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Personal Health Information Act 

RESEARCH PLAN CHECKLIST

Section 59 of the Personal Health Information Act (PHIA) requires a researcher seeking to conduct research utilizing personal health information to submit a research plan to a Research Ethics Board
. The research plan must be in writing, and in order to meet the requirements for a custodian under the Act, the research plan must include the following:

1. a description of the research
 proposed to be conducted;

2. a statement regarding the duration of the research;

3. a description of the personal health information required and the potential sources of the information; 

4. a description as to how the personal health information will be used in the research;

5. where the information will be linked to other information, a description of the other information as well as how the linkage will be conducted;

6. where the researcher is conducting the research on behalf of or with the support of a person or organization, the name of the person or organization; 

7. the nature and objectives of the research and the public or scientific benefit anticipated as the result of the research;

8. where consent is not being sought, an explanation as to why seeking consent is impracticable;
9. an explanation as to why the research cannot reasonably be accomplished without the use of personal health information;

10. where there is to be data matching
, an explanation of why data matching is required;

11. a description of the reasonably foreseeable risks arising from the use of personal health information and how those risks are to be mitigated;

12. a statement that the personal health information is to be used in the most de-identified form possible for the conduct of the research;

13. a description of all individuals who will have access to the information, and: 
a) why their access is necessary;
b) their role in relation to the research; and

c) their qualifications;
14.  a description of the safeguards that the researcher will impose to protect the confidentiality and security of the personal health information;

15. information as to how and when the personal health information will be destroyed or returned to the custodian; 

16. the funding source of the research;

17. whether the researcher has applied for the approval from another research ethics board and, if so, the response to or status of the application; and
18. whether the researcher’s interest in the disclosure of the personal health information or the conduct of the research would potentially result in an actual or perceived conflict of interest on the part of the researcher.

� “Research Ethics Board” means a research ethics board established and operating in conformity with the Tri-Council Policy Statement (PHIA section 52(d)).





� “Research” means a systematic investigation designed to develop or establish principles, facts or generalizable knowledge, or any combination of them, and includes the development, testing and evaluation of research (PHIA section 52(c)).





� “Data matching” means the creation of individual identifying health information by combining individual identifying or non-identifying health information or other information from two or more databases without the consent of the individuals who are the subjects of the information (PHIA section 52(a)).
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