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 SEQ CHAPTER \h \r 1
Harvard Committee on Microbiological Safety
Human Xenotransplantation Registration
Please Type

	Principal Investigator
	Alternate Contact (When PI is Away)

	 
	

	Department

	 

	Office Address (Include Office Room Number)
	Mailing Address (If different)

	
	

	Telephone #
	Fax #
	E-Mail Address
	Project #

	 
	
	 
	Assigned by Biosafety Office

	Planned Starting Date: 
	

	Project Title

	


INSTRUCTIONS
· I understand that a condition of this approval is that all adverse events related to tissue transfer must be reported to the Committee on Microbiological Safety through the local Biosafety Officer within two weeks. 
· In addition an annual report as to the study’s progress will be submitted to the local Biosafety Officer on the anniversary of the signature date. I understand that failure to provide reports of adverse events and the annual report will result in termination of the approval and notification of appropriate federal authorities. The annual report must include a listing of patient accrual, progress and adverse events. 

·  SEQ CHAPTER \h \r 1All communications between a study sponsor and COMS must be through the Principal Investigator.


This form is designed to summarize the characteristics of  a proposal to transfer tissues from animals into humans. US Food and Drug Administration regulations require that all such proposals be examined by the local Institutional Biosafety Committee - the Harvard Committee on Microbiological Safety. 


In addition to this form, Principal Investigators are asked to provide the Commitee with a copy of the Clinical Protocol, the  Investigator’s Brochure, the Consent form as well as any other supporting documents. The committee often finds a copy of the application to the local IRB to be useful.


Investigators are encouraged to fit their responses into the spaces provided. However, it the space is inadequate, additional pages are OK. When the form is complete and the supporting documents are assembled please send them to the local Biosafety office.

Please note that the Principal Investigator is responsible for training all project staff in matters of potential biohazards, relevant biosafety practices and emergency procedures. PIs should provide their staff with adequate safety equipment and means of decontamination. Please contact the local Biosafety Office for guidance in these matters.

	Signatures

	Principal Investigator






Date 




Additional Investigator






Date 




Reviewed and Accepted






Date 








Chair, Committee on Microbiological Safety




Please Type

	Non-Technical Summary of Proposed Work (Include a short discussion of condition being treated)

	

	Source of Transplanted Tissue or Cells

	If from an outside source (e.g. a Commercial Sponsor) please give name, address, telephone and fax number for appropriate contact.


	Describe Animal Source (Species, Husbandry, Location, Pathogen Testing)

	 

	Describe how Tissues or Cells will be Processed Before Transplantation. Where will this be done?

	 

	Describe any Post Harvest Tissue or Cell Modifications after Preparation

	


Please Type

	Does the tissue carry endogenous viruses? If so, please describes them and any potential hazard to the patient. 

	

	Technical Abstract for Study: noting the approximate start date for each phase. Please give references where appropriate

	

	Describe any Biohazard Potential of this Work Are special medical surveillance practices recommended?

	

	Location of Transplantation. (Include building and room numbers)

	

	List Other Personnel Associated with the Project.

	


Revised 7/2003
FAS Biosafety Officer


Sid Paula


Biol. Labs 1046


16 Divinity Avenue


Cambridge Massachusetts 02138


(617) 495-2345 FAX (617) 496-0435


e-mail: spaula@mcb.harvard.edu
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