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PR0"ECTION OF HUMAN SUBJECTS I N  STUDIES 

CONDUCTED OUTSIDE THE UNITED STATES 

POINTS To CONSIDER 

Are Human Subjects Involved? 

1. 

2. 

3 .  

4 .  

5. 

6. 

Is 

Does the proposed research provide a detailed 
description of the involvement of human subjects/ 
What are the characteristics of the subject 
population, including the anticipated age range and 
health status? What is the gender and racial/ethnic 
composition? Are fetuses, pregnant women, children, 
prisoners, institutionalized or other vulnerable 
persons involved? 

Are data about living, identifiable individuals 
involved in the form of specimens, records, or other 
data? 

What are the potential physical, psychological, 
social, legal or other risks? What is the 
likelihood of these risks occurring? 

Are there alternative treatments? 

What procedures are there to minimize risks, 
including confidentiality? What kind of medical or 
professional interaction is available in the case of 
adverse effects to subjects? Are there methods to 
monitor data collected to ensure safety of 
participants? 

Are the risks to subjects reasonable in relation to 
anticipated benefits to subjects and to knowledge 
expected to result from the research? 

the Research ExemDt? On What Basis? 

Institutional Review Board (IRB) 

1. Is there a domestic institutional review board that 
will review the research? 

and/or 

Is there a local group that fulfill the criteria and 
perform the functions of an institutional review 
board? If so, where is it located? 

2. Who are the members? Can the membership criteria in 
Sec. 107 of the Common Rule (32 CFR 219.107) be 
fulfilled? 
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3. Are there any conflicts of interest? For example, the 
investigator(s) must not be a member for purposes of 
his/her research, vote, or be present during IRB 
proceedings except to present his/her research and to 
answer questions. 

4. Does/will the IRB assess: 

- Risks to subjects and how they can be minimized? 

- Risk/benefit ratios? 

- Equitable selection of subjects? 

- Informed consent process, context and documentation? 

- Confidentiality? 

- Special protections for vulnerable subjects? 

- Does/will the board meet as often as needed and at 
least annually? 

- Does/will the board keep minutes and records? 

- Does the board have sufficient autonomy and 
authority to be able to disapprove a protocol or to 
take action to suspend or terminate a protocol? 

D. ReDortinq 

1. How will the research institution report to the sponsor 
or agency (and to the IRB) unanticipated problems 
involving risks to human subjects, instances of serious 
noncompliance or suspension or termination of IRB 
approval? 

E. Informed Consent 

1. What is the process to inform subjects about the study? 

2. Are all required elements of informed consent included in 
the process? If not, why not? 

3. Is there. any exculpatory language? 

4. Will a short form or long form be used? 

5. Where will documents be kept (if applicable)? 

6. Is there a provision to give each participant an informed 
consent document (if applicable)? 
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7. If informed consent or parts of it are waived, can this 
be justified? For example, is the study minimal risk? 
- and will waiver or alteration affect the rights and/or 
welfare of the subjects? and could the research not be 
practically carried out without alteration or waiver? a, if appropriate, will subjects be provided with 
additional information after the study? Clinical 
research involving Food and Drug Administration (FDA) 
regulated products must meet the requirements of 21 CFR 
Part 5 0 ,  which does not include a waiver provision for 
informed consent. 

F. Documentation/Assurances 

Does/will the institution provide accurate documentation 
addressing the following? 

1. 

2. The institutional review board and its membership? 

A statement of principles governing protection of human 
subjects in the institution in protecting human subjects? 

3 .  The procedures it will follow to conduct initial and 
continuing review and report findings and noncompliance, 
and review changes to the protocol? 

4 .  The name of the responsible official who will act for the 
institution in protecting human subjects? 

G .  Additional Considerations - Based on Experience in 
Implementation: 

1. 

2. 

3 .  

It is important to emphasize that human subjects 
protections are important during the initial formulation 
of research. Participants need to be aware that there 
are requirements for descriptions, analysis, review, and 
documentation. 

Situations which result in conflicts of interests on an 
IRB often arise when institutions assemble an IRB with 
the investigator(s) as a member. Or, if the IRB is the 
same group that formulates and endorses the scientific 
approach for the proposed research, there is an inherent 
conflict of interest. This type of situation should be 
discussed during initial discussions with foreign 
collaborators. 

Informed consent procedures do allow some flexibility in 
documentation and information given, but justifications 
for flexibility must be carefully delineated. 
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.- 

4. Permission from community and/or tribal leaders may be 
necessary for the success of the project, but it must not 
substitute for individual informed consent. Waiver of 
individual consent may be made if conditions in 32 CFR 
219.116 are met and approved by the IRB. 

QUESTIONS FOR FOREIGN INSTITUTIONS 
NARRATIVE FORMAT FOR PROVIDING AN ASSURANCE OR DETERMINING 

AT LEAST EQUIVALENT PROTECTIONS 

1. 

2. 

3 .  

4 .  

5. 

Please describe what princiBles govern your institution 
that address protecting the rights and welfare of human 
subjects of research (e.g. Declaration of Helsinki, 
Council of International Organizations of Medical 
Sciences Proposed Guidelines). 

Please describe the institutional review board (IRB; 
group to protect human subjects) in your institution 
which can act to review this protocol to protect human 
subjects? The IRB must be able to address the following 
concerns: Minimal risk to participants; risks to 
participants and benefits to participants and others; 
fair selection of participants: special protections for 
vulnerable participants; informed consent of participants 
and how this will be documented; monitoring data for 
safety; confidentiality of data. 

Please describe the membershir, of the IRB. Who serves as 
chairperson? 
degrees and affiliations: (The IRB should include at 
lease five persons: at least one unaffiliated with the 
institution; one scientist; one non-scientist; both men 
and women; someone with expertise about the research and 
who knows about the community(ies) from which 
participants will be drawn.) 
investigator or family members will not be part of the 
IRB proceeding or vote. 

Who are the members and their educational 

Note that the principal 

Please describe how the IRB will conduct its initial and 
continuing review and how the IRB will be informed 
promptly of any changes contemplated in the protocol. 

Please describe the informed consent Drocess and provide 
the document(s) to be used to advise participants about 
the research and seek their consent. 

If informed consent is not obtained via a written 
document, please describe how the consent will be 
obtained. There must be a witness to the oral 
presentation to sign the document containing the 
information presented to the participant. 
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If informed consent is not sought or all the required 
elements are not addressed, please indicate the 
conditions that the IRB cites that are appropriate to 
justify waiving consent or specific elements. 

6. Please describe how you will maintain the records (copies 
of research protocols: minutes: review records: 
correspondence: IRB members, degrees and affiliations: 
procedures; statements of new findings to give to 
participants) . 

7. Please describe how the IRB, your institution, and this 
research sponsor or U.S. agency will be informed of any 
serious or continuing noncompliance with human subjects 
protections or if the IRB has suspended or withdrawn its 
approval. 

Please provide the sianature of the institutional 
official responsible for this project and for making sure 
that human subjects are protected. 

8 .  

May 1993 
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