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	Instructions:
	Please read and complete all questions carefully.  For assistance completing this questionnaire, please refer to the Quorum Handbook or contact Quorum's Site Support Team at 206-448-4082 or 1-877-472-9883.  The Quorum Handbook and all required forms can be found online at http://www.quorumreview.com.
	QUORUM INTERNAL USE ONLY

	Please note:
	Change In Principal Investigator Forms that are incomplete or missing required attachments will result in delay of Board review.  A complete Change in Principal Investigator submission includes this form, the new Principal Investigator’s CV*, if applicable, a letter from the Departing Principal Investigator indicating why a Change in PI is requested and any additional facility forms.
*For observational registry studies a CV is not required.
	

	1. DEPARTING PRINCIPAL INVESTIGATOR

	FIRST NAME
	     
	MIDDLE INITIAL
	     
	LAST NAME
	     
	SUFFIX
	     

	MEDICAL LICENSE #(s)
	     
	STATE(s)/ PROVINCES(S)
	     
	EXPIRATION DATE(s)
	     

	SPONSOR
	     
	PROTOCOL NUMBER
	     

	2. NEW PRINCIPAL INVESTIGATOR

	FIRST NAME
	     
	MIDDLE INITIAL
	     
	LAST NAME
	     
	SUFFIX
	     

	MEDICAL LICENSE #(s)
	     
	STATE(s)/ PROVINCES(S)
	     
	EXPIRATION DATE(s)
	     

	FOR QUALIFIED MINIMAL RISK ONLY: Investigators in certain categories of minimal risk studies (e.g. registry, post-marketing, or retrospective chart reviews), complete the following information in lieu of submitting a CV.  

Note:  Investigators that are not part of qualified minimal risk studies must submit a CV.  
PROFESSIONAL DEGREE(S):  FORMCHECKBOX 
M.D.           FORMCHECKBOX 
 D.O.           FORMCHECKBOX 
 Other (Please specify):      
AREA OF BOARD CERTIFICATION:  FORMCHECKBOX 
N/A     OR                     

	(Please note:  The phone numbers provided below will be included on your consent form.)

	FACILITY OR BUSINESS NAME
	     

	ADDRESS
	     

	CITY
	     
	STATE/

PROVINCE
	     
	ZIP/POSTAL CODE
	     

	PHONE NUMBER
	          

	EMERGENCY/AFTER HOURS PHONE NUMBER (if different from above)
	     

	EMAIL ADDRESS 
(REQUIRED for Quorum Web Portal access)
	     

	3.  ADDRESS(ES) TO APPEAR ON CONSENT FORM(S) 

	Addresses previously cited on the consent form(s) will remain cited.  If the primary or any additional facilities have changed or are no longer in use by  the new Principal Investigator, please complete the Change Request Form For Sites located on our website (www.quorumreview.com) as appropriate.


	4. COMMUNICATION WITH QUORUM REVIEW

	Please indicate the primary contact for Quorum communication about this study:  (Examples of Quorum communication will include follow-up about incomplete/unclear answers on this form, Board requests for additional information, etc.)

	CONTACT NAME
	     

	FACILITY OR BUSINESS NAME
	     

	MAILING ADDRESS
	     

	CITY
	     
	STATE/

PROVINCE
	     
	ZIP/POSTAL CODE
	     

	PHONE NUMBER
	     
	FAX NUMBER
	     

	EMAIL ADDRESS
	     

	5. SECURE QUORUM WEB PORTAL ACCESS

	a.   Please add the new Principal Investigator as a contact to the Secure Quorum Web Portal for this Protocol.
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO

	b.   Please remove the departing Principal Investigator from the Secure Quorum Web Portal for this Protocol.
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO

	6. INFORMATION ABOUT THE NEW PRINCIPAL INVESTIGATOR

	All investigators must include the documents listed below (as applicable) as attachments to this form.  Additional attachments may be required as applicable throughout this form.  Please refer to the Site Submission Checklist for further requirements.

	a. Does the new Principal Investigator have clinical research experience with human subjects?
	 FORMCHECKBOX 

NO
 FORMCHECKBOX 

YES; Documentation is included in PI’s CV
 FORMCHECKBOX 

YES; Documentation is included in attached 
letter of explanation**

	b. Has the FDA, OHRP, Canadian Ministry of Health, or other regulatory agency audited this study’s Principal Investigator only within the last 3 years?  Copies of all audit documentation--such as Establishment Inspection Reports, Form FDA 483s, warning letters and corresponding investigator responses--issued within the last 3 years must be included with this submission.  
	 FORMCHECKBOX 
  Yes**, Audit(s) have occurred, documentation is attached for audit(s) dated:  ______________________________(MM/DD/YY)

 FORMCHECKBOX 
  Yes, Audit(s) have occurred, documentation is not yet available(will be submitted to Quorum as soon as available)
 FORMCHECKBOX 
  No, No audits have taken place within the past 3 years

	c. Has the FDA, OHRP, Canadian Ministry of Health, or other government licensing authority ever taken an enforcement action against the new Principal Investigator, including issuing a reprimand, restricting his/her ability to conduct research or placing conditions on or otherwise limiting his/her license?  

(**If yes, please attach a letter of explanation)
	 FORMCHECKBOX 

YES**
 FORMCHECKBOX 

NO

	d. Has any sponsor or Ethics Review Board suspended or terminated any study undertaken at this facility or by the new Principal Investigator for neglecting to adhere to Good Clinical Practice?

(**If yes, please attach a letter of explanation)
	 FORMCHECKBOX 

YES**
 FORMCHECKBOX 

NO

	**REMEMBER YOUR ATTACHMENTS**

	7. POTENTIAL CONFLICT OF INTEREST

	Does the new Principal Investigator, the new Principal Investigator’s immediate family, the research staff, or research staff’s immediate family have any financial or other relationship with the sponsor or other study-related entities that present or appear to present a conflict of interest? (disclosable relationships include an employment or consulting relationship of more than $10,000, equity ownership of more than $50,000, recruitment or enrollment bonuses, or other payment of more than $25,000, excluding the cost of the study.)
(**If yes, please attach a completed Quorum Review Conflict of Interest Statement Form, including all applicable attachment(s).   Quorum will accept a completed Form FDA 3455 in lieu of Quorum’s form if the investigator is the only individual with a disclosable interest and if the investigator has no disclosable relationships other than those listed in the Form FDA 3455. )
(Note:  For a full list of disclosable interests, please see the Quorum Handbook.)
	 FORMCHECKBOX 

YES**
 FORMCHECKBOX 

NO

	**REMEMBER YOUR ATTACHMENTS**

	8. HUMAN RESEARCH PARTICIPANT PROTECTION TRAINING

	a. Please indicate the human research participant protection training the new Principal Investigator has completed within the past 3 years (Check all that apply):

	
 FORMCHECKBOX 

Review of the FDA Information Sheets, GCP Guidelines, and the Belmont Report.

	            FORMCHECKBOX 

Completion of the CITI Program:  Course in the Protection of Human Research Subjects.  Available through Quorum    

                             Review.  Please contact us or visit our web site at www.quorumreview.com

	
 FORMCHECKBOX 

Completion of National Institutes of Health (NIH) Training:  NIH Clinical Center Clinical Research  

                             Training OR NIH Office of Extramural Research Protecting Human Research Participants Training.

	
 FORMCHECKBOX 

Completion of self-study or other training specific to human research participant protection (please check all that           

                              apply):

                       FORMCHECKBOX 
 Investigators Meeting                            FORMCHECKBOX 
 Web Based HRPP Training (please describe):       
                              FORMCHECKBOX 
 Clinic/CRO/SMO Training                      FORMCHECKBOX 
 Other (please describe):      

	
 FORMCHECKBOX 

The new Principal Investigator has not completed any training on human research participant protection.  This will be  

                             addressed through the following ways (please check all that apply and note that Approval will not be granted until 

                             this training is completed):

                              FORMCHECKBOX 
 Investigators Meeting                           FORMCHECKBOX 
 Web Based HRPP Training (please describe):       
                              FORMCHECKBOX 
 Clinic/CRO/SMO Training                    FORMCHECKBOX 
 Other (please describe):      

	b. Has the new Principal Investigator confirmed that the research staff and key personnel at this facility have been trained and are aware of their obligations with regard to human research participant protection regulations?
	 FORMCHECKBOX 

YES
 FORMCHECKBOX 

NO**

	
**If no, please describe how this will be addressed:       

	9. RESEARCH RESOURCES

	a. Indicate in 12ai-iii the number of research staff that the new Principal Investigator will supervise for this study (if none, please indicate as such):

	i. Number of sub-investigators:  
	     

	ii. Number of Clinical Research Coordinators: 
	     

	iii.  Number of Other staff (such as RNs, regulatory specialists, technicians):  
	     

	b. Indicate in the adjacent column the number of research studies you are currently conducting*:

       (*if answer is to 9b is over 10, complete questions 12bi-iiibelow):
	     

	i. Number of research staff that the new Principal Investigator currently supervises:
	     

	ii. Number of research facilities that the new Principal Investigator currently supervises:
	     

	iii. Approximate number of active research participants from all studies:
	     

	10. LOCAL JURISDICTION ISSUES

	a. Is the new Principal Investigator associated with a hospital, university or other institution that requires review of his/her research by a local Ethics Review Board?


(**If yes, please attach a completed Quorum Review Institutional Jurisdiction Waiver Form)
	 FORMCHECKBOX 

YES**
 FORMCHECKBOX 

NO

	b. Has this protocol previously been submitted by the new Principal Investigator or by this facility to any other Ethics Review Board for review?


(**If yes, please attach the Transfer of Jurisdiction – Site Level form or a letter of explanation)
	 FORMCHECKBOX 

YES**
 FORMCHECKBOX 

NO

	**REMEMBER YOUR ATTACHMENTS**

	11. SIGNATURE

	

	By signing and/or submitting this form, I am confirming that the information is accurate and that I am the Principal Investigator (PI) or the PI’s designee authorized to submit on behalf of the PI and that the PI is aware of the information contained in this submission.

	PRINCIPAL INVESTIGATOR (OR DESIGNEE) PRINTED NAME:      

	TITLE (FOR DESIGNEE):      

	PRINCIPAL INVESTIGATOR (OR DESIGNEE) SIGNATURE*: _________________________________
	DATE:      

	*A signature is not required if your site is submitting this form through the OnQ™ Portal.


	Submission Options:


Electronically via 

Quorum’s OnQ Portal at www.QuorumReview.com
or
By hard copy to 

Quorum Review, Inc.

1601 Fifth Ave. Ste. 1000

Seattle, WA  98101
or 

By fax to: 
 (206) 448-4193
Please contact Quorum’s Site Support Team with any questions:

SiteSupport@QuorumReview.com or (206) 448-4082
5 a.m. – 5:00 p.m. Pacific
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