REGULATORY DOCUMENTS

e CV(s)
e IRB approved protocol

e Documentation of human research training completion for all research
personnel

e Applicable Logs

If applicable:

e Signed 1572

e OHRP Project Assurance Documentation (if applicable).
o DEA Certificate

e Lab Certificate(s)

e Lab Normals

¢ Investigator Confidentiality Agreement

e Investigator Conflict of Interest

e Investigator Disclosure of Financial Interest

e Sign-in log for Sponsor representatives

Alternate locations(s) if not filed in this binder

Item Location




