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[bookmark: _Toc473728225][bookmark: _Toc485105135][bookmark: _Toc306951512][bookmark: _Toc263763562]Ontario Health Study – Amendment Form

[bookmark: _Toc306951514][bookmark: _Toc454459503][bookmark: _Toc454459909][bookmark: _Toc462668667]This Amendment Form must be submitted to the OHS if there is a change to the study design or protocol of the Approved Research Project. This form must also be submitted if the project requires a research ethics amendment.

[bookmark: _Toc306951477][bookmark: _Toc454459466][bookmark: _Toc454459872][bookmark: _Toc462668629]Original title and lay summary of the Approved Research Project:
	


[bookmark: _Toc306951518][bookmark: _Toc454459507][bookmark: _Toc454459913][bookmark: _Toc462668671]
[bookmark: _Toc306951297][bookmark: _Toc454459286][bookmark: _Toc454459692][bookmark: _Toc462668449]1. Name, Affiliation, and Contact Details of the Approved User
	Name:
	

	Position:
	

	Affiliation:
	

	Institutional Email Address:
	

	Mailing Address:
	





[bookmark: _Toc306951308][bookmark: _Toc454459297][bookmark: _Toc454459703][bookmark: _Toc462668460][bookmark: _Toc306951525][bookmark: _Toc454459514][bookmark: _Toc454459920][bookmark: _Toc462668678]2. Name, Affiliation, and Contact Details of the Authorized Institutional Legal Representative
	Name:
	

	Position:
	

	Affiliation:
	

	Institutional Email Address:
	

	Mailing Address:
	




[bookmark: _Toc306951533][bookmark: _Toc454459522][bookmark: _Toc454459928][bookmark: _Toc462668686]
3. Indicate ALL items to be amended or added. 
	☐	Study Objectives, Procedures, or Design

	☐	Duration of Study

	☐	Number of Participants

	☐	Inclusion/Exclusion Criteria

	☐	[bookmark: _GoBack]Variables requested

	☐	Known or Anticipated Harms/Risks

	☐	Other (specify): 



4. Describe each change in the format outlined below, providing a rationale for each change and specifying any risks or impacts associated with each change. Replicate the table below as many times as needed to describe each change.  
	Change #1
	

	Rationale: 
	

	Risk: 
	

	Impact: (e.g., data analysis, study budget)
	



	Change #2
	

	Rationale: 
	

	Risk: 
	

	Impact: (e.g., data analysis, study budget)
	



5. Do the requested change(s) require modification to the following?
	Protocol
	☐ Yes. If yes, please attach the revised document(s).

	
	☐No. If no, please provide justification as to why no change is required: 


	Other
	Specify: 



6. Unanticipated Event
a) Is the proposed amendment a result of an Unanticipated Event?
☐Yes 		☐ No

If yes, was the Unanticipated Event reported to the Research Ethics Board or comparable decisional committee?
☐ Yes		 ☐ No  	 ☐ N/A

b) Has the Unanticipated Event been reported to the OHS using the Unanticipated Events Form?
☐ Yes  	 ☐ No  	 ☐ N/A
If no, please complete and submit the Unanticipated Events Form.

7. Attachments
a) A clean copy and a tracked copy of all revised documents must be submitted (if a tracked copy is not feasible or available, a summary of changes must be included): 
	Document Title
	Version

	
	☐New
☐Amended 

	
	☐New
☐Amended

	
	☐New
☐Amended



b) Was the amendment reviewed by a Research Ethics Board or comparable decisional committee?
	☐ Yes. If yes, please attach the ethics approval letter for the amendment.

	☐No. If no, please clarify:




Approved User: 

Name __________________________                                Position ___________________________  

Signature _______________________                                 Date _____________________________

[bookmark: _Toc306951548][bookmark: _Toc454459537][bookmark: _Toc454459943][bookmark: _Toc462668702]
Please email supporting documents (if applicable) and a PDF of the signed Amendment Form to access@ontariohealthstudy.ca.
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