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Montfort








Research Ethics Committee





713, chemin Montréal Road, Ottawa, ON K1K 0T2

Tél./Tel .: 613-746-4621 Téléc./Fax: 613-748-4914
APPLICATION FOR CLINICAL CHART REVIEW

OR SECONDARY ANALYSIS OF CLINICAL DATA 

 FOR A RESEARCH PROJECT

Whenever a research project requires an application for access to clinical charts or to secondary clinical data analyses, this document must accompany the research project form (COREB form) submitted to the Hôpital Montfort Research Ethics Board (REB). 

A. GENERAL INFORMATION AND PROJECT DETAILS 

	 FORMCHECKBOX 
   Chart review                                 FORMCHECKBOX 
   Secondary analysis of clinical data     

	Start Date:                                              End Date:

	Project Title:


	Name of primary investigator* or student investigator responsible for research (name, title, institution, address, work telephone number, email address):


	Name of co-investigator(s)* or student co-investigators* (name, title, institution, address, work telephone number, email address):

	Name of thesis or master’s supervisor(s)*, as applicable (name, title, institution, address, telephone number, email address). Please append a letter signed by the thesis or master’s supervisor stating that the supervisor has reviewed and approved all documentation submitted to the REB.


	Other research team members* who are not co-investigators. Please specify the names, roles and qualifications of each of them).


* These individuals must sign the Hôpital Montfort REB confidentiality agreement form. 

Research Project Summary 

Description of project and objectives (research questions) – maximum one page

B. INFORMATION REQUESTED

	Will a computer database be created?            FORMCHECKBOX 
 Yes          FORMCHECKBOX 
  No

	Expected period for record reviews or for developing lists of participants or statistics (e.g., 1995-2005).




Describe the information requested and the patient profile:
Sociodemographic data (sex, age, etc.) and indicate the inclusion and exclusion criteria (e.g., list of ICD codes, emergency department patients, hospitalized patients, rehabilitation, mental health or outpatient). State whether Hôpital Montfort must create a list of target patients for the research project. 

Note that names, dates of birth and six-digit postal codes cannot be gathered.
C. CONFIDENTIALITY AND INFORMATION SECURITY

The following information must be included to avoid processing delays:

	What security measures will be put in place to protect the confidentiality of the information during transmission?

	Will an independent study number (code) be assigned to each patient record?

Yes    FORMCHECKBOX 
         No    FORMCHECKBOX 


	Confirm that no identifying information will be used (such as hospital unique identification numbers, etc.). If any identifying information is required, justification must be provided.

      Yes    FORMCHECKBOX 
         No    FORMCHECKBOX 


	Indicate how data containing Personal Health Information (PHI) will be protected against breaches of privacy (i.e., kept in locked cabinets? password protected?). Indicate which organizations and/or individuals will have access to PHI.

Confirm that no PHI will be leaving Hôpital Montfort  Yes    FORMCHECKBOX 
        No    FORMCHECKBOX 


	Does your project involve linking any information from this request to other information?       Yes    FORMCHECKBOX 
         No    FORMCHECKBOX 

If yes, describe what information is to be linked. What type of linkage is required? Describe the rationale for this linkage.

	Attach the data collection form or list of fields (*mandatory: this information is required to process your application). 

Note that the content of the form should be sufficient to answer the research questions.

	Indicate how paper and electronic data will be destroyed once the storage date has expired (e.g., shredded or deleted).



	List all of the persons who will have access to the records in an individually recognized form for the research purpose described and why they need this access (name and role in research).



	Describe how you will keep information secure:

 FORMCHECKBOX 
  Premises will be locked 

 FORMCHECKBOX 
  Access to the premises will be controlled (passcards, security clearances, etc.)
 FORMCHECKBOX 
  Access to the information will be restricted to the research team by a files/folders password.

	What other computer security methods will you use to prevent unauthorized access?
 FORMCHECKBOX 
 Encoding       FORMCHECKBOX 
 Firewalls          FORMCHECKBOX 
 Identifying information scrambled/de-linked

 FORMCHECKBOX 
 Encryption                                       Other (Describe): 

 FORMCHECKBOX 
  Staff will be trained regarding privacy 
 FORMCHECKBOX 
  Staff will sign a confidentiality agreement

 FORMCHECKBOX 
  Other, please explain:

	Will information remain within the institution?

Yes     FORMCHECKBOX 
        

No      FORMCHECKBOX 
   

If no, please indicate why and how information will be exported to outside entity.

	Will system files be backed up automatically?

Yes     FORMCHECKBOX 
        

No      FORMCHECKBOX 
   


D. PLEASE READ THIS IMPORTANT INFORMATION
Privacy and Confidentiality Statement
In the event of a breach of privacy, the investigator shall immediately inform the Hôpital Montfort REB. 

For research projects, the investigator acknowledges that the personal health information gathered during this study will not be:

• Used for future research without prior approval by the REB;

• Published in a manner that could allow other persons to identify the participant whose personal health information is the subject of research;

• Disclosed, except as required or permitted by law.
General Guarantees Concerning Research Data Storage

PHI must be stored securely. Participant identification codes based on date of birth, ethnic origin, a hospital unique identification number or home address should be avoided. Variables that could individually or in combination lead to the identification of individuals must also be avoided. Instead, participants must be encoded using a study number different than the individual’s identification number. If necessary, the hospital unique identification number may be linked to the study subject number in a separate document, password protected and encrypted. Furthermore, the following web link will help investigators quickly assess the risk of re-identification. The underlying model for this tool is based on a Canadian census analysis and was developed by Dr. Khaled El-Emam, Canada Research Chair in Electronic Health Information:
 http://www.ehealthinformation.ca/rebwizard/ca 

All research records related to studies under the authority of Health Canada Regulations, Division 5, should be stored for 25 years after the end of the study. All other study records must be stored for 5 to 7 years following the end of the study unless indicated otherwise and approved by the REB. Data stored electronically on a long-term basis must be checked or validated for access and accuracy every 2 to 3 years.
Information Stored on Wireless/Portable Devices

Portable devices (laptop computers, USB keys, Personal Digital Assistants, etc.) that contain study-related information must be stored in a secure manner. Data stored on these devices must be anonymized, password protected and encrypted. 

- For more information on encrypting and protecting personal health information, please consult the directive issued by the Information and Privacy Commissioner. http://www.ipc.on.ca/images/Resources/up-fact_12e.pdf 

I confirm that I have read this information:

(Signature):________________ Date_______________

All original personal health records received from the Hôpital Montfort Service des archives cliniques (clinical archives service) must be returned once their consultation is no longer required for the purposes of this research project and all copies made or received must be destroyed in accordance with the information sharing agreement. 

I certify that the information reported here is accurate and that the personal health information will not be used for future projects without prior approval of the Research Ethics Board.

In making this request, I acknowledge that failure to comply with the terms and conditions of the information sharing agreement is cause for termination of the agreement and, where applicable, a complaint to the Information and Privacy Commissioner of Ontario. 

______________________________________
______________________________________
Primary Investigator Signature                              Date
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