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HUMAN PARTICIPANTS REVIEW COMMITTEE (HPRC) 

Secondary Use of Data – HRPC Protocol Form 

Who should complete this Protocol Form?

This form is to be used for projects involving the proposed secondary use of data or samples. 

The TCPS2 defines secondary use of data as “the use in research of information or human biological materials originally collected for a purpose other than the current research purpose” (2022: p. 20). Secondary data examples include but are not limited to; social science and health survey data sets, school records, biological specimens, vital statistics registries, unemployment records, all of which originally collected for a purpose other than the current research project. Access and use of research data collected by a researcher for a purpose that was not originally identified in the research protocol or consent processes is also described as secondary use of data. Researchers are advised to review the “Secondary Data Analysis Guidelines” for further information on requirements related to use of secondary data for research purposes.  

All faculty members (including contract, and seconded) who are conducting funded or un-funded, minimal or more than minimal risk* research that only involves secondary use of data or samples, must complete this Protocol Form. Please note that adjunct faculty members must provide confirmation from the relevant Chair/Dean that your appointment includes a research component and/or that your ethics submission is made jointly with a full-time faculty member at York University. Should you have any questions, please contact the Office of Research Ethics via email (ore@yorku.ca). 

Students who are conducting funded research, more than minimal risk research, or clinical research that only involves the secondary use of data or samples, must also complete this form.  

If you are a graduate student conducting research for a thesis or dissertation and your research is non-funded, minimal risk, and involves human participants, please consult the FGS website for the appropriate forms and submission procedures.

If you are a graduate or undergraduate student conducting course related research (including an MRP) and your research is non-funded and minimal risk please consult with the office of your Department Chair, Program Director or Program Assistant to discuss the approval process for your research.

Anonymous data: The data never had identifiers attached to them, and risk of identification of individuals is low or very low.

Anonymized data: The data is irrevocably stripped of direct identifiers, a code is not kept to allow future re-linkage, and risk of re-identification of individuals from remaining indirect identifiers is low or very low.

Coded/Deidentified data: Direct identifiers are removed from the data and replaced with a code. Depending on access to the code, it may be possible to re-identify specific individuals (e.g., a principal investigator retains a key that links the coded data with a specific individual if re-linkage is necessary).

Identifiable data: Information that may be reasonably expected to identify an individual, alone or in combination with other available information.


PART A – GENERAL INFORMATION

1. [bookmark: Text1]Name of Principal Investigator(s):       


2. [bookmark: Text2]Department, Home Faculty (or Research Centre/Institute):        Email:      


3. Names of the Research Team Members:

	
	Name
	Role
	Institution/ Research Centre

	a)
	[bookmark: Text33]     
	[bookmark: Text34]     
	[bookmark: Text35]     

	b)
	[bookmark: Text36]     
	[bookmark: Text37]     
	[bookmark: Text38]     

	c)
	[bookmark: Text39]     
	[bookmark: Text40]     
	[bookmark: Text41]     

	d)
	[bookmark: Text42]     
	[bookmark: Text43]     
	[bookmark: Text44]     

	e)
	[bookmark: Text45]     
	[bookmark: Text46]     
	[bookmark: Text47]     


	




4. Status of Principal Investigator:  
[bookmark: Check4]|_|  York Faculty Member
[bookmark: Check5]|_|  Graduate Student  
[bookmark: Check6]|_|  Undergraduate Student
[bookmark: Check7][bookmark: Text32]|_|  Other:      

[bookmark: Text7]If student, please provide course director’s/ supervisor’s/ advisor’s name:      

5. [bookmark: Text8]Title of Research Project:      

6. Is this research defined as:
|_| Minimal Risk*
|_| More than Minimal Risk

Note: Full board review is required for ALL research that is more than minimal risk. A full board review requires a meeting of the HPRC for the purposes of providing final approval and which, as a consequence, may take longer to review.

* The HPRC uses the definition of minimal risk as outlined in the SSHRC/NSERC/CIHR Tri-Council Policy Statement “Ethical Conduct for Research involving Humans” (2018): “If potential subjects can reasonably be expected to regard the probability and magnitude of possible harms implied by participation in the research to be no greater than those encountered by the subject in those aspects of his or her everyday life that relate to the research then the research can be regarded as within the range of minimal risk” (p. 1.5). An expanded version of this definition is available from ORE upon request.

7. Study Goal: Briefly explain the primary objective(s), rationale, and potential benefits of the current study:
     

8. Approximate start date for proposed study (mm/yy):
Start:       		End:      




9. Is any anticipated funding for this project from internal (i.e., York University) sources?
|_| N
[bookmark: Text12]|_| Y – If ‘Yes,’ what is the funding source?      

10. Is any anticipated funding for this project from any external (i.e., outside York) sources?
|_| N
[bookmark: Text13]|_| Y – If ‘Yes,’ what is the funding agency and/or program?      


PART B – SUMMARY OF THE ORIGINAL DATA OR SAMPLE COLLECTION

1. Source of Data: Who is providing the data or biological materials, or images? Provide the original protocol clearance letter, or the number and the date of clearance (approval), if available. Attach initial consent form if available. If this information is not available, please explain. 
     

2. Type of Data: What kinds of data or biological samples or images (e.g., medical files, blood samples, school records, etc.) will be used?
     

3. Participants: Describe the characteristics of the participants from whom the information was originally collected (e.g., accountants working in government, people with asthma).
     

4. Other Permissions: Describe any permissions required for secondary use of this data or materials.  If applicable, include copies of the relevant documents (e.g. contract/data sharing agreement, permission letter/email, other REBs or Institutional approvals).  If not available, please explain.
     

5. Participants’ Consent: What was the participants’ understanding of the use of the data or materials?  Is this understanding consistent with the proposed use?  If not, please explain. 
     


PART C – IDENTIFIABILITY OF SECONDARY INFORMATION

1. Are you using Anonymous Data? (data which never included personal identifiers)
             |_| N 
             |_| Y 


2. Are you using Anonymized data? (Data which has been stripped of personal identifiers; no potential for data linkage.)
|_| N 
|_| Y 

3. Are you using Identifiable data?
|_| N 
|_| Y 


PART D – USE OF IDENTIFIABLE DATA

If you are conducting secondary analysis using IDENTIFIABLE DATA, please address the following:

1. [bookmark: _Hlk148957489]Do you plan to link this identifiable data to other data sets?
|_| N 
|_| Y – If ‘Yes,’ please describe:      
	
2. What personally identifiable data (e.g., name, student number, telephone number, date of birth, etc.) from this data set do you plan on using in your research? Also, please explain why you need to collect this identifiable data and justify why each item is required to conduct your research.
     

3. Describe the details of any agreement you have, or will have, in place with the owner of this data to allow you to use these data for your research. (You must submit a copy of any data use/access agreements.)
     

4. [bookmark: _Hlk148957469]When participants first contributed their data to this data set, were there any known preferences expressed by participants at that time about how their information would be used in the future?
|_| N
|_| Y – If ‘Yes,’ please explain:      

5. How will you obtain consent from the participants whose identifiable data you will be accessing? Please explain:
     

NOTE: Consent of participants is required for research involving secondary analysis of data that includes personal identifiers. Waiver of consent may only be considered if researchers meet the additional criteria. Please consult the Secondary Data Analysis guidelines for further information.

6. If you do not intend to seek consent of participants for use of identifiable data for secondary analysis, please provide a rationale as to why:
     

7. Does your data originate from a specific First Nations, Inuit or Métis community, or a segment of the Indigenous community at large?
|_| N
|_| Y

a) If you checked ‘Yes’ to Question 7, please explain if you plan to engage with the communities whom the data originated from and provide a rationale to your answer. Your response may require further review by the Indigenous REB, which may include submitting an IREB protocol form for review (if applicable). Please note as per TCPS2 Article 9.20, researchers shall, through community engagement as appropriate, address any potential inadvertent identification of communities, or misuse of traditional knowledge prior to initiating secondary use.
     

8. Risks to Participants: Could the secondary use of these data lead to any potential harm (e.g. physical, psychological, social, legal)?  If yes, describe the nature of the potential harms and the measures you will take to minimize these harms.
     

9. Data Security: Describe if and how the identity of the individuals will be safeguarded.
     

10. Published Data: Will published data identify any study participants? (If yes, please explain)
|_| N 
|_| Y – If ‘Yes,’ please describe:      

11. Data Retention:  How long will data be retained (or will it be retained indefinitely)?
     

Part E – Attachments 

1. Documents to be submitted to the Research Ethics Board:

[bookmark: Check10]	|_|  Sample of original consent document (if applicable)

	|_|  REB Clearance from the original study (if applicable)

	|_|  Permission letters, research contracts, data sharing agreements (if applicable)

	|_| Other, please indicate in the field below:
	          

Part F – Comments and Declarations 

2.    Is there any additional information that you would like to add that may assist the HPRC in reviewing your protocol?
     


I hereby certify that all information included on this form and all statements in the attached documentation are correct and complete.  I have examined the guidelines and principles detailed above, and the Senate Policy for Research Involving Human Participants, and affirm that, to the best of my knowledge, this research conforms thereto. I affirm that I have informed all members of my research team of their responsibilities as it speaks to the conduct of research involving human participants and as outlined in the Senate Policy, “Research Involving Human Participants”.  I have advised all research team members that all human participants in the research must have signed a written consent form or have provided oral consent for their participation in the research. I hereby undertake to notify the Human Participants Review Committee if I make any changes involving the use of human participants on this project.  I will also notify the Human Participants Review Committee if any unforeseen risks not specified in the research proposal appear.  In such a case, the study will be suspended pending clarification.


     								     
-------------------------------------------------------------		---------------------------------------------
Signature of Principal Investigator (PI)					Date


     								     
-------------------------------------------------------------		---------------------------------------------
Signature of Faculty Advisor (if PI is a student)				Date


Section to insert Digital Signatures (if applicable):



										     
--------------------------------------------------------------------------          -----------------------------------------------
Signature of Principal Investigator (PI)					Date



										     
---------------------------------------------------------------------------	---------------------------------------------Electronic Signature of Faculty Advisor (if PI is a student)			Date
2
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