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UC IRB Checklist for Protocol Review by a Commercial IRB
Commercial IRB Name: 
UC Principal Investigator:      
Phone #:      
Pager:      
Department:      
Campus ML and Address:      
E-mail:      
Fax No.:      
UC Contact Person:      

     

Pager:  FORMTEXT 

     

Phone #: 
Department:      
Campus ML and Address:      
E-mail:      
Fax No.:      
ePAS Study Number: 
Sponsor:      
Sponsor's Protocol Number: 
Sponsor Contact Name:      
Sponsor Contact Phone Number:      
Sponsor Contact E-mail address:      
Sponsor Contact Fax:      
Please check your response to the following questions:

	1. Is this human subjects research study designed to evaluate prospectively the safety and/or effectiveness of new drugs or devices or of behavioral interventions?

(Usually a clinical trial but could be a sponsor's registry.)
	 FORMCHECKBOX 
 YES
	Continue to Question 2.

	
	 FORMCHECKBOX 
 NO
Stop here!

	Submit to UC IRB  for review. 


	2. Is the protocol designed and written by the sponsor? 
	 FORMCHECKBOX 
 YES
	Continue to Question 3.

	
	 FORMCHECKBOX 
 NO

Stop here!

	Submit to UC IRB for review.


	3. Is the sponsor of the research a for-profit entity/company?
	 FORMCHECKBOX 
 YES
	Continue to Question 4.

	
	 FORMCHECKBOX 
 NO

Stop here!

	Submit to UC IRB for review.


	4. Does the sponsor hold ALL IND/IDE’s for this project?
	 FORMCHECKBOX 
 YES
	Continue to Question 5.

	
	 FORMCHECKBOX 
 NO

Stop here!

	Submit to UC IRB for review.

	5. Is the proposed research a Phase I study?  
	 FORMCHECKBOX 
 YES

Stop here!
	Submit to UC IRB review.

	
	 FORMCHECKBOX 
 NO

	Continue to Question 6.

	6. Does the proposed research involve embryonic stem cells or xenotransplantation?
	 FORMCHECKBOX 
 YES

Stop here!
	Submit to UC IRB review.

	
	 FORMCHECKBOX 
 NO
	Continue to Question 7.



	7. Would this proposal require review by the Institutional Biosafety Committee or the Radiation Safety Committee? 
	 FORMCHECKBOX 
 YES

Stop here!
	Submit to UC IRB for review.

	
	 FORMCHECKBOX 
 NO

	Continue to Question 8.

	8. Does the proposed research involve research funds from a federal or other not-for-profit funding source?
	 FORMCHECKBOX 
 YES

Stop here!
	Submit to UC IRB review.

	
	 FORMCHECKBOX 
 NO

	Continue to Question 9.

	9. Will this protocol include VAMC or CCHMC as a site?  (VAMC and CCHMC do not accept external IRB review.)
	 FORMCHECKBOX 
 YES

Stop here!
	Submit to UC IRB for review.

	
	 FORMCHECKBOX 
 NO
	Submit the study to the IRB in ePAS with completed Form I attached to the XIRB page.


The UC IRB reserves the right to withhold any new research protocol, regardless of industry sponsorship, from being sent to Western IRB for review.
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