Seattle Cancer Care Alliance

Institutional Biosafety Committee (IBC)
825 Eastlake Ave. E., E2-128

Seattle, WA 98109-1023

(206) 288-6607 FAX (206) 288-6817

CLINICAL TRIAL REVIEW SUBMISSION REQUIREMENTS

The initial review and approval process requires copies of the following items.  These should be submitted to the Research Implementation Office (RIO) at E2-128.  If you have questions, please call 288-6607.

 FORMCHECKBOX 

1. The Institutional Biosafety Committee (IBC) Clinical Trial Review Submission Form.
 FORMCHECKBOX 

2. Complete Institutional Biosafety Committee (IBC) application packet and supporting documents that include the following:

a) The proposed protocol (and amendments, if applicable)

b) The Investigator’s Brochure

c) A proposed consent form(s) for the clinical site

d) Food and Drug Administration Form 1572

e) Biographical sketch or curriculum vitae (CV) for all personnel listed on the FDA Form 1572, including Principal Investigator (PI).

 FORMCHECKBOX 

3. Include responses to National Institutes of Health (NIH) Guidelines Appendices M-II through M-V– Points to Consider.  Provide supporting documentation as required (include a description of the gene and the delivery vector.  Provide complete nucleotide sequence analysis or a detailed restriction enzyme map of the total construct).

 FORMCHECKBOX 
  4. Does this study meet all elements of the following statement?

This human study involves the induction or enhancement of an immune response to a vector-encoded microbial immunogen as the major goal, and such an immune response has been demonstrated in model systems, and the persistence of the vector-encoded immunogen is not expected.

 FORMCHECKBOX 
 Yes, Exempt (skip 5 & 6) OR  FORMCHECKBOX 
 No, Not Exempt (include 5 & 6)
 FORMCHECKBOX 
  5. Include Recombinant DNA Advisory Committee (RAC)–Sponsor/PI correspondence pertaining to this gene transfer product and clinical trial. 

 FORMCHECKBOX 
  6. If the study required public RAC review, include PIs response to RAC recommendations made during public review meeting.
Clinical Trial Review Submission Form

(For use with new submissions)

	Consortium Protocol #
	

	Sponsor Protocol #
	

	OBA/RAC Protocol #
	

	Protocol title: 
	


NOTE:  Please clearly mark confidential commercial information.

	I. 
PRINCIPAL INVESTIGATOR AND STUDY COORDINATOR INFORMATION


	Principal Investigator
	
	FAX
	
	EMAIL
	

	Study Coordinator
	
	FAX
	
	EMAIL
	


Has the Principal Investigator delegated any of their reporting responsibilities to the sponsor or other responsible party (per appendix M-1-C of the NIH Guidelines)?  
 FORMCHECKBOX 
 Yes*     FORMCHECKBOX 
 No

*If yes, please explain: 
	II.
Location


The Clinic site is the site where administration of the gene transfer will take place.  Please check the location of IND administration for this project:

 FORMCHECKBOX 
  SCCA Clinic Building, 825 Eastlake Ave. E., Seattle, WA 98109

 FORMCHECKBOX 
  Other:
	Location Name/Organization:
	

	Address:
	

	City:
	
	State:
	
	ZIP:
	


	III.
agreement 


I acknowledge that I am responsible for full compliance, including all reporting requirements, with the current NIH Guidelines in the conduct of recombinant DNA research, and therewith acknowledge that I shall:  

(1) Not initiate any clinical gene transfer research until all requirements of the NIH Guidelines are met. 

(2) Understand that any changes made to the protocol or consent form must be submitted to the SCCA IBC for review and approval prior to implementation.

(3) Report adverse events in study participants, significant problems, violations of the NIH Guidelines, or any research-related accidents and illnesses to the SCCA IBC, NIH/OBA, and other appropriate authorities (where applicable) within 30 days (or within the timeframe as set forth in the NIH Guidelines).

(4) Accept responsibility for adequately training the staff involved in this project in matters of relevant Biosafety practices, techniques and emergency response for potential biohazards as well as the safe handling of other hazardous materials used for this project.

(5) Adhere to IBC approved emergency plans for handling accidental spills and personnel contamination.

(6) Comply with shipping requirements for recombinant DNA molecules.

(7) Provide SCCA IBC with novel information bearing on the safety of this work such as new technical data relating to biological hazards of specific recombinant DNA molecules or infectious agents.

(8) Remain in communication with the SCCA IBC throughout the conduct of the project.

I am also familiar with and agree to abide by all Washington Industrial Safety and Health Act (WISHA) [RCW 49.17] standards, and other federal, state and local regulations relating to this project.

	
	

	Signature of Principal Investigator
	Date
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