	REQUEST TO CHANGE PRINCIPAL INVESTIGATOR
	NJH IRB










IRB IDENTIFIER (CPA)  #: 
	HS#:      
	CTRC# (if applicable):      
	DATE:      

	PROTOCOL TITLE:      

	CURRENT PRINCIPAL INVESTIGATOR:      
	PHONE/(DIRECT) EXTENSION:      

	NEW PRINCIPAL INVESTIGATOR:      
	PHONE/(DIRECT) EXTENSION:      

	IRB CONTACT:      
	PHONE/EXTENSION:      


	


CURRENT PRINCIPAL INVESTIGATOR

1. Explain why responsibility for this study is being transferred to a new Principal Investigator.

     
2. Review and sign the statement below:

By signing this form, I relinquish authority for this project to the new Principal Investigator named below. I am aware that I still retain responsibility for my actions performed as Principal Investigator.

_________________________________
______________

Current Principal Investigator’s Signature
Date
	


NEW PRINCIPAL INVESTIGATOR

Changing the Principal Investigator is considered a major study change. The IRB must carefully consider the qualifications of any PI assuming responsibility for conducting the study. If the study did not qualify for initial or continuing review by expedited process, the change in PI must be presented to full committee.

3. Provide contact information:

	Principal Investigator:

     
	Department:

     
	Campus Mailing Address:

     

	Phone Number/(Direct) Ext:

     
	Fax Number:

     
	E-mail Address:

     


4. Include the original + one photocopy of the following forms. Click the checkboxes if attaching to this submission.

 FORMCHECKBOX 

Signed conflict of interest form (if not already on file for this study with the IRB office)

 FORMCHECKBOX 

Curriculum vitae (if not already on file with the IRB office)

 FORMCHECKBOX 

Evidence of Human Subjects protection training (if not already on file with the IRB office)

 FORMCHECKBOX 

Evidence of HIPAA Privacy training (if not already on file with the IRB office)

 FORMCHECKBOX 

Amended protocol – reflecting the name of the new PI (where applicable)

The following study-related documents may be submitted now or at any time in the future. However, after the change in investigator is approved, documents with the name of the former principal investigator cannot be used.

 FORMCHECKBOX 

Amended informed consent document – reflecting the name and contact info of the new PI

 FORMCHECKBOX 

Amended copies of all other study-related documents containing the name of the principal investigator (advertisements, letters, etc.). 

5. Provide the correct number of copies of this form and a protocol summary to facilitate review. You may provide a protocol summary in the space below or attach any document that provides a protocol summary.

     
· For expedited studies, provide the original + one (1) photocopy.

· For full committee review, provide the original + two (2) photocopies. 

6. Review the following conditions and sign below:

As Principal Investigator of this study, I certify that:

· My signature below indicates that I will fulfill my responsibilities as Principal Investigator as defined by the applicable federal, state and local laws as well as any additional responsibilities that may be imposed by National Jewish Health;

· I, or someone under my supervision, will verbally explain the elements of informed consent to each potential subject or, if applicable, the subject’s legally authorized representative before obtaining his/her signature on the informed consent document;

· Enrollment of subjects will be equitable, and I agree to the appropriate safeguards for vulnerable populations;

· I will seek and obtain prior written approval from the IRB for any modifications in the proposal, including changes in procedures, co-investigators, funding agencies, unless a change is necessary to eliminate an apparent hazard to the subjects;

· I will promptly report any unanticipated problems or events that may occur in the course of this study;

· I will report, in writing, any significant new findings that develop during the course of this study that may affect the risks and benefits to participation;

· All research personnel have been, or will be, sufficiently trained in their duties for this study; and

· Each investigator has submitted (or will submit) a Conflict of Interest/Scientific Integrity form. I have discussed with these individuals the requirement to disclose any potential conflicts of interest. Co-investigators and I will disclose any conflicts of interest that arise during the course of the study. 

I verify that I have reviewed requirements of a principal investigator and I agree to conduct the study under these terms. If these conditions are not met, I understand that approval of this research could be suspended or terminated.
_________________________________
______________

New Principal Investigator’s Signature
Date
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