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PI Change for IBC Clinical Trial
HGT, Vaccine, & NIH-Exempt

Administrative Information:
1. New Principal Investigator:
2. Primary Institutional Affiliation:

3. Department/Division:

4. Phone Number: 
5. Anschutz Mail Stop (Not Address): 
6. Email:  
7. Co-Investigators: 
8. Primary Contact/Designee(s) for Trial (i.e., CRA Name, Email, Phone #, & Institutional Affiliation):
9. Clinical Trial Title:
10. IBC #:

11. FDA IND Number: 
12. FDA IND Link (Regarding Product Manufacture & Testing):
13. Sponsor/Grant Agency:

14. IRB of Record:

15. IRB #:
Curriculum Vitae:

Please include the Principal Investigator’s updated curriculum vitae with this form submission to the IBC Office.









Signature:
	
I understand that for any experiment involving the deliberate transfer of recombinant DNA, or DNA or RNA derived from recombinant DNA, into human research participants (Human Gene Transfer), no research participant may be enrolled, until the entire review and approval process has been completed in accordance with all University of Colorado Denver | Anschutz Institutional Biosafety Committee and IRB requirements and stipulations.

I acknowledge that I am aware of all the requirements and restrictions of the most current NIH Guidelines MacroButton "FollowLink" 
 for the Human Gene Transfer Clinical trial to be conducted. I accept responsibility for the safe conduct of the clinical trial to be conducted at the University of Colorado Denver | Anschutz Medical Campus.

I understand that it is my responsibility to assure that all personnel working on this clinical trial are informed of and trained about any of the potential hazards of the recombinant DNA or gene transfer material, the proper actions for safe use, the appropriate steps to take in case of accidents, spills or exposures and that they are provided with all necessary safety equipment/personal protective equipment and are instructed in its use. 
I understand that it is my responsibility to ensure that all follow-up actions relating to this 
trial must be reported to the IBC concurrent to IRB reporting. 
       _________________   
_______________________________________________

       Date





      Signature of Principal Investigator
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