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MISCELLANEOUS IRB SUBMISSION FORM
Date of Report: ____________________________ 
	Principal Investigator:_________________________________
	5 digit MIRB #:_____________ 

	Study Title:______________________________________________  
	

	


Check one or more of the following:

⃞
Consent Form Change not related to AE or Protocol Amendment

(attach copy of old consent form and new consent form with highlighted changes)

Old Version Date:____________
New Version Date: ____________
⃞
Advertisement(s)/Recruitment Letter(s) (attach summary of use and copy of materials)
⃞
Protocol Deviation:   Specify (include notification to sponsor, if applicable)

____________________________________________________________________________________
⃞ 
Safety Update Summaries:

Update Number: ______  Update Date: _____  Are consent form changes required?
⃞ Yes
⃞ N
Give the number of each type (e.g., renal failure – 5, chest pain – 3)

_____________________________________________________________________________________

⃞
PI Change  Specify (include letter from sponsor acknowledging change, if applicable):

​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​_____________________________________________________________________________________

⃞
Investigator Brochure Update  (attach update summary and copy of consent form)

⃞
Other (For research staff additions,  provide details of responsibilities and education certificates)

Specify:  ____________________________________________________________________________


Signature of Principal Investigator:___________________________               Date:  _______________
	FOR IRB USE ONLY   To be  completed by IRB chair or designee:

	Does this Submission represent:

	     An allegation of non-compliance?

  Yes (Follow policy on allegations of non-compliance)

   No*

A finding of non-compliance?

  Yes (Follow policy on findings of non-compliance)

   No*

An unanticipated problem involving risks to participants or others?

  Yes (Follow policy on unanticipated problems involving risks to participants or others – submit to convened IRB for review and report to regulatory agencies)

   No*

A suspension or termination of IRB approval?

  Yes (Follow policy on suspensions and terminations of IRB approval – submit to convened IRB for review and report to regulatory agencies)

  No*

*If the answer to these four questions is “No,” no further action is required.

⃞ Approve       ⃞ Disapprove
Signature of Reviewer:_________________________________________     Date:  _____________
The Buffalo VAMC IRB is not connected with, has no authority over, and is not responsible for human research conducted at any other institution.  Separate consent forms, initial reviews, continuing reviews, amendments, and reporting of adverse events are required if the same study is conducted at multiple institutions.
	








