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https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-a-

november-2-2016-letter/index.html

(4) Guidance for Industry; Using a Centralized IRB Review Process in Multicenter Clinical
Trials. the Center for Drug Evaluation and Research (CDER), the Center for Biologics
Evaluation and Research (CBER), the Good Clinical Practice Program in the Office of the
Commissioner (OC), and the Office of Regulatory Affairs (ORA) at the Food and Drug
Administration. March 2006. Available at http://www.fda.gov/cder/guidance/index.htm

(5) Cooperative Research -Information Sheet; Guidance for Institutional Review Boards and
Clinical Investigators. US FDA. Available at

https://www.fda.gov/Regulatorylnformation/Guidances/ucm126422.htm

(6) Non-local IRB Review - Information Sheet; Guidance for Institutional Review Boards and
Clinical Investigators. US FDA. Available at

https://www.fda.gov/Regulatoryinformation/Guidances/ucm126423.htm
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