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HUMAN GENE TRANSFER REGISTRATION FORM

For registration of experiments involving the deliberate transfer of recombinant or synthetic nucleic acid molecules into one or more human research participants.

THIS APPLICATION MUST BE TYPEWRITTEN

	Section I.  Personnel

	1.  Principal Investigator:
	M.D. [ ]   Ph.D. [ ]  Other:

	2.  Department/Division:
	Email:  

	3.  Office Address:
	Phone:

	4.  Lab Address:
	Phone:

	5.  List all professional personnel, employees and students involved in the project who will physically handle the agent leading up to and including delivery to patients.  Include those who provide post-treatment care. Attach an additional sheet if needed. 

Name

Job Title

Lab Address

Phone Number



	6.  Do you request medical surveillance?
	Yes  [ ]     No  [ ]


	Section II.  Type and Location of Research

	1.  Project Title: 



	2.  Grant # (if applicable):

	3.  Company Sponsor (if applicable): 

	4.  Agent Name: 

	5.  Probable duration (an estimate of the duration of the entire study, as well as an estimate of the total time each subject is to be involved):

	6.  Has this experiment been reviewed by the NIH Recombinant DNA Advisory Committee (RAC) and/or NIH Office of Science Policy (OSP)? If yes, please attach notification letter(s) to the registration.
	[ ] Yes    [ ] No

	7.  Is the University of Utah one of the initial sites for the study?  
     If yes, please answer questions 7a and 7b.

     If no, please answer question 7b.
	[ ] Yes    [ ] No

	7a. If the University of Utah is one of the initial sites for this study, the IBC must determine if the protocol requires RAC review. In order to assist with this process please answer each of the questions and attach details explaining the responses as a separate document.
Does the protocol use a new vector, genetic material, or delivery methodology that represents a first-in-human experience, thus presenting an unknown risk?                                                                             [ ] Yes    [ ] No

Does the protocol rely on preclinical safety data that were obtained using a new preclinical model system of unknown and unconfirmed value?                                                                                                [ ] Yes    [ ] No

Is the proposed vector, gene construct, or method of delivery associated with possible toxicities that are not widely known and that may render it difficult for oversight bodies to evaluate the protocol rigorously?  [ ] Yes    [ ] No



	7b. Describe the vector system, transgene, and methods of vector production.  Please attach vector maps to the registration.
Provide a description of the product:

a. Describe the derivation of the delivery vector system including the source (e.g., viral, bacterial, or plasmid vector); and modifications (e.g., deletions to attenuate or self-inactivate, encapsulation in any synthetic complex, changes to tropisms, etc.).  Please reference any previous clinical experience with this vector or similar vectors.
b. What is the proposed containment level?
c. Describe the genetic content of the transgene or nucleic acid delivered including the species source of the sequence and whether any modifications have been made (e.g. mutations, deletions, and truncations). What are the regulatory elements contained in the construct?

d. Describe any other material to be used in preparation of the agent (vector and transgene) that will be administered to the human research subject (e.g., helper virus, packaging cell line, carrier particles).

e. Describe the methods for replication-competent virus testing, if applicable.

f. Describe the intended ex vivo or in vivo target cells and transduction efficiency.
g. How is the agent delivered (include route, volume, dose and number of doses)?

This information may be included as an attachment to the registration.  Note, much of the requested information is required for the NIH registration documentation and can be copied from that document.


	8.  Has the protocol been registered with the IRB and, if yes, please provide the IRB protocol #? 
	[ ] Yes    [ ] No

IRB #

	9.  If the delivery system is an investigational new drug, please provide the FDA IND number:  

	10.  Indicate the building and room numbers where the agent listed in 7b above will be stored and prepared prior to administration. 


	Building: 

Room(s):

	11.  Indicate the building and room number where the agent listed in 7b above will be administered to study participants. 


	Building:

Room(s):


	12.  Indicate any building or room numbers (research or clinical) where the agent listed in 7b above, or patient specimens containing the agent will be handled for follow-up testing and assays. 


	Building:

Room(s):


	Section III.  Research Summary

	Attach a short, clear summary of your proposed research that involves the agent listed in Section II above.  Research should be described in lay terms that will explain the essential features. Avoid jargon and excess technical detail.  




	Section IV.  Risk Assessment

Address each of the following items and include any other data that you feel has important bearing upon the safety of this project:



	1.  Identify and describe the major health risks to personnel who prepare, handle, and administer the agent listed in Section II above, including health care workers who may be exposed to the agent while caring for the patient. 



	2.   Among the recruited human subjects, are there any pre-existing patient conditions that may somehow amplify the risks of using this agent?  

	3.  Describe all procedures and tasks related to this research where personnel may be exposed to the agent identified in Section II.  Examples include procedures where accidental exposure may occur by direct contamination of mouth, eyes or other mucous membranes; by inadvertent aerosol generation; and by needle-sticks or other accidents that may compromise the normal barrier of the skin.  



	4.  Describe the procedures that will be followed to protect personnel from exposure.  Include procedures for agent preparation and administration.  



	5.  Describe procedures that will be followed to protect caregivers following administration of the agent?



	6.  Describe the procedures personnel involved in the preparation, administration, or treatment of patients should follow in the event of an exposure to the agent listed in Section II above.  



	7.  Describe the methods that will be used to decontaminate equipment and work surfaces, and to inactivate the agent following a spill.  Include methods for preparation, administration, and patient care as appropriate.   



	Section V.  Documentation 

	1.  One copy of the PI or Sponsor’s document to be submitted to NIH OSP addressing the NIH Guidelines “Requirements for Protocol Submission” (Appendix M-I-A) attached?
	[ ] Yes    [ ] No

	2.  Training records indicate the date of training, the identity of the trainer and trainees, a summary of the training content, and how the training was evaluated? * 
	[ ] Yes    [ ] No

	3.  Detailed responses to the questions if applicable;

Does the protocol use a new vector, genetic material, or delivery methodology that represents a first-in-human experience, thus presenting an unknown risk?                                                                             
Does the protocol rely on preclinical safety data that were obtained using a new preclinical model system of unknown and unconfirmed value?                                                                                                

Is the proposed vector, gene construct, or method of delivery associated with possible toxicities that are not widely known and that may render it difficult for oversight bodies to evaluate the protocol rigorously?  
	[ ] Yes    [ ] No

	4.  Vector Maps 
	[ ] Yes    [ ] No

	5.  Copies of Informed Consent Documents
	[ ] Yes    [ ] No

	6.  Copies of Caregiver Information Sheets (BSL2 protocols)
	[ ] Yes    [ ] No

	7.  One copy of any portions of FDA, IND correspondence that discussed safety issues and/or agent description information attached?
	[ ] Yes    [ ] No

	8.  One copy of the Investigator’s Brochure attached?
	[ ] Yes    [ ] No

	9.  One copy of all correspondence to and from the Recombinant DNA Advisory Committee (RAC) or NIH Office of Science Policy (OSP), including the approval or summary letters attached?
	[ ] Yes    [ ] No

	10.  Has the Vector previously been used in a study submitted in Gemcris

If yes, please provide ID numbers.


	[ ] Yes    [ ] No

	
	


*  Training content must include a description of the agent and procedures that will be used, health effects, signs & symptoms of exposure, routes of exposure, precautions to prevent exposure, spill clean-up procedures, personal protective equipment use and cleaning, post-exposure response, decontamination, and waste disposal.  

I hereby apply for approval of my plans for research involving human gene transfer.  I am familiar with, and agree to abide by, the provisions of the current NIH Guidelines (April 2002 Federal Register (or later) and appendices), and any other specific NIH or University of Utah instructions pertaining to the proposed project. I agree to provide the IBC prompt written notification of any significant changes in these protocols or of any major accidents involving personnel or patients involved in, or otherwise affected by, this human gene transfer trial. I agree to comply with NIH requirements pertaining to shipment and transfer of recombinant DNA materials.

I accept responsibility for the safe conduct of work with this material as indicated on any page of this form, and in any additional information submitted in connection with this application, or updating or revising this application. I will ensure that all personnel receive appropriate training in regard to proper safety practices and personal protective equipment needed for this work and that all building occupants are educated when warranted. 

I certify that all herein provided information, and any subsequent information submitted in connection with this application, is accurate and complete.

Principal Investigator (signature/date): _____________________________________________________
Send a copy of completed forms to the following individual: 

Biosafety Specialist / IBC Administrator

Environmental Health & Safety

University of Utah

125 S. Fort Douglas Blvd., Building 605

Salt Lake City, Utah 84113

Office (801) 581-6590
Fax (801 585-7240

e-mail biosafety@ehs.utah.edu
IBC Use Only





Registration # __________


Review Date:  __________
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