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[bookmark: _Toc306951291][bookmark: _Toc473728222][bookmark: _Toc485105132][bookmark: _Toc263763562]Ontario Health Study – Data and Biosample Access Renewal Form

[bookmark: _Toc306951293][bookmark: _Toc454459282][bookmark: _Toc454459688][bookmark: _Toc462668445]This Data and Biosample Access Renewal Form should be completed and signed by an Approved User who: (1) has successfully applied for access to Data and/or Biosamples; (2) has used these Data and/or Biosamples for research purposes for the time specified in the Data and Biosample Access Agreement or the equivalent supplemental agreement; (3) and whose Data and Biosample Access Agreement or equivalent supplemental agreement will expire shortly or has already expired. This Data and Biosample Access Renewal Form provides the Approved User with the opportunity to apply for a one-year, two-year or three-year extension of their Data and Biosample Access Agreement or equivalent supplemental agreement, and to indicate whether the information contained in each section of the original Data and Biosample Access Application Form or OHS-ICES Application Form, or in the most recently submitted Annual Update, has remained unchanged. If there have been minor changes to this information or to the Approved Research Project, the Data and Biosample Access Renewal Form will allow the Approved User to specify the changes. This Data and Biosample Access Renewal Form does not replace or supersede any previous agreements. 

[bookmark: _Toc306951294][bookmark: _Toc454459283][bookmark: _Toc454459689][bookmark: _Toc462668446]The Effective Date of the original Data and Biosample Access Agreement or the equivalent supplemental agreement and/or the date of the previous Data and Biosample Access Renewal Form, if applicable, will determine the year-end date when this form should be completed. 

[bookmark: _Toc306951295][bookmark: _Toc454459284][bookmark: _Toc454459690][bookmark: _Toc462668447]Project reference ID (provided in your original approval letter): _______________________

[bookmark: _Toc306951296][bookmark: _Toc454459285][bookmark: _Toc454459691][bookmark: _Toc462668448]Original title and lay summary of the Approved Research Project:
	





[bookmark: _Toc306951297][bookmark: _Toc454459286][bookmark: _Toc454459692][bookmark: _Toc462668449]1. Name, Affiliation, and Contact Details of the Approved User
[bookmark: _Toc306951298][bookmark: _Toc454459287][bookmark: _Toc454459693][bookmark: _Toc462668450]Has any information regarding the Approved User changed since the approval of your Data and Biosample Access Application Form or OHS-ICES Application Form, or your most recent Annual Update or Data and Biosample Access Renewal Form?

[bookmark: _Toc306951299][bookmark: _Toc454459288][bookmark: _Toc454459694][bookmark: _Toc462668451]Yes   ☐	No   ☐
[bookmark: _Toc306951300][bookmark: _Toc454459289][bookmark: _Toc454459695][bookmark: _Toc462668452]
If yes, complete this section, reflecting the new changes.
	Name:
	

	Title:
	

	Position:
	

	Affiliation:
	

	Institutional Email Address:
	

	Mailing Address:
	





[bookmark: _Toc306951308][bookmark: _Toc454459297][bookmark: _Toc454459703][bookmark: _Toc462668460]2. Name, Affiliation, and Contact Details of the Authorized Institutional Legal Representative
[bookmark: _Toc306951309][bookmark: _Toc454459298][bookmark: _Toc454459704][bookmark: _Toc462668461]Has any information regarding the Authorized Institutional Legal Representative changed since the approval of your Data and Biosample Access Application Form or OHS-ICES Application Form, or your most recent Annual Update or Data and Biosample Access Renewal Form?

[bookmark: _Toc306951310][bookmark: _Toc454459299][bookmark: _Toc454459705][bookmark: _Toc462668462]Yes   ☐	No   ☐

[bookmark: _Toc306951311][bookmark: _Toc454459300][bookmark: _Toc454459706][bookmark: _Toc462668463]If yes, complete this section, reflecting the new changes.
	Name:
	

	Title:
	

	Position:
	

	Affiliation:
	

	Institutional Email Address:
	

	Mailing Address:
	





[bookmark: _Toc306951318][bookmark: _Toc454459307][bookmark: _Toc454459713][bookmark: _Toc462668470]3. Title of Project 
[bookmark: _Toc306951319][bookmark: _Toc454459308][bookmark: _Toc454459714][bookmark: _Toc462668471]Has the title of the project changed since the approval of your Data and Biosample Access Application Form or OHS-ICES Application Form, or your most recent Annual Update or Data and Biosample Access Renewal Form?

[bookmark: _Toc306951320][bookmark: _Toc454459309][bookmark: _Toc454459715][bookmark: _Toc462668472]Yes   ☐	No   ☐

[bookmark: _Toc306951321][bookmark: _Toc454459310][bookmark: _Toc454459716][bookmark: _Toc462668473]If yes, complete this section, reflecting the new changes.
	







[bookmark: _Toc306951322][bookmark: _Toc454459311][bookmark: _Toc454459717][bookmark: _Toc462668474]4. Names, Affiliations, and Contact Details of Authorized Personnel
[bookmark: _Toc306951323][bookmark: _Toc454459312][bookmark: _Toc454459718][bookmark: _Toc462668475]Has any information regarding the authorized personnel changed since the approval of your Data and Biosample Access Application Form or OHS-ICES Application Form, or your most recent Annual Update or Data and Biosample Access Renewal Form?

[bookmark: _Toc306951324][bookmark: _Toc454459313][bookmark: _Toc454459719][bookmark: _Toc462668476]Yes   ☐	No   ☐

[bookmark: _Toc306951325][bookmark: _Toc454459314][bookmark: _Toc454459720][bookmark: _Toc462668477]If yes, complete this section, reflecting the new changes. For each individual, a valid institutional email address is required along with the individual’s job title/function.

	Name and Position
	Primary Institution
	Institutional Email Address
	Role in the Research Project
	Access to Individual Level Data
(Y/N)
	Access to Biosamples
(Y/N)

	
	
	
	
	
	

	
	
	

	
	
	

	
	
	

	
	
	



[bookmark: _Toc306951326][bookmark: _Toc454459315][bookmark: _Toc454459721][bookmark: _Toc462668478]NOTE: Any new authorized personnel should be given a copy of the Data and Biosample Access Application Form or OHS-ICES Application Form, receive proper training and briefing on security and confidentiality measures, and be familiarized with the Data and Biosample Access Agreement or the equivalent supplemental agreement that is in effect. It is the Approved User’s responsibility to ensure that all authorized personnel follow the terms of the Data and Biosample Access Agreement or the equivalent supplemental agreement. 

[bookmark: _Toc306951332][bookmark: _Toc454459321][bookmark: _Toc454459727][bookmark: _Toc462668484]5. Research Project
[bookmark: _Toc306951333][bookmark: _Toc454459322][bookmark: _Toc454459728][bookmark: _Toc462668485]a) Has anything changed in your research question or proposed analyses from what was approved in your Data and Biosample Access Application Form or OHS-ICES Application Form, or your most recent Annual Update or Data and Biosample Access Renewal Form?

[bookmark: _Toc306951334][bookmark: _Toc454459323][bookmark: _Toc454459729][bookmark: _Toc462668486]Yes   ☐	No   ☐

[bookmark: _Toc306951335][bookmark: _Toc454459324][bookmark: _Toc454459730][bookmark: _Toc462668487]If yes, complete this section, informing us of any changes concerning your research project. 
	









NOTE: If there have been any changes to the study design or protocol of the Approved Research Project, or if there have been any research ethics amendments, please submit a completed Amendment Form and any relevant supporting documents along with your completed Data and Biosample Access Renewal Form.

[bookmark: _Toc306951337][bookmark: _Toc454459326][bookmark: _Toc454459732][bookmark: _Toc462668489]6. Lay Summary of the Research Project 
[bookmark: _Toc306951338][bookmark: _Toc454459327][bookmark: _Toc454459733][bookmark: _Toc462668490]Has the lay summary of the project changed since the approval of your Data and Biosample Access Application Form or OHS-ICES Application Form, or your most recent Annual Update or Data and Biosample Access Renewal Form?

[bookmark: _Toc306951339][bookmark: _Toc454459328][bookmark: _Toc454459734][bookmark: _Toc462668491]Yes   ☐		No   ☐

[bookmark: _Toc306951340][bookmark: _Toc454459329][bookmark: _Toc454459735][bookmark: _Toc462668492]If yes, complete this section, reflecting the new changes.
	












[bookmark: _Toc306951341][bookmark: _Toc454459330][bookmark: _Toc454459736][bookmark: _Toc462668493]7. Project Status
	Indicate the current phase(s) of the project.
	☐Operations phase
☐Data analysis phase
☐Preparing publication

	Please provide a brief summary of the project’s current progress and findings (max. 25o words).
	

	Please list the outputs and/or knowledge transfer and exchange (KTE) activities, if any, from the project over the past 12 months. E.g., publications*, abstracts*, preprints, presentations, consultations, media coverage.
	

	Please select one of the following options for the remaining time period required for access to Data/Biosamples to complete the project. Provide an explanation for your selection.
	☐ 1 year             ☐ 2 years              ☐ 3 years

	Is there an extension in funding?
	☐Yes                   ☐  No                       



[bookmark: _Hlk201307524]*Please note: per the OHS Access Policy, all publications and abstracts arising from OHS Data and Biosamples should be submitted to the OHS at least two weeks before they are initially submitted to a journal or conference, and presentations at least one week before submission/presentation date, to ensure no individuals or communities are identified and that the analyses included are within the scope of the approved Data and Biosample Access Application Form. For the most up-to-date acknowledgement language to include in publications or presentations, please contact access@ontariohealthstudy.ca. 

8. Information Technology (IT) Security
[bookmark: _Toc306951342][bookmark: _Toc454459331][bookmark: _Toc454459737][bookmark: _Toc462668494]Has any information regarding IT security changed since the approval of your Data and Biosample Access Application Form or OHS-ICES Application Form, or your most recent Annual Update or Data and Biosample Access Renewal Form?

[bookmark: _Toc306951343][bookmark: _Toc454459332][bookmark: _Toc454459738][bookmark: _Toc462668495]Yes   ☐	No   ☐

[bookmark: _Toc306951344][bookmark: _Toc454459333][bookmark: _Toc454459739][bookmark: _Toc462668496]If yes, complete this section, reflecting the new changes.
	



[bookmark: _Toc306951345][bookmark: _Toc454459334][bookmark: _Toc454459740][bookmark: _Toc462668497]9. Ethics Approval
Does the project continue to have valid approval from a Research Ethics Board or comparable decisional committee?

☐ Yes (Please submit a copy of the most recent ethics renewal letter with this form.)

☐ No (Please obtain ethics renewal first and submit a copy of the ethics renewal letter with this form. If ethics renewal is not possible or relevant, please clarify in the text box below.)
	



10. Declaration and Signatures
I declare that the information presented above is true and up-to-date. 

[bookmark: _Toc306951346][bookmark: _Toc454459335][bookmark: _Toc454459741][bookmark: _Toc462668498]I recognize that I am still bound by the terms and conditions of the Data and Biosample Access Agreement or the equivalent supplemental agreement executed on ______________. 

Approved User: 

Name __________________________                                Position ___________________________  

Signature _______________________                                 Date _____________________________

Authorized Institutional Legal Representative of the Host Institution:

Name __________________________                                Position ___________________________  

Signature _______________________                                 Date _____________________________

[bookmark: _Toc306951353][bookmark: _Toc454459342][bookmark: _Toc454459748][bookmark: _Toc462668505]Please email a PDF of the signed Data and Biosample Access Renewal Form, along with any required supporting documents, to access@ontariohealthstudy.ca.
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