IRB Tip: International Research
IRB guidance for implementing federal and institutional IRB policies 
The conduct of international research raises additional considerations related to human subject protection: knowledge of applicable local laws, regulations, professional conduct and practice, cultural norms, and local community attitudes.  Physical, social and psychological risks may vary from those found in Loma Linda University Health’s local community.  

Research that presents concerns that are unique to a population and its culture would, by necessity, require careful consideration by the IRB and the researcher as to how best to protect the rights and welfare of the subjects. Submissions to the IRB for research projects taking place outside the United States must demonstrate compliance not only with LLUH policies but also the relevant laws of the host country.  The IRB review, in turn, must ensure that the cultural norms of the host country are respected and that the subjects will not suffer adverse consequences from participation, such as being subjected to retaliation from local authorities or the local community.
Demonstration of local knowledge
Researchers will need to provide adequate information for the IRB to gain sufficient knowledge about the research locale to accurately assess the risks and benefits of participation and to provide appropriate protections to subjects.  This can be accomplished in the following manner:

a.
The proposed research protocol should generally be designed to address an issue characteristic of the local setting, or conditions that affect the local setting, particularly in developing countries.  If the research is greater than minimal risk, then the research should be designed to provide potential benefit to the subjects and/or to the local community.  Otherwise, the investigator should provide satisfactory justification as to why the study is proposed to be conducted in the given setting(s).

b.
The investigator may provide the IRB with evidence of local knowledge from literature or other available documentation, or by inclusion of a consultant knowledgeable of the local setting.  For greater than minimal risk studies, the investigator should identify such an individual who is independent of the research team to assist the LLUH IRB review by providing expertise regarding the local site’s culture and norms.  Alternatively, consideration should be given to obtaining review and approval from an ethical review committee that is local to the study site or has particular knowledge of the local setting.  (One source for identification of potential international ethical review committees or IRBs is the list of IRBs registered with OHRP at: http://ohrp.cit.nih.gov/search/.)  Access to local ethical review committees may be facilitated when researchers collaborate with researchers at the local institution.  

Informed Consent
 
Generally obtaining and documenting informed consent must comply with U.S. regulations and LLUH IRB policies.  However, the investigator conducting research at an international site must be knowledgeable if the local regulations differ and inform the IRB accordingly.   For instance, if the legal age of an adult differs in another country from California State law (e.g., 18 years of age), the IRB will accept the local age of majority when considering who may provide their own consent.   

Translations. The investigator is responsible for determining when consent and recruitment documents need to be translated into a language other than English.  The following will guide the investigator in providing translated documents:

1) Initially submit the relevant documents in English for IRB approval, indicating if translations will be provided subsequently.  

2) Then obtain the appropriate translation, submitting them to the IRB with an attestation that the translated version is an accurate rendition of the IRB-approved English version, is consistent in content, style, and level of readability, and does not contain any other information.  

3) For greater than minimal risk studies, a certified translator must provide the attestation described above.  Alternatively, the foreign language text must be back-translated into English.

Impartial 3rd Party.  When conducting the study distant to LLUH, the IRB relies on the investigator to propose someone who is convenient for the subjects to contact to serve as local impartial 3rd party.  This individual should be a respected professional member of the community who is in a position to communicate with the LLU Impartial 3rd Party to work out a resolution of any complaints.  The investigator should: 

i. Provide a name, contact information, and brief explanation of their qualifications to serve in this role.  For greater than minimal risk, this should be documented by attaching the individual’s resume.  

ii. Provide a letter of support from the proposed individual indicating that he/she has read the study protocol, understands the role of impartial 3rd party, and is agreeable to serving in this capacity.  The individual should be provided contact information for the LLUH Impartial 3rd Party and state in the letter of support that he/she will report any complaints or problems to the LLU counterpart.

Letter(s) of Agreement
When the research will be conducted in an institution or organization such as a school, business, or hospital that is not otherwise involved in the research, a letter(s) of agreement (LOA) should be obtained from the appropriate official or authorizing individual.  The LOA should indicate that the research protocol has been reviewed and specifically agree to provide any personnel, facilities, or other required resources.  The letter of agreement must be on letterhead stationery and carry an original signature, or otherwise meet acceptable professional standards for a signed document.

Research Oversight and Data Management 
The IRB submission should provide a plan for oversight of the research while being conducted in an international setting, particularly if the Principal Investigator will not be present at the foreign site. 

The protocol should indicate if data will be analyzed away from the University and include a detailed plan for data collection, protecting the confidentiality of the data, and transport of the data back to LLUH.

Research Involvement of Local Personnel 
The protocol should describe any intent to have individuals other than University personnel consent subjects and/or collect data.  Such individuals should be identified by name or category in the IRB application.   If the non-University person meets the standard for being ‘engaged in research,’ provide a plan for relevant training of such persons in the ethical conduct of human subject research.   If non-LLUH personnel are co-investigators, specify if they will have access to the data for research purposes and the extent of the access.

Transporting Research Data, Specimens, or Materials
Transporting research materials, equipment, data, or specimens out of or into the U.S. must be done in accord with both U.S. and local country regulations and policies.  Some common examples include:

· Taking equipment out of the U.S. is subject to U.S. Export regulations.

· Transmitting personal health information with identifiers out of or into the U.S. must be in accord with HIPAA requirements.

· Importing unsterilized specimens of human and animal tissues (such as blood, body discharges, fluids, excretions or similar material) containing an infectious or etiologic agent requires a permit (USPHS 42 CFR 71) to the U.S.  Details are available at the CDC website http://www.cdc.gov/od/eaipp/.  If the material being imported has been rendered sterile (e.g., radiation or chemical treatment) and is known not to contain infectious agents for humans, a permit is not required for importation.
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