Collaborative Research

Complete this form if the Local Investigator is the Lead Investigator on a Multi-Center Study or if a BH site is serving as the Coordinating Center for a Multi-Center Study.
Collaborating Sites: List all other sites where study activities (e.g., recruitment, enrollment, study procedures, analysis of identifiable data, etc.) will take place (see DHHS 10/16/08 guidance on Engagement of Institutions in Research http://www.hhs.gov/ohrp/humansubjects/guidance/engage08.html

).  Include copies of the IRB approvals with your submission.  For sites that do not operate under an IRB, indicate whether the site has granted permission for the research activity to take place and include documentation of this permission with your submission.  Additional agreements may be required depending on the nature of the research activities.
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Site Coordination:

Describe the plan for the management communication of information that is relevant to the protection of human subjects, such as reporting of unexpected problems, protocol modifications, and interim results.  Describe plan for quality monitoring.
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