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 Notification of Change to Investigative Site or Research Staff
Instructions:

NEIRB must be notified (in writing) of:

· Changes to the location.
· Changes to the research staff including: change of Principal Investigator, addition or removal of a sub-investigator, and addition or removal of an individual who obtains informed consent.

· Addition of a location, (an Additional Location Form must also be submitted.)
· If a sub-investigator or a person obtaining consent is being added, a summary of the individual’s qualifications must be submitted.

· If the Principal Investigator is being changed, a CV and license must be submitted for the new Principal Investigator. 
· If the study utilizes the FDA Form 1572, NEIRB does not require the revised 1572 be submitted to NEIRB.  
1. Study/Site Information
	NEIRB Study Number
	

	Principal Investigator
	

	Site Name
	


2. Change to Study Location:
	Check which information you are updating:

 FORMCHECKBOX 
 Change of Address (Main Site)
 FORMCHECKBOX 
 Change of Address (Additional Location)

Old Site Name and Address:
 FORMCHECKBOX 
 Change of Phone Number
 FORMCHECKBOX 
 Change of Fax Number


	New Information:

	 FORMCHECKBOX 
  Additional Location(s) Added 
	 FORMCHECKBOX 
  Additional Location Form(s) attached

	 FORMCHECKBOX 
 Additional Location Removed
	Name and Address of Location(s) being removed:



3. Change to Study Staff:
	 FORMCHECKBOX 
 Change of Principal Investigator

Name of former Principal Investigator:

 FORMCHECKBOX 
 Change of Principal Investigator

Name of former Principal Investigator:

1. Has the principal-investigator/ ever been disciplined by a medical/licensing board, or been convicted of a crime?
 FORMCHECKBOX 
 No             FORMCHECKBOX 
 Yes ( Attach a summary of the event and resolution

2. Has the principal-investigator ever been disciplined/sanctioned by the FDA, OHRP 

or by an IRB?  FORMCHECKBOX 
  No
    FORMCHECKBOX 
 Yes ( Attach a summary of the event and resolution

3. Does the principal-investigator have a significant financial interest or non-financial conflict of interest in this study?   FORMCHECKBOX 
  No             FORMCHECKBOX 
 Yes ( Provide a detailed explanation 

	Name of New Principal Investigator: 
 FORMCHECKBOX 
 CV and license attached 

New Phone Number:  

New Fax Number:

New Email Address:

	 FORMCHECKBOX 
  Individual(s) obtaining consent Added

 FORMCHECKBOX 
  Sub-investigator(s) Added

If sub-investigator is being added, answer the following:

1. Has the sub-investigator ever been disciplined by a medical/licensing board, or been convicted of a crime?
 FORMCHECKBOX 
 No             FORMCHECKBOX 
 Yes ( Attach a summary of the event and resolution

2. Has the sub-investigator ever been disciplined/sanctioned by the FDA, OHRP 

or by an IRB?  FORMCHECKBOX 
  No
    FORMCHECKBOX 
 Yes ( Attach a summary of the event and resolution

3. Does the sub-investigator have a significant financial interest or non-financial conflict of interest in this study?   FORMCHECKBOX 
  No             FORMCHECKBOX 
 Yes ( Provide a detailed explanation 

	Summary of Qualifications (attach pages if additional space is needed):

Name                             ________________                       

Education                       ________________                           

Research Training          ________________ 

Other Qualifications      ________________

OR

 FORMCHECKBOX 
  CV(s) attached



	 FORMCHECKBOX 
 Study Staff Removed
	Name of individual(s) no longer working on this study:




4. Informed Consent:  Please select one option:
	 FORMCHECKBOX 
 Please send a revised consent form, with the above information updated



	 FORMCHECKBOX 
 A revised informed consent form is not requested




Submitted by:  __________________________

Date of submission:______________________
This completed form can be emailed to your study Administrator, faxed to NEIRB at 617-969-1310 or mailed to NEIRB at: 85 Wells Avenue, Suite 107, Newton MA 02459.

Version Date: October 2011

