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	Harvard University 

	
	Embryonic Stem Cell Research Oversight (ESCRO) Committee


Human Embryonic Stem Cell Line Registration Form


I. Contact Information
	Principal Investigator (PI): 
     
	Administrative or other contact (optional):
     

	PI email address:
     
	Admin/other email address:
     

	PI phone:
     
	Admin/other phone:
     


II. Cell Line Details
A. Cell line identifier:      
B. Source of cells/cell line provenance (choose one): 

 FORMCHECKBOX 
 Harvard University (complete the following):
1. Date derived:      
2. ESCRO protocol number line was derived under: E-     
3. IRB protocol number line was derived under:      
Submit blank copy of consent form used to consent donors. Obscure or remove contact information for study contacts. 
4. Consent form identifier:       (optional; see Instructions)
5. Is the line available for distribution?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 Not at the moment but will be in future (e.g., after it has been published; see note in Instructions)

 FORMCHECKBOX 
 No, and this line will never be available for distribution (Explain below in Restrictions.)
 FORMCHECKBOX 
 Outside Harvard University (choose one):
 FORMCHECKBOX 
 This line is on the NIH Registry
 FORMCHECKBOX 
 This line is not on the NIH Registry (complete the following):
1. Supplying Institution:      
2. Line derived by (investigator name):      
3. Date derived:      
Submit all information required in Instructions
C. Are there any restrictions on the use of the cells?

 FORMCHECKBOX 
 Yes, please explain: 

	Description of Restriction
	Imposed by (e.g., consent form, subject, IRB, etc.)

	     

	     


 FORMCHECKBOX 
 No

III. Principal Investigator’s Certification
I certify that the information in this application is accurate and complete. I agree to obtain ESCRO approval prior to using the above-noted line(s) for any research.
_________________________________________

     
Principal Investigator’s Signature



Date
Instructions for Human Embryonic Stem Cell Registration Form
General Instructions

Harvard investigators should submit this form to:
1. report the successful derivation within Harvard University
 of a human embryonic stem cell (hESC) line not already included in the Harvard Registry
or
2. register a human embryonic stem cell line not already included in the Harvard Registry that you wish to import from another institution

To determine whether a line is already included in the Registry, see http://escro.harvard.edu/index.php?page=registry or contact the ESCRO Office: (617) 496-6560 or escro@harvard.edu.

This form can be used to register multiple lines, provided responses to all questions are reasonably similar. 

Question-specific instructions are included on the form in italics.
Related policies: Documenting the Provenance of hESC Lines; Human Embryonic Stem Cell Registry
Section-Specific Instructions

Section II.B.4 (consent form identifier for lines derived within Harvard): To aid in tracking, the investigator may wish to assign identifiers to consent forms. This identifier can be a maximum of 20 characters (including letters, numbers, spaces, and symbols).
Note for Section II.B.5: The ESCRO Office will not release provenance information for lines marked as not yet available for distribution without the express permission of the investigator. The ESCRO Office may periodically check with the investigator for updates on the status of availability. The investigator can also inform the ESCRO Office of any updates, through this is not required.

	Information required for non-NIH Registry lines to be imported from outside of Harvard University

Harvard investigators who wish to import a non-NIH hESC line from outside of Harvard University must submit the following:

1. Attestation from the supplying institution’s ESCRO or Institutional Official
 that:

a. the donation and derivation were performed using an acceptable informed consent process that was approved by an Institutional Review Board (IRB) or foreign equivalent, and

b. both gamete donors signed the consent form (or, if not applicable, explain why), and

c. donors were not paid (beyond reimbursement for direct expenses) for their donation, and

d. the processes complied with any additional required review by an Institutional Animal Care and Use Committee (IACUC), Institutional Biosafety Committee (IBC), or other institutionally mandated review, and

e. the processes complied with the extant legal requirements of the relevant jurisdiction.

2. A blank copy of the IRB-approved consent form(s) used to consent donors.









� Does not include affiliates


� Note: An attestation from the principal investigator is not an appropriate substitute.
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