[bookmark: _GoBack]REVIEWER CHECKLIST
Human Embryonic Stem Cell (hESC) Use



Project and Reviewer Identification     (To be completed by R&DC Staff)
	Project Number
	

	Title of Project
	

	Reviewer
	

	Review Assignment 
	
If the assigned reviewer has a Conflict of Interest, check the box below and return to the IRB Staff
|_|  I have a conflict of interest and am returning this form without action.



Section 1:   PI and Study Team Information      
	
	YES
	NO
	N/A

	1. Does the Principal Investigator(s) and other investigators listed as part of the study team have adequate expertise to conduct and oversee the project as described?
	|_|
	|_|
	|_|

	2. Is the investigator only analyzing publicly accessible data from unapproved lines or derivatives?  If yes, skip to 
	|_|
	|_|
	|_|

	3. Has approval of NIH Form 2890 been obtained? If not, explain in comments section.
	|_|
	|_|
	|_|

	4. Are all cell lines and derivatives to be used in this study listed on the NIH Human Embryonic Stem Cell Registry?  If no STOP.
	|_|
	|_|
	|_|

	Comments:

[bookmark: Text8]     












Section 2:   Animal Research 
	The Reviewer may also attach a separate summary of the project that is used to brief Board members during a convened meeting.
	YES
	NO
	N/A

	1. Are the human stem cells being studies in an animal model?  If no, skip to section 3)
	|_|
	|_|
	|_|

	2. Have animal housing and oversight arrangements been made to ensure that no accidental/inadvertent breeding can occur?  
	[bookmark: Check1]|_|
	[bookmark: Check2]|_|
	[bookmark: Check3]|_|

	3. There is a plan to sterilize or euthanize the animals when the NIH-funded experiment is complete. The euthanasia method should be compliant with the AVMA Guidelines for the Euthanasia of Animals or scientifically justified.
	[bookmark: Check189]|_|
	[bookmark: Check190]|_|
	[bookmark: Check191]|_|

	4. There is a plan to ensure that the gametes from the animals will never be mixed with opposite sex gametes from any species, and will never be used to attempt to create embryos (including chimeric embryos), either in vitro or in vivo, either using NIH or non-NIH funds.
	|_|
	|_|
	|_|

	5. There is a plan for how the gametes or germ cell progenitor tissues will be tracked while in storage, both during and after the completion of the NIH-funded experiments.  
	[bookmark: Check48]|_|
	[bookmark: Check49]|_|
	[bookmark: Check50]|_|

	Comments:
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Section 3:   Agreements          
	
	YES
	NO
	N/A

	     1.   Has the research team negotiated a Material transfer agreement with the cell provider in order to specify their rights and responsibilities concerning resulting data, publications, and potential patents.
	|_|
	|_|
	|_|

	Comments:

[bookmark: Text7]     







Section 14:  Reviewer Recommendation
	The reviewer must check one of the boxes below and return a copy to the Research Office for inclusion in the review packet. 
	|_|
	The project meets the NIH guideline requirements for use of human embryonic stem cells

	|_|
	This project will meet the NIH guideline requirements if the following modifications are made (see required modifications below.

	|_|
	The project does NOT meet the NIH guideline requirements for use of human embryonic stem cells, see comments below.




	Required Modifications If applicable)
     








_______________________________                                       _________________________
Reviewer Signature                                                                          Date
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