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Harvard Committee on Microbiological Safety

Human Gene Transfer Renewal
Please Type

	Principal Investigator
	
	Alternate Contact (When PI is Away)

	 
	

	Department

	 

	Address (Include Office Room Number)

	 

	Telephone #
	Fax #
	E-Mail Address
	COMS Registration #

	 
	 
	
	

	Project Title
	
	
	

	


Human Gene transfer experiments are approved for one year by the Harvard Committee on Microbiological Safety. Renewal is dependent on the Principal Investigator submitting this renewal form and requesting renewal for an additional year. The submission must include this filled out form and all adverse event reports submitted to any regulatory agency or to the local Institutional Review Board. At the conclusion of the study the Investigator is requested to submit a final report for the entire study.

	Signatures

	Principal Investigator  






 Date 





Reviewed and Accepted  






 Date 









Chair, Committee on Microbiological Safety


COMMITTEE ON MICROBIOLOGICAL SAFETY

Human Gene Transfer Experiment Renewal
Please summarize your cumulative (i.e. since the beginning of the study) results in the table:

	Dose level (please give particle/pfu/other) dose
	# of Patients Enrolled
	# of Patients Treated
	#  Patients Receiving Full Course of  Treatment
	# of Adverse Events
	# of Serious Adverse Events
	# of Deaths

	Level 1
	
	
	
	
	
	

	Level 2
	
	
	
	
	
	

	Level 3
	
	
	
	
	
	

	Level 4
	
	
	
	
	
	

	Level 5
	
	
	
	
	
	

	Please use this space for a short narrative description of your results so far, if you believe it necessary.

	

	Please describe plans for future. Include any changes in the protocol.

	


Please include all adverse event (experience) reports submitted to any regulatory agency.
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Susanne Simon


Beth Israel Deaconess Medical Center


Environmental Health and Safety


330 Brookline Avenue


(617) 667-5148 FAX (617) 667-5142


e-mail: slsimon@bidmc.harvard.edu











