International Research
Research in foreign countries (including class projects) presents special concerns regarding the rights and welfare of human participants. Investigators must understand the context of the country they are conducting research within. The following issues apply:

· All human participants research in foreign countries must be reviewed by the full IRB regardless of the nature of the research. 

· All materials including consent forms, must have English language translations included with the protocol. 

· Documentation of permission from local authorities is generally required before approval can be granted. To expedite this process, the investigator is asked to provide the name of someone who has knowledge and/or experience in conducting research in that country. 

· Each foreign site where the research will be conducted must have a federal-wide assurance on file with the Office for Human Research Protections (OHRP) or a Memorandum of Understanding may be used instead of the federal-wide assurance. See OHRP web site: http://ohrp.osophs,dhhs.gov/humansubjects/assurance/ass-intl.htm. 

Ethnographic research
The essence of ethnographic research is its "participant observation" methodology. The researcher observes human behavior in natural settings and participates in daily life; human participants can decide whether or not to talk to the researcher and can control the content and amount of information they disclose. This mostly poses minimal risk or no risk. Because it is not in a clear research space such as an interview, but rather about being among people as they are in the world in everyday ways, it is important for the researcher to think about how they will establish informed consent with participants. Informed consent is therefore a dynamic, on-going, negotiated process. These factors will determine whether oral or written consent or a combination is most appropriate. It is suggested that the researcher visit the website of the American Anthropological Association (http://www.aaanet.org) and especially the link to the AAA Committee on Ethics.

Oral history research
Investigators must conduct their research ethically, and a in a manner that provides fully informed consent, respects the well being and safety of their participants, and protects rights to privacy. Oral history activities such as open ended interviews that ONLY document a specific historical event or the experiences of individuals without the intent to draw conclusions or generalize findings would NOT constitute "research" as defined by HHS regulations. However, systematic investigations involving open-ended interviews that are designed to develop or contribute to generalizable knowledge WOULD constitute "research" as defined by HHS regulations and do require review by the IRB. Please contact the IRB administrator with specific situations if you are unclear. 

Prisoners in research projects
Federal regulations require additional safeguards for research involving
prisoners because of the constraints of incarceration may affect the prisoners'
ability to make a truly voluntary and uncoerced decision to participate. (Federal
regulation 45 CFR 46 Subpart C). All research involving prisoners requires
a Category 3 (full) review.

Federal regulations define a "prisoner" as "... any individual involuntarily confined or
detained in a penal institution. The term is intended to encompass individuals 
sentenced to such an institution under a 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."

For purposes of the IRB this would include, individuals held in a prison, county
penitentiary, county or city jail, court, detention facility, hospital prison ward, police
lockup, halfway house, juvenile secure and/or non-secure detention facility, and
juvenile residential placement facility, as well as those committed to a host of
alternative settings, such as day reporting facilities, youth courts and drug courts.

Permitted research - according to federal regulations, research can be conducted
using prisoners, only if the proposed research involves the following:

· "A study of possible causes, effects, and processes of incarceration, and of
criminal behavior...," 

· "Study of prisons as institutional structures or of prisoners as incarcerated
persons....," 

· "Research on conditions particularly affecting prisoners as a class (for example
vaccine trial and other research on hepatitis which is much more prevalent in
prisons than elsewhere; and research on social and psychological problems such
as alcoholism, drug addiction, and sexual assaults)...," or 

· "Research on practices, both innovative and accepted, which have the intent and reasonable probability of improving the health or well-being of the subject..." 

Review procedures - federal regulations require that the IRB consider several additional 
factors beyond its normal review process when the research involves prisoners as 
participants. For example, the IRB must be satisfied that:

· "any possible advantages to the prisoner through his or her participation in the research, when compared to the general living conditions, medical care, quality of food, amenities and opportunities of earnings in the prison, are not of such a magnitude that his or her ability to weigh the risks of the research against the value of such advantages in the limited choice environment of the prison is impaired," 

· "The risks involved in the research are commensurate with the risks that would be accepted by non-prisoner volunteers," 

· "Procedures for the selection of participants within the prison are fair to all prisoners and immune from arbitrary intervention by prison authorities or other prisoners...," 

· "The information is presented in language which is understandable to the subject population," 

· "Adequate assurances exists that the parole boards will not take into account a prisoner's participation in the research in making decisions regarding parole," and 

· "Adequate provision has been made for any follow-up examination or care of participants, given varying lengths of prisoners' sentences." 


Issues related to consent - in a closed institution such as a prison, there may be 
extraordinary interpersonal pressures that intrude into the decision regarding whether
or not to participate as a subject in research. This may be particularly evident in group
situations and classroom environments. Whenever possible, prisoners should be given
the opportunity to reflect on the decision to participate in private.

On occasion, research will be situated in a prison classroom setting assuring the
structured program segment for the day. A prisoner who elects not to participate
in such research should be offered an alternative program for the time in question
to minimize coercion.

Some prisoners may feel they will lose privileges or be punished if they choose not
to participate in research; others may hope for favorable treatment or early release
if they do participate. Prisoners must be assured that they will be neither punished nor
rewarded for their participation, and that they can discontinue their participation at any
time without an institutional penalty.

Many adult prisoners are deficient readers, many have an incomplete formal education,
and many speak English poorly or not at all. Researchers must use necessary measures
to assure that these populations clearly understand the nature of the research and
its potential risks.

Issues related to confidentiality - special care should be taken to avoid requesting 
information in a group setting that could jeopardize the safety of individual prisoners.
In the collection of research data, special care should be taken to assure that 
confidential materials do not come into possession of prison administrators, guards
and correctional officers or other prisoners. 

Prisoners are much more likely than other populations to be associated with sensitive
data. This could include for example, involvement in illegal activity, and HIV/AIDS.
Appropriate safeguards are necessary regarding the collection, storage and destruction
of such information.

Issues related to content - researchers must be aware that research into certain
topical areas within the institutional setting can be potentially dangerous for
participants. For example, the mere act of interviewing a prisoner about sensitive
topics such as gang activity, contraband, and prison prostitution may inadvertently
label the participant as an informant. Great care must be taken to balance the research
against protection of the prisoner as a participant.

The risk of suicide is an ever-present concern in the penal environment. The researcher
must assure that debriefing is available whenever the subject is questioned about
sensitive topics that could evoke self-injury once the prisoner has returned to the privacy
of his or her cell.

