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	___________

IRB #
	Site Number: ___ ___ ___ ___
	__________________________________________________________________

Principal Investigator Name (please print)


	As the Principal Investigator (PI) for the _________________________________, IRB number _____________I have authorized the following personnel to assume the indicated study authority.  I understand that this in no way alters my responsibilities as defined by ICH/GCP, applicable regulations, and the clinical trial agreement (or equivalent).

Principal Investigator Signature:____________________________________________________________________            

Date:____________________________________




	Personnel Name

(Please Print)
	Initials
	Role in Study

(PI, CRC, Co-I, Pharmacist, etc.)
	Authorized Functions*

(List all that apply from list below)
	Start Date
	End Date
	PI Initials/Date

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


	*Authorized Functions

	1. Obtaining Informed Consent
	7. Instruction on Study Drug Administration
	13. DCF/Query Resolution

	2. Subject Screening
	8. Dispensation of Study Drug
	14. IRB/IEC Communication

	3. Physical Examination and History
	9. Study Drug Accountability
	15. Other (please specify):

	4. Affirmation of Inclusion and Exclusion Criteria
	10. Assess Adverse Events/SAEs
	16. Other (please specify):

	5. Subject Randomization
	11. Reporting of SAEs
	17. Other (please specify):

	6. Subject Follow-Up Visit
	12. CRF Completion and Correction
	18. Other (pleas specify):


	As the PI for the above-mentioned study, I confirm that all listed personnel were delegated the indicated study authority as documented.

Principal Investigator Signature (at study close-out): _______________________________________        Date: _________________
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