International Research Advisory Committee Checklist


Date of meeting: 
Members present: 
Ad hoc members present: 
The PI and mentor (if applicable) 
Protocol #:


Requirements for International research:

1. The researcher has provided the same or equivalent protection to human participants in research conducted in other countries.

2. The researchers are aware of the local laws and cultural context in all locations where the research is conducted.

3. The study is designed to comply with local laws and adhere to cultural norms.

OHRP has helpful reference materials for international research, including a searchable database for international IRBs and country-specific listings of local laws related to Drugs/Devices, Privacy/Data Protection, Biological Samples, Genetic research, and Embryo/Stem Cell research. Please see the following links:

Find IRBs: http://ohrp.cit.nih.gov/search/search.aspx?styp=bsc (choose Advanced Search)
Local laws (follow link): http://www.hhs.gov/ohrp/international/intlcompilation/intlcompilation.html
Especially for DoD funded international research COMIRB will verify the following:

· 1. The researcher has permission to conduct research in that country by certification, or local ethics review. The COMIRB IRAC will request the local IRB or ethics approval and the study will not be approved to begin recruitment until a copy has been obtained by COMIRB. If a local ethics review is not available then the committee will request from a respected local resource such as a local tribal elder or local partner organization.

· 2. The researcher follows all local laws, regulations, customs, and practices. IRAC membership is made up of UCD faculty with expertise in conducting research internationally and the IRAC reviewers will ensure that all local laws, regulations, customs and practices are followed prior to moving forward for a board and/or Chair review in collaboration with the local ethics board. The IRAC team may also consult with university legal counsel as needed.
Assessment:

The researchers have sufficient knowledge of the local research context to be able to design and carry out research in a way that protects the rights and welfare of the participants and produce viable results:
Appropriate local laws have been identified and addressed:
Appropriate community leaders and stakeholders have been consulted to provide important insight into the local research context:
An appropriate local IRB or Ethics Committee has been identified or an appropriate local contact has been identified:
The recruitment and plan for obtaining informed consent as outlined are appropriate within the local cultural context:
The risks of the study have been appropriately identified and the risks have been appropriately minimized in accordance with the local laws and cultural context of the sites:
There is an appropriate communication and coordination plan with mentor, IRB and other oversight groups while the study is being conducted:
Additional comments:

Determination 

No concerns
Acceptable with recommendations
Resubmit to International Research Advisory Committee
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