Public Health Division/Multnomah County Health Department
Public Health IRB
800 NE Oregon Street, Portland OR 97232

PROJECT REVISION/AMENDMENT FORM

	Principal Investigator:
	[bookmark: Text1]     
	Date:
	[bookmark: Text2]     

	E-mail
	[bookmark: Text3]     
	Phone:
	[bookmark: Text4]     

	Title of Research Project:
	[bookmark: Text5]     

	IRB Protocol No.:
	[bookmark: Text6]     
	IRB Approval Expiration Date
	[bookmark: Text7]     

	
	


	Current Status of Study
	[bookmark: Check10][bookmark: Text9]|_| Currently in progress (# of subjects/data enrolled:      )
[bookmark: Check11]|_| Project not yet started (no subjects/data enrolled)
[bookmark: Check31][bookmark: Text10]|_| Closed to enrollment but remains active – procedures continue as identified in the protocol (# of subjects in follow-up only:      )
|_| Closed to enrollment, data analysis only 
(# of subjects/data enrolled:      )
	

	This request changes the status of this study in the following manner: (check all that apply) 

	[bookmark: Check3]|_| Protocol revision (change in the IRB approved protocol)
[bookmark: Check4]|_| Protocol amendment (addition to the IRB approved protocol)
|_| Add or remove research staff
[bookmark: Check5]|_| Revised consent form
[bookmark: Check6]|_| Addendum (new) consent form
|_| Adds a genetic component or storage of samples and/or data component (reference OAR 333-025-0100 through 0160 for further information on proper procedures for conducting genetic research.)
[bookmark: Check7]|_| Suspend or re-open protocol to subject/data enrollment
[bookmark: Check33]|_| Terminate Study 
[bookmark: Check32][bookmark: Text11]|_| Other, (specify)     


	Briefly describe, and explain the reason for the revision or amendment. Include a copy of supportive documents with changes and/or additions highlighted and show deletions in strikeout. Provide a clean copy of the document as well.
[bookmark: Text8]     

	Does the change affect subject participation (e.g. procedures, risks, costs, screening, recruiting, etc)? Provide brief explanation. 
|_| Yes
|_| No
[bookmark: Text12]     

	Does the change result in additional data being disclosed or obtained? If yes, briefly describe and identify whether the change affects the manner in which the data is secured or to whom the data is disclosed?
|_| Yes
|_| No 
     

	Does the change affect the consent document? If yes, briefly describe changes and attach new consent form identifying changes.
|_| Yes
|_| No
[bookmark: Text13]     


	Will the changes result in enrolled subjects needing to complete a revised consent form?  If yes, describe procedures that will be used in obtaining their revised consent.
[bookmark: Check17]|_| Yes
[bookmark: Check23]|_| No 
[bookmark: Text14]     

	Is this modification due to an unanticipated problem reported to the IRB? If yes, attach copy of the unanticipated problem report and describe why modification is being made.
|_| Yes
|_| No 
     

	This is a:
|_| MINOR revision involving minimal risk[footnoteRef:1] to research subjects [1:  Minimal risk means that the likelihood and degree of harm or discomfort anticipated in the research are no greater in of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological exams or tests.  ] 

|_| MAJOR revision involving greater than minimal risk to research subjects

	


[bookmark: Text15]_____________________________	     
Principal Investigator Signature		Date


Project Revision / Amendment Form
Page 2



Rev. 05/2012
Project Revision – General Information

Federal Regulations and Public Health Division policy require IRB approval BEFORE implementing any changes to a research protocol, no matter how minor the change. The Project Revision/Amendment Form must be completed any time a change is made to any approved project documents.

Types of revisions include:
· Change in protocol title
· Change in principal/sub investigator(s)
· Amendment to protocol
· Rewording of an informed consent
· Advertisement(s)
· Brochure(s)

Revisions are reviewed according to the type of revision as follows:
· MINOR revision involves minimal risk to subjects. Minimal risk is defined by federal regulations as a probability and magnitude of harm or discomfort no greater, in and of themselves, than those encountered in daily life or in a routine physical or psychological exam or test. Minor revisions may be reviewed by the Board Chair/Vice-Chair.  The revision may be approved or referred to the full Board.
· MAJOR revision usually involves greater than minimal risk to subjects. Major revisions are always reviewed by the full Board and will be scheduled according to the IRB meeting deadlines.

All IRB forms affected by a proposed change must be sent to the IRB Coordinator along with the Project Revision/Amendment form.  Affected forms must show changes and/or additions in highlighted text and deletions using strikeout.  Clean copies of the forms must also be attached.
