TEMPLATE 7-4

Request for Access to Personal Health Information Held by the 
______________ (insert name of custodian)_________________
Definitions from the Personal Health Information Act (PHIA) and regulations:
"custodian" means an individual or organization described below who has custody or control of personal health information as a result of or in connection with performing the person's or organization's powers or duties:
(i) a regulated health professional or a person who operates a group practice of regulated health professionals, 
(ii)  the Minister, 
(iii)  the Minister of Health Promotion and Protection,
(iv)  a district health authority under the Health Authorities Act,
(v)  the Izaak Walton Killam Health Centre,
(vi) the Review Board under the Involuntary Psychiatric Treatment Act,
(vii) a pharmacy licensed under the Pharmacy Act,

(viii)  a continuing-care facility licensed by the Minister under the Homes for Special Care Act or a continuing-care facility approved by the Minister
(ix) Canadian Blood Services,
(x)  any other individual or organization or class of individual or class of organization as prescribed by regulation as a custodian

a.  Nova Scotia Hearing and Speech Centres
b. a home care agency that is approved by the Department of Health and Wellness and has a service agreement with a district health authority under the Health Authorities Act or with the Izaak Walton Killam Health Centre;
c.  a home oxygen agency that is approved by and has a service agreement with the Department of Health and Wellness.
 “Data linkage” means the bringing together of 2 or more records of personal health information to form a composite record

“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

“Impracticable” means a degree of difficulty higher than inconvenience or impracticality but lower than impossibility

“Research” means a systematic investigation design to develop or establish principles, facts or generalizable knowledge, or any combination of them, and includes the development, testing and evaluation of research

“Research Ethics Board” means a research ethics board established and operating in conformity with the Tri-Council Policy Statement

“Tri- Council Policy Statement” means the Tri-Council Policy Statement “Ethical Conduct for Research Involving Humans” adopted in August 1998 by the Medical Research Council or Canada, the Natural Sciences and Engineering Research Council of Canada and the Social Sciences and Humanities Research Council of Canada and includes any amendments or successor statements.
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	1. APPLICANT INFORMATION:


Researcher:
Organization:

Address:

Email:




Phone:



Fax:

Academic Advisor (if Researcher is a student)

Organization:

Address:

Email:




Phone:



Fax:

	2. CO-INVESTIGATORS


List all co-investigators, their affiliation and specific role (e.g., data analyst, statistical or clinical consultant, data collection) in the proposed research project. If the Researcher is a student, please list all Advisory Committee Members. A signed confidentiality agreement will be required of each individual before the data are released. 
1. Name:

Organization:

Primary role on the project including a brief paragraph describing recent similar projects involving the use of personal health information:
Will he/she have access to person identifying data?  

· If yes, please provide rationale

2. Name:

Organization:

Primary role on the project including qualifications:
Will he/she have access to line identifying data?  

· If yes, please provide rationale

3. Name:

Organization:

Primary role on the project including qualifications:
Will he/she have access to line identifying data?  

· If yes, please provide rationale
	3. STUDY FUNDER 


Has funding been obtained for this study? 




Yes □  
No □

If yes, or pending please indicate the funding source(s):
	4. RESEARCH PROJECT 


(a) Research Project Title (please include research proposal):

(b) Study objectives/outcome measurers  of the Research (please include specific research questions):

(c) Provide, in plain language, a brief summary of your proposed methodology including the analysis plan (maximum 3 pages): 
(d) What is the proposed public or scientific benefit of this research? 
(e) Are there any foreseeable harms/risks arising from the use of personal health information? 

If yes, how will the risks be mitigated?
	5. STUDY PARTICIPANTS


(a) Will the study involve direct access to potential study participants? 

Yes □ 
No □

i. If no, please move to section 6.
ii. If yes, will the study involve mailing correspondence to potential participants?  

Yes □  
No □

If yes, include a copy of the introductory letter that will be sent to the potential participants as well as the Information, questionnaires, and any other materials that potential participants will receive.

(b) Will (insert name of custodian) be asked to facilitate a blind mail-out?

 Yes □ 
No □
(c) Will participants be asked to provide informed consent for this study?

Yes □ 
No □
If yes, please include consent form.

(d) If consent is not being sought, please indicate why. 

PHIA requires consent to be sought unless a Research Ethics Board (REB) has determined consent is not required - please see section 57 of PHIA for all requirements.
	6. SPECIFIC DATA REQUIRED 


(a) Please complete the following table which allows  (insert name of  custodian) to clearly identify the objectives and corresponding variables required:

The Personal Health Information Act (PHIA) places the highest importance on the protection of privacy and security of the data held by custodians.   PHIA requires that only the minimum information necessary to accomplish the purpose of the research project be released to researchers.  
	Variable Required
	Clearly define Objective
	Rationale
	Years of data required
	Database/Source

	Example

	e.g. Age of each person 
	e.g. Do wait times vary for hip replacement surgery in Nova Scotia by age?
	e.g. To calculate age adjusted incidence rates. Categorized age variable cannot be used for calculating age adjusted incidence rates
	e.g. 1999-Present
	e.g. Cancer Registry held by Cancer Care Nova Scotia 


(b) Will data from another source(s) be requested for this research study?

Yes □ 
No □
If yes, please provide a list of data sources and the variables requested
(c) Will data held by (insert name of custodian) be linked/matched with the above data? 

Yes □ 
No □
If yes, please describe the nature of the linkage, including the process for linking data from varied sources.  Please include a flow diagram if multiple linkages will occur, as well as the specific data fields you are requesting. 
(d) Estimated time period for need of data: (specify the time: one year, five years, etc. that this data will be used for, or how often this data has to be forwarded to your organization)
	7. CONSENT 


Will you be obtaining consent from the individuals whose personal health information you are requesting access?








Yes □ 
No □



If no, please provide an explanation as to why seeking consent is impracticable. Please provide supporting documentation presented to the REB that led them to determine that the consent of the subject individuals is not required.
	8. INFORMATION PRACTICES


(a) Indicate the physical location where the data will reside (complete address, including room/office number).

(b) Will the data be accessed remotely?




 Yes □ 
No□

If yes, by whom? Where is the remote terminal located? What level of data (aggregate vs. line-level) will be accessed? Describe the specific security measures in place to ensure that data security is not compromised by remote access.

(c) Describe the administrative, physical and technical measures taken to safeguard the information. Please include security measures (e.g. physical, technical and administrative controls and safeguards – passwords, firewall, encryption, audits etc.)

(d) Where and how will participants’ personal information be stored after the study ends?

(e) How will the information be securely destroyed? 
	9. PUBLICATION OF THE STUDY RESULTS 


Describe how you intend to share and/or publish the results of your research, providing detail on audiences and the format in which data/results will be presented.  

For example, the results might be presented to supervising professors, published in academic journals, distributed within an organization, or forwarded to a sponsoring or funding agency; the data/results might be presented in aggregate or de-identified form.
If the results will be published, a copy of the report must be sent to (insert name of custodian)
	10. CONFLICT OF INTEREST


Will the researcher’s interest in the disclosure of the personal health information or the conduct of the research potentially result in an actual or perceived conflict of interest on the part of the researcher?







Yes □ 
No□
If yes, please explain how the researcher intends to address the potential conflict. 
	11. OTHER INFORMATION 


Please describe any other information relevant to this application.
	ATTACHMENTS 


The following documents must be provided:
□    Research Proposal
□    Research Ethics review application and any supporting documents (all applicable REBs)
□    Research Ethics Board review approval and any interim approvals

 
□ pending

□    Peer review support documents, if applicable.
□    Confidentiality Agreement(s) (template attached)
□    Researchers’ Current CV

□   Consent Form

	DECLARATION


I declare that:

a. This research complies with the Nova Scotia Personal Health Information Act;
b. The information received will only be used for the purposes of the study;
c. The research  cannot reasonably be accomplished without the use of personal health information;

d. The information is to be used in the most de-identified form possible for the conduct of the research;

e. The protocol ensures the security of the personal health information and its destruction when finished;
f. The researcher’s interest in the disclosure of the personal health information or the conduct of the research will not potentially result in an actual or perceived conflict of interest on the part of the researcher except as noted in section 10 (above); and
g. A copy of all published reports and articles will be provided to the (insert name of custodian).
[image: image1.emf]
Signature of Principal Investigator 





Date
Confidentiality Agreement for

(insert custodian & party)

As a condition of my project work agreement with the (insert custodian)
 I agree to:

(a) keep private;

(b) treat as being confidential; and

(c) not make public or divulge to any person  

any information or material to which I become privy during the term of this project.

I agree to uphold this obligation during, as well as after the completion of my project and abide by all (insert custodian) policies.

Any product resulting from my work at the (insert custodian) remains property of (insert custodian) and cannot be used unless I request to and receive permission from the Manager of the program. 

Failure to uphold this obligation of confidentiality will result in my immediate termination with (insert custodian), as well as appropriate communication to (insert name of privacy officer) and to my program Chair regarding the breach of confidentiality. 

Signed by:


Name



   Signature



                      Date 

Witnessed by:


Name



     Signature



            Date 
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