	ALBERT EINSTEIN COLLEGE OF MEDICINE & MONTEFIORE MEDICAL CENTER 

EMBRYONIC STEM CELL RESEARCH OVERSIGHT (ESCRO) COMMITTEE 

hESC PROTOCOL APPLICATION FORM

	

	COMPLETE AND RETURN THIS FORM WITH 1) A COPY OF THE CCI/IRB APPLICATION AND 2) A COMPLETE COPY OF THE GRANT APPLICATION OR A FULL, DETAILED PROTOCOL.  HIGHLIGHT THE DESCRIPTION OF THE TECHNIQUES TO BE USED WITH hESCs.

	NOTES:
	· CCI/IRB review is required for all research involving hESCs.

· A Material Transfer Agreement (MTA) is required if specimens or cell lines will be transferred to external institutions.

· Documentation of ESCRO Committee approval/exemption will be provided subsequent to review.

	

	PI/Faculty Sponsor:
	     
	Phone:
	     
	Fax:
	     

	Department:
	     
	School:
	     

	Office Address:
	     
	Email:
	     

	

	

	Title of Protocol:  
	CCI/IRB #:      

	     

	

	Check all sites where research will take place.  For sites not listed, check “Other” and enter the name(s) below:

	 FORMCHECKBOX 
 MMC: Moses
	 FORMCHECKBOX 
 Einstein
	 FORMCHECKBOX 
 JMC
	 FORMCHECKBOX 
 OTHER:
	     

	 FORMCHECKBOX 
 MMC: Weiler
	 FORMCHECKBOX 
 CRC
	 FORMCHECKBOX 
 NCB
	 FORMCHECKBOX 
 OTHER:
	     

	

	

	FEDERAL SUPPORT:
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 
	If YES, Source of Funding: 
	     

	


	Section A – List of hESC lines (If you will derive new lines, enter “Derive” in place of origin.  Attach additional pages if needed.)

	Name of hESC Line
	Place of Origin
	Name and address of originating investigator

	     
	     
	     

	     
	     
	     

	     
	     
	     


	Section B – Origin of hESC lines

	1. Are only NIH/federally approved cell lines being used?  If Yes, proceed to Section C.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	2. Are all cells ESCRO-approved by another institution? If Yes, attached ESCRO approval letter(s).
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	3. Are these hESC lines de-identified? 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	4. Were these hESCs derived in accordance with the NAS (e.g. no payment, coercion, derived from employees of lab, minors, etc.)?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	5. Can you provide a current IRB-approved blank informed consent document from the lab that derived the hESC line?  If Yes, attach the consent document.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	6. Can you provide a current IRB approval letter from the institution at which the hESC line was derived?
If Yes, attach the approval letter.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	Section C – Use of hESCs in the laboratory

	7. Do you plan to fuse hESCs with animal cells to create a hybrid embryo?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	8. Do you plan to fuse hESCs with animal cells to create a hybrid organism?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	9. Check the procedure(s) you plan to perform:
 FORMCHECKBOX 
 Somatic Cell Nuclear Transfer
 FORMCHECKBOX 
 Cell fusion experiments     
 FORMCHECKBOX 
 Other (explain): 
     


	Section D – Use of hESCs in animal models 

	10. Are you going to use these cells in animal models?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	11. Do you plan to breed animals previously injected with hESCs?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	12. Will any animals that are accidentally allowed to breed be destroyed?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	Section E – Other uses

	13. Do you plan to culture embryos for more than 14 days in vitro? 
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	14. Do you plan to transplant hESCs into non-human primate blastocysts?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	15. Do you plan to breed animals with human cells?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	16. Has sufficient animal work preceded the proposed human studies?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	17. If visible human characteristics arise in an animal, is there a way to handle it?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	18. Could this research be done without hESC?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	
	
	

	
	PI’s Signature
	
	Date
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