INSTITUTIONAL REVIEW BOARD (IRB)
OFFICE FOR HUMAN RESEARCH PROTECTION

Knowledge of the Local (domestic and international)
Research Context
Content Applies To
Mayo Clinic Human Research Protection Program

Purpose
This policy describes the responsibilities of the Institutional Review Board (IRB) and
investigators to obtain and demonstrate knowledge of the, i.e. laws, regulations, and
customs, where domestic or international research is to be conducted - the 'local
research context'.

Policy
It is the policy of the Mayo Clinic IRB to obtain sufficient knowledge of the local research
context, regardless of the geographical location of the research, in order to fulfill its
responsibilities to the protection of human research subjects under its Federalwide
Assurance (FWA).

Investigator Responsibilities


The investigator will provide documentation of the local research context such as:
o Types of subject populations to be involved,
o Geographical area in which the research will be conducted, and/or
o Other relevant factors that may influence the conduct of the proposed
research.



Provide documentation to adequately address the qualifications of the Mayo
researchers and research staff/co-investigator(s) to conduct research in a
location, and to demonstrate knowledge of local laws, regulations, customs, and
practices.
o Documentation may be contained within the investigator CV, for example,
or may include proof (letter, transcript, certificate of attendance) of
training/education/orientation specific to the region where the research will
be conducted.



The Investigator will promptly report any changes in the local research context to
the IRB.

IRB Responsibilities
The IRB will have the experience and expertise necessary to review and make
determinations regarding the local research context. This may be achieved through:


IRB Member personal familiarity of the local research context.



A written review by a consultant(s) with knowledge of the local research context.



A consultant may be invited to participate in the convened meeting discussion of
the research proposal.

The IRB will review and confirm that the Mayo researchers are qualified to conduct
research in the local context and are knowledgeable of local laws, regulations, customs,
and practices. The IRB will seek the advice of legal counsel, as necessary.

International Research
All policies and procedures that are applied to research conducted domestically are
applied to research conducted in other countries. The Mayo Clinic IRB, through its
policies and procedures, will ensure the safe and ethical conduct of international
research, including communication and coordination with the IRB of the host country.
Refer to the IRB document IRB Approval of International Research for detailed
requirements.
The Principal Investigator will provide the Mayo Clinic IRB with contact information for
the appropriate officials of the host country IRB.
The institution must also have their institution's IRB approval in order to be submitted for
Mayo Clinic IRB approval.

Federally Funded International Research
When the research at the international site is sponsored by a U.S. Federal agency,
Mayo Clinic requires that the institution be registered with the U.S. Department of
Health and Human Services (DHHS) Office for Human Research Protections (OHRP)
and hold a Federalwide Assurance. Registration is the responsibility of the international
site's IRB.

To locate institutions/organizations with registered IRBs, FWAs
1. Access the OHRP Home website at http://www.hhs.gov/ohrp/.
2. Go to IRBs and Assurances.
3. Select Status of IRBs and FWAs
4. Select access to online database at:
http://ohrp.cit.nih.gov/search/search.aspx?styp=bsc
5. Select the tab for ORGs, IRBs, FWA number, or Documents Received in Last 60
Days, as applicable.
6. Use the Advanced Search option to search for the country, institution,
organization name, or other identifier (FWA number, IRB number, etc.).
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