be given due to restrictions.



What does the
definition of
prisoner
encompass?

"Prisoner" is defined by HHS regulations as "any individual involuntarily
confined or detained in a penal institution.

Encompasses individuals sentenced to such an institution under criminal or
civil statute, individuals detained in other facilities by virtue of statutes or
commitment procedures which provide alternatives to criminal prosecution
or incarceration in a penal institution, and individuals detained pending
arraignment, trial, or sentencing.

Individuals who are detained in a residential facility for court-ordered
substance abuse treatment as a form of sentencing or alternative to
Incarceration are prisoners

Individuals with psychiatric illnesses who have been committed involuntarily
to an institution as an alternative to a criminal prosecution or incarceration
are prisoners

Parolees who are detained in a treatment center as a condition of parole are
prisoners
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What does the definition of prisoner encompass? The term is intended to include individuals sentenced to an institution under a criminal or civil statute. Regulations do not automatically consider a person under a court order to be a “prisoner” under Subpart C. Study participants on parole or probation are NOT considered to be prisoners. Persons in post-release criminal justice halfway houses are presumptively NOT considered prisoners. Individuals with psychiatric illnesses who have been committed involuntarily to an institution as an alternative to a criminal prosecution or incarceration are prisoners. Parolees who are detained in a treatment center as a condition of parole are prisoners



What does the
definition of
prisoner NOT
encompass?

Individuals who are receiving non-residential court-ordered
substance abuse treatment and are residing in the community
are not prisoners.

Individuals who have been voluntarily admitted to an
institution for treatment of a psychiatric illness, or who have
been civilly committed to nonpenal institutions for treatment
because their illness makes them a danger to themselves or
others, are not prisoners.

Persons living in the community and sentenced to community-
supervised monitoring, including parolees, are not prisoners.

Probationers and individuals wearing monitoring devices are
generally not considered to be prisoners
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We always encourage PI’s to discuss specific research scenios around the definition of prisoners in research, The UVM IRB may need to consult with OHRP when questions arise about research involving these nuanced populations.


What are the four categories for permissible research
involving prisoners? (45 CFR 46.306)

Secretary of the Department of Health and Human Services has
consulted with appropriate experts in penology medicine and
ethics. The Secretary must also publish notice in the Federal
Register of his/her intent to approve the research.

Minimal risk is the probability and magnitude of physical or
psychological harm that is normally encountered in the daily
lives, or in the routine medical, dental, or psychological
examination of healthy persons.

Category 1

o The research proposes to study the possible causes, effects,
and processes of incarceration, and of criminal behavior. The
study must be no more than minimal risk and no more than
inconvenience to the participants. 46.306(a)(2)(i).

Category 2

o The research proposes to study prisons as institutional
structures or to study prisoners as incarcerated persons. The
study must be no more than minimal risk and no more than
inconvenience to the participants. 46.306(a)(2)(ii)

Category 3

o

The research proposes to study the conditions particularly
affecting prisoners as a class. (For example: A vaccine trial
and other research on hepatitis, which is much more
prevalent in prisons than elsewhere or research on social and
psychological problems such as alcoholism, drug addiction
and sexual assaults.) 46.306(a)(2)iii)

Category 4

o

Research on practices, both innovative and accepted, that
have the intent and reasonable probability of improving the
health or well-being of the subject. In cases in which those
studies require the assignment of prisoners in a manner
consistent with protocols approved by the IRB to control
groups that may not benefit from the research 46.306(a)(2)(iv)
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Investigators should understand the 4 permissible categories of research prior to submitting to the IRB so that they design their protocol to adhere to these regulations.  The IRB may only approve studies involving prisoners if the research falls into one of the following four categories under Subpart C. The most commonly applied categories are 1 and 2.  This is the only categories of prisoner research we have reviewed and approved here at UVM. Category 1 states - The research proposes to study the possible causes, effects, and processes of incarceration, and of criminal behavior. The study must be no more than minimal risk and no more than inconvenience to the participants. Category 2 states - The research proposes to study prisons as institutional structures or to study prisoners as incarcerated persons. The study must be no more than minimal risk and no more than an inconvenience to the participants.  Both of these categories need to adhere to the definition of  Minimal risk.  Minimal risk is defined the probability and magnitude of physical or psychological harm that is normally encountered in the daily lives, or in the routine medical, dental, or psychological examination of healthy persons. Category 3 and 4 may only proceed after the Secretary of the Department of Health and Human Services has consulted with appropriate experts in penology medicine and ethics. The Secretary must also publish notice in the Federal Register of his/her intent to approve the research. Category 3 states - The research proposes to study the conditions particularly affecting prisoners as a class. (For example: A vaccine trial and other research on hepatitis, which is much more prevalent in prisons than elsewhere or research on social and psychological problems such as alcoholism, drug addiction and sexual assaults.) Category 4 states - Research on practices, both innovative and accepted, that have the intent and reasonable probability of improving the health or well-being of the subject. 

In addition to the 4 categories, there is also a seldom used waiver under the regulations for epidemiologic studies in which the purpose is to describe the prevalence or incidence of a disease by identifying all cases, and (2) To study potential risk factor associations for a disease. Interestingly, this was the case this past year in which covid cases affected prisoners equally as non prisoners and were included in many national epidemiologic studies.





ADDITIONAL FINDINGS THAT THE UVM IRB MUST
MAKE AT TIME OF REVIEW 45 CFR 46.305(a)
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Once the IRB has determined that the study is permissible with prisoners, the IRB must make the following additional findings under 45 CFR 46.305(a).  The Committee will review and discuss the protocol at a convened meeting and then review and confirm that each of the conditions have been satisfied.
2.Any benefits to the prisoner which may result from being in the research, when compared to the general living conditions, medical care, quality of food, amenities and opportunity for earnings in the prison, do not impair his or her ability to weigh the risks of the research against the benefits in the prison environment.
3.The risks involved in the research are commensurate with risks that would be accepted by non-prisoner volunteers.
4.Procedures for the selection of subjects within the prison are fair to all prisoners and control subjects must be selected randomly from the group of available prisoners who meet the characteristics needed for that particular research project.
5.The study information is presented in language that is understandable to the subject population.
6. Parole boards will not consider a prisoner's participation in the research in making decisions regarding parole, and each prisoner is clearly informed in advance that participation in the research will have no effect on his or her parole.
7. Adequate provisions have been made for follow-up examination or care, considering the varying lengths of individual prisoners' sentences, and for informing participants of this fact.



TRAINING SPECIFIC TO PRISONER POPULATIONS

Additional training requirements through the CITlI module are required

4 for all key personnel working on research protocols involving more than
... minimal risk protocols that include a prisoner population.
L 1| L

X PROGRAM
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In addition to the federal regulations, the UVM IRB has an additional training requirement through their on-line CITI training module.  The module discusses the regulations and a little history and issues a quiz on comprehension at the end.  Researchers are required to pass the training in addition the IRB training and GCP training if applicable.  
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So how is the IRB composition revised when reviewing research involving prisoners? The convened UVM IRB committee must include at least one member who is a prisoner or a prisoner representative with appropriate background and have experience working with the population. The review requirements differ from other IRB reviews for the initial review, continuing review, full-board modifications, and any reportable unexpected or unanticipated problems.  Acceptable representatives could be a prison chaplain, psychologist, or a prison social worker.  The UVM IRB currently has 2 voluntary prisoner representatives that sit on the medical and behavioral boards.  Both prisoner reps are lawyers and prison rights advocates who are employed by the state of Vermont. They volunteer their time for free to review protocols and attend meetings.


What
happens if a
research
participant
becomes a
porisoner
during the
research?
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