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�ƒ The Common Rule

�ƒ U.S. FDA regulations/ GCP and ICH/GCP

�ƒ Clinicaltrials.gov 

�ƒ Agency specific policies and guidance

�ƒ Legal and ethical requirements of collaborating 
and host jurisdiction(s)

�ƒ International guidance, e.g. CIOMS, Helsinki, and 
others


