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 SEQ CHAPTER \h \r 1
Harvard Committee on Microbiological Safety
 SEQ CHAPTER \h \r 1Human Gene Transfer Registration Form
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
Af

	     
	     
	     
	

	Planned Starting Date: 
	     

	Project Title 

	     

	FDA IND #
	     
	NIH RAC #
	     


Memorandum of Understanding and Agreement (MUA)

· I understand that approval of this project is for one year only. Annual reports as to the study’s progress must be submitted to the Institutional Biosafety Officer on the anniversary of the signature date. Failure to provide the report will result in termination of the approval and notification of appropriate federal authorities. The report must include a listing patient accrual, progress and adverse events.

· All adverse events related to gene transfer must be reported to the Committee on Microbiological Safety within two weeks.

· NOTE: Approval by another Institutional Biosafety Committee does not guarantee approval by the Harvard Biosafety Committee.

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


I am familiar with and agree to abide by the NIH Guidelines, OSHA standards, and other federal, state and local regulations relating to this project.


I accept responsibility for training all personnel involved in theproposed project in matters of potential biohazards, relevant Biosafety practices, techniques and emergency procedures.


I will not carry out the work described in this registration until it has been approved by the Committee on Microbiological Safety.

	Signatures

	Principal Investigator






Date 




Additional Investigator 






Date 




Reviewed and Accepted






Date 








Chair, Committee on Microbiological Safety




Please Type

	Please TypeInstructions:

	Do not use more than the space provided on this form.
Applications using more space will be returned without any action.

Supplemental Material: Submit an up to date copy of the filled out NIH Appendix M, Clinical Protocol, Investigator’s Brochure and Consent Form.

Amendments: Submit all changes in protocols immediately. Written amendments must be supplied on this form

	Brief Abstract of Your Protocol (e.g overall goals, rationale, therapeutic modality to be tested, number of patients. . .)

	
List the Most Plausible Potential Safety/Biosafety Concerns 


	List the Most Plausible Potential Safety/Biosafety Concerns 

	

	Viral Vector     SEQ CHAPTER \h \r 1(Please Expand Acronyms)

	Vector

     
	Packaging System

     
	Inserted DNA (Include names of genes and organisms from which they were cloned)
     

	Fraction of eukaryotic viral genome in recombinant DNA  <1/2_____,    >1/2 but <2/3_____,    >2/3_____

	Transduced Cells    SEQ CHAPTER \h \r 1(Please Expand Acronyms)

	Cells (Autologous, heterologous, xeno-transplant)
     
	Means of Transduction

     
	Inserted DNA (Include names of genes and organisms from which they were cloned)
     


Please Type

	Provide a Brief Summary of Preclinical and Clinical Studies Relevant to the Biosafety Concerns Associated with this Protocol

	

	Describe Procedures in this Protocol That Will Monitor for Potential Biosafety Issues.

	

	Define Criteria Which Will Limit or Stop The Clinical Protocol.

	

	Discuss the risk benefit ratio, particularly for subjects without immediate life-threatening diseases.

	

	FDA IND Number (Please send FDA comments if possible)
	RAC Number and Disposition

	     
	     


Revised 1/2008


BOSTON PUBLIC HEALTH COMMISSION

ENVIRONMENTAL HEALTH OFFICE

1010 Massachusetts Avenue








phone
(617) 534-5965

Boston, MA 02118









FAX
(617) 534-2372

REGISTRATION FORM FOR RDNA PRODUCTS
Title:
     
Anticipated Starting Date: 
     
Brief Description of Project:      
Institution:      
Lab Facility Address(es)      
 Building(s):      
Room(s):      
Principal Investigator(s):
     
Large Scale(10 liters): Yes____No__X__, Is an RDNA gene product efficiently expressed: Yes____No____

Containment Levels (date and subsection of applicable NIH Guidelines):      
Host-Vector-Donor System:      
Lab Personnel to contact in emergency situations requiring immediate remedial action:      
Certification:

1. I am familiar with and agree to abide by the provisions of the City of Boston Recombinant DNA Technology: Use Regulations. The information above is accurate and complete.

Principal Investigator:______________________________ Date:___________________________________

2a. I certify that the Institutional Biosafety Committee (IBC) has reviewed on _________________ the proposed project for RDNA and has by a majority vote found it in compliance with the provisions of the City of Boston Recombinant DNA Technology: Use Regulations. The IBC will monitor the project throughout its duration to ensure its compliance with City of Boston Regulations.

Chairperson, Biosafety Committee:____________________ Date:___________________________________


OR
2b. I certify that I have been authorized by the IBC to administratively review and approve Class II-D, E experiments or by an Institutional Review Body (IRB) to administratively review and approve Class III-E experiments. The proposed project has been found to be in compliance with the City of Boston Recombinant DNA Technology: Use Regulations. The institution will monitor the project throughout its duration to ensure its compliance with City of Boston Regulations.

Officer:___________________________________________ Date:__________________________________
NRB Biosafety Officer


Dr. Ted Myatt


EHE, 117 4th Avenue


Needham, Massachusetts 02494


(781) 247-4300 FAX (781) 247-4305


e-mail: TMyatt@eheinc.com
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