York University Office of Research Ethics
Secondary Use of Data for Research Purposes 
YU HUMAN PARTICIPANTS REVIEW COMMITTEE (HPRC) GUIDELINES
Definition of Secondary Use of Data: 
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. 
Guidelines for Secondary Use of Anonymous Data for Research Purposes:
Anonymous data is information that “never had identifiers associated with it (e.g., anonymous surveys) and risk of identification of individuals is low or very low” (TCPS2 2022, p. 80).  
According to TCPS2 article 2.4 (p.19): "REB review is not required for research that relies exclusively on secondary use of anonymous information, or anonymous human biological materials, so long as the process of data linkage or recording or dissemination of results does not generate identifiable information."   
Researchers involved with secondary analysis of anonymous data, however, are asked to consider the following additional questions: 
What is the source of the data?  A previously approved protocol? Regulated data repository or archive? 
Are there any restrictions on use or dissemination of findings? 
Is there any potential for data linkage? 
Is it Indigenous data? 
Researchers are also required to complete the “Secondary Data Analysis- Anonymous Data Reporting Form” and submit to the Office of Research Ethics via email at ore@yorku.ca before engaging with secondary use of data.  
Please note that anonymous data that was originally collected for assessment, management, or improvement purposes, but later proposed for research purposes, would be considered secondary use of information not originally intended for research, and requires REB review (TCPS2 2022, p. 21).  
Where the researcher seeks data linkage of two or more anonymous sets of information or human biological materials, and there is a reasonable prospect that this could generate identifiable information, then REB review is required (TCPS2 2022, p. 20).  
[bookmark: _Hlk147820381]Most genetic material is not considered to be anonymous data and therefore its use may be subject to ethics review. Should your research involve human biological materials, please contact the Office of Research Ethics (ore@yorku.ca) for further information and guidance.Please contact ORE for advice prior to use of anonymous data for research purposes to ensure that an exemption from review is applicable to your context.



Guidelines for Secondary Use of Non-Anonymous Data for Research Purposes:  
Secondary use of non-anonymous data (anonymized, coded/de-identified or identifiable) is subject to ethics review. Researchers are asked to submit the Secondary Use of Data HRPC Protocol Form and any attendant documents (previous ethics approvals of the data sets, data use/access agreements etc.) via email at ore@yorku.ca. 
Researchers who rely exclusively on secondary use of non- identifiable data are not required to seek participant consent (TCPS2 Article 5.5b p. 90). However, it is the researchers’ responsibility to satisfy the YU HPRC that, in the context of the proposed research, the information to be used can be considered non-identifiable for all practical purposes.
In the case of secondary use of identifiable data, researchers must obtain consent from participants unless the researcher satisfies all the requirements from Article 5.5A (2022, p. 80) as stated below: 
a. identifiable information is essential to the research; 
b. the use of identifiable information without the participants’ consent is unlikely to adversely affect the welfare of individuals to whom the information relates; 
c. the researchers will take appropriate measures to protect the privacy of individuals and to safeguard the identifiable information; 
d. the researchers will comply with any known preferences previously expressed by individuals about any use of their information; 
e. it is impossible or impracticable to seek consent from individuals to whom the information relates; and 
f. the researchers have obtained any other necessary permission for secondary use of information for research purposes. 
When engaging with secondary use of data identifiable as originating from a specific First Nations, Inuit or Métis community, or a segment of the Indigenous community at large (TCPS2 Article 9.20, p. 179), researchers shall, through community engagement as appropriate, address any potential inadvertent identification of communities, or misuse of traditional knowledge prior to initiating secondary use where:
a. secondary use has not been addressed in a research agreement and has not been authorized by the participants in their original individual consent; or
b. there is no research agreement; and
c. the data are not publicly available or legally accessible.
Should your research involve identifiable data, please contact the Office of Research Ethics (ore@yorku.ca) for further information and guidance.
Should your research involve YU institutional data, please contact the Office of Institutional Planning and Analysis (OIPA) for more information. Ethics review and approval will still be required if your research involves the use of institutional data.
Glossary: 
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).
Data linkage – The merging or analysis of two or more separate data sets (e.g.,
health information and education information about the same individuals) for
research purposes. 



Human biological materials – Tissues, organs, blood, plasma, skin, serum, DNA,
RNA, proteins, cells, hair, nail clippings, urine, saliva, and other body fluids. The
term also includes materials related to human reproduction, including embryos,
fetuses, fetal tissues and human reproductive materials. 

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

Impracticable – Incapable of being put into practice due to a degree of
hardship or onerousness that jeopardizes the conduct of the research; it does
not mean mere inconvenience. 

[image: ]Page 1 of 3		Developed: August 2017
		Updated: November 2023
		Reviewed and Approved: December 2023 
		
image4.png




