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Research Ethics Board




Short Application for Ethical Approval of

Human Subject Health Record/Database Research

1.  PROJECT TITLE:      ______________________________
2. PRINCIPAL INVESTIGATOR (MUST BE A PERMANENT SICKKIDS STAFF MEMBER)

Name:      
Signature: _________________________________

Department/Division:      
Discipline (e.g., neonatology, social work):      
SickKids I.D. #:      
CO-INVESTIGATOR(S)

Name:      
Signature: _________________________________
Institution:      
Department/Division:      
Position (e.g., physician, fellow):      
Discipline (e.g., neonatology, social work:      
SickKids I.D. #:      
Name:      
Signature: _________________________________
Institution:      
Department/Division:      
Position (e.g., physician, fellow):      
Discipline (e.g., neonatology, social work):      
SickKids I.D. #:      
Name:      
Signature: _________________________________
Institution:      
Department/Division:      
Position (e.g., physician, fellow):      
Discipline (e.g., neonatology, social work):      
SickKids I.D. #:      
These signatures confirm that each investigator has read the proposal and agrees to conduct this study in compliance with 
the Tri-Council Policy Statement, the Personal Health Information Protection Act (PHIPA, and any other applicable legislation and regulations, to adhere to the approved protocol, to apply to the Hospital For Sick Children (SickKids) Research Ethics Board (REB) for approval of amendments, report adverse events to the REB, submit annual reports and cooperate with any monitoring activities determined by the REB.
3. OTHER RESEARCH TEAM MEMBERS WHO ARE NOT CO-INVESTIGATORS (names of individuals who will be accessing personal health information e.g., health records/Electronic Patient Charts (EPC). Please print names (signatures not needed).

Name(s)     


Position(s)      

4. PRIMARY CONTACT NAME:      


Position      

(To whom all REB correspondence will be sent. Please note that surface mail will only be sent to Hospital addresses)

EMAIL ADDRESS:
 FORMCHECKBOX 
 Lotus Notes 
 FORMCHECKBOX 
 Other      

5. IS THIS PROJECT FUNDED?



 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes



            a) Contract signoff may be required. Please contact Corporate Ventures at ext. 7739 to confirm.

Available Amount $     

Funding source:      

6. IS THIS A MULTICENTRE STUDY?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes
               Please contact Corporate Ventures at ext. 7739 to determine whether a 



                    contract/agreement is required.

7. CONFLICT OF INTEREST DECLARATION BY PRINCIPAL INVESTIGATOR
EXPLANATION

Researchers hold trust relationships with research subjects, research sponsors, SickKids, their professional bodies, and society. Researchers, SickKids, and the REB are required to identify and address actual, potential, and perceived conflicts of interest (“Conflicts of Interest”) to maintain public confidence and trust, ensure the integrity of research, discharge professional obligations, and ensure accountability.

A Conflict of Interest does not necessarily imply wrongdoing, as a Conflict of Interest depends upon the circumstances, not on the character of the staff member.

A Conflict of Interest does not mean that the research cannot proceed. Many (but not all) Conflicts of Interest can be managed, but always require identification of the Conflict of Interest, disclosure to research subjects, and if required, other steps to manage the Conflict of Interest. It will be up to the REB to determine if the Conflict of Interest can be managed and if the proposed mitigation measures are adequate.
All Conflicts of Interest must be clearly identified by the Principal Investigator.  The Principal Investigator is making this Declaration on behalf of himself/herself and the members of the research team (collectively referred to in the Declaration as “Researcher”)
Categories of Conflict or Potential Conflict of Interest:

There are many types of Conflict of Interest which may affect the research. The Conflict of Interest may arise in relation to the Researcher or a “Related Person” to the Researcher (e.g., spouse, domestic partner, immediate family member or close acquaintance). The categories of Conflicts of Interest include the following: 

(i)



     Financial
The Researcher or Related Person stands to gain financially in the undertaking or outcome of research (e.g. share ownership in study sponsor, bonus for positive test results) outside the normal compensation of the Researcher.

(ii)
   Direct Status Benefit
The Researcher or Related Person stands to gain through direct rewards in respect of his or her status (e.g. career status) in the undertaking or outcome of research (e.g. promise of promotion for successful research).  It is recognized that undertaking research will usually be viewed positively in terms of enhancing career advancement.  The question is whether the link between the career enhancement and the outcome of the research is so strong as to bring into question the objectivity of the Researcher or the process and outcome of the research.

(iii)
Undue Influence

The position of the Researcher or Related Person is such that the Researcher or Related Person may exert an undue influence over the research or influence or coerce research subjects, because of his or her position or the vulnerability of the research subjects. This influence may be due to a personal or professional relationship between the affected individuals (e.g. a physician recruiting his/her own patients the subjects are to be recruited from Researcher's students or employees).

(iv)
Competing Interest 
The Researcher may be influenced to draw conclusions against the interest of the sponsor or another interested party to the study because the Researcher or a Related Person has an adversity in interest related to the research (e.g., – the Researcher has an interest in a competitor drug or product or the Researcher involved in litigation against sponsor).
     DECLARATION – CONFLICT OF INTEREST
A.      I have spoken with members of my research team and hereby declare that neither I nor (to the best of my knowledge) any members of my research team have an actual, potential or perceived Conflict of Interest with respect to the attached Application for Research.

   FORMCHECKBOX 
 (check this box  if applicable)

OR

I have spoken with members of my research team and have identified a Conflict(s) of Interest with respect to this application for research in the following categories and as specified below.  (Please check all boxes as appropriate and attach a separate sheet describing the conflict of interest in full detail). 
(i)
Financial: FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
   No

 










                     
Member with Conflict of Interest       _____________________________
(ii)
Status:      FORMCHECKBOX 
 Yes    FORMCHECKBOX 
    No 





Member with Conflict of Interest      ______________________________
(iii)
Undue Influence:
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 
Member with Conflict of Interest       ______________________________
(iv)   Competing Interest: FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

 Member with Conflict of Interest        ____________________________

Details of Conflict of Interest:      _______________________________________________________________________

B.         (If you have checked yes to any of the items in section A  above, please complete sections B and C) I intend to manage the Conflict(s) of Interest as set out below (e.g. disclosure in consent form, declining role/position with sponsor or additional monitoring strategies such as monitoring consent). Please note Conflicts of Interest must be disclosed on the consent form.

     




C.         I have declared all Conflicts of Interest to the Research Institute. (If you have not disclosed the Conflicts of Interest to the Research Institute or are not obliged to declare, please explain why.)  Please attach a copy of the Research Institute approval of the Conflict(s) of Interest.
  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A
     

____________________________________________________________________________________________________
D.    Should a Conflict of Interest arise for me or any member of my research team during the course of the research, I shall declare this in writing to the Research Ethics Board.

 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No

E.    I hereby declare that I have read this Declaration, have discussed this Declaration with the members of my research team, and that to the best of my knowledge and belief, my responses are true and complete.



     

     
	Name of Principal Investigator
	
	Signature of Principal Investigator
	
	Date


8. PROTOCOL (Including background, objectives, methods, and statistical analysis):

           
9. DATA COLLECTION FORM: Please attach a data collection form. Note that identifiable personal health information must not be included on data collection forms –i.e. the research subject names, initials, SickKids patient numbers, and other identifying information is strictly prohibited. Each study subject must be assigned a unique study identifier code, otherwise this application will be returned. The code-breaking information must be kept separately from the data collection files. The PI is responsible for ensuring that the code-breaking information is totally inaccessible to individuals who are not part of the research team. 
Please note that the content of the form should be adequate to answer the research questions(s).
     
10. SOCIO-DEMOGRAPHIC INFORMATION: If you are planning on extracting socio-demographic information, e.g.  race or ethnicity, religion, annual family income, please elaborate how this data is directly relevant to the study objectives.

     
11. SAMPLE CHARACTERISTICS: 


Proposed number of research subjects      

 FORMTEXT 
     
What are the inclusive dates for the chart review?      

 FORMTEXT 
     

 FORMTEXT 
      to      

 FORMTEXT 
     

 FORMTEXT 
     
(note: inclusive date cannot go beyond the date of application)

12. SECURITY AND CONFIDENTIALITY OF PERSONAL HEALTH INFORMATION AND RESEARCH DATA

(Please check all steps which will be taken)


Are any sensitive issues raised in this study or its publication (e.g. HIV status, mental health status), which could result in

 harm (e.g.  cause embarrassment, refusal of employment or insurance coverage, stigmatization) and therefore require

 subject consent?
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   

If yes, please specify how such consequences would be addressed:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMCHECKBOX 

Identifying information de-linked

Use of study names, initials, SickKids patient numbers, and other identifying information is strictly prohibited on data collection forms, adverse event reports, and other research subject-specific documents.  Subjects must be assigned a unique identification code. The code-breaking information must be kept separate from the data extraction files. It is the responsibility of the Principal Investigator to ensure that the code-breaking information is totally inaccessible to individuals who are not on the research team.

 FORMCHECKBOX 

Records / computers secured



Method:

 FORMCHECKBOX 
Patients coded
 FORMCHECKBOX 
Files/Folders password protected
 FORMCHECKBOX 
Computer password protected






(Please provide name of password software      
)






 FORMCHECKBOX 
Computer in locked office only






 FORMCHECKBOX 
Other (Specify):      


 FORMCHECKBOX 

Chart/Computer Access limited to research team



Method:

 FORMCHECKBOX 
Cabinet/Office keys ONLY with research personnel






 FORMCHECKBOX 
Computer passwords ONLY with research team






 FORMCHECKBOX 
Other (Specify):      


15. DATA SOURCES & STORAGE

What patient information data source are you accessing?

 FORMCHECKBOX 

Health Records (Health Record signoff is required. A fee may be charged) _________________________________


 FORMCHECKBOX 

Clinic/Office Files
Specify which     


 FORMCHECKBOX 

Electronic Database
Specify which     


 FORMCHECKBOX 

Other


Specify which      


a) Where will the data be stored?       
b) How will the data be stored and protected while in storage?      
c) For how long will the data be stored?      
d) Who will have access to these data in the future?      
e) How will the data be returned and/or destroyed?      
f) Will data be sent outside of the institution? 
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes
Please specify where and how the data will be sent, noting any security measures and strategies for protecting study     subject privacy:      


16. DO YOU PLAN ON LINKING LOCALLY COLLECTED DATA WITH ANY OTHER DATA SET (e.g. OHIP data)? 
If so, identify the data set, why these linkages are required, identify how the linkage will occur, and provide a list of data items contained in it.      
17. INDICATE WHETHER THERE IS A CONTRACT/RESEARCH AGREEMENT OR DATA SHARING AGREEMENT INVOLVED: 
 FORMCHECKBOX 
 Yes
If “yes”, please attach a copy of the agreement

 FORMCHECKBOX 
 No
18. CONSENT

Are you requesting a waiver of consent for this project?

 FORMCHECKBOX 
 No   (Attach a consent form for approval)

 FORMCHECKBOX 
 Yes (please indicate reason(s) from list below)
The following conditions must be met before a waiver of consent is considered:

· The objectives of the research cannot be reasonably accomplished without using personal health information.

· There are adequate safeguards to protect the privacy of individuals.

· There is a public interest in this research while protecting the privacy of individuals.

Criteria to consider when requesting a waiver of consent, circle all that apply:

 FORMCHECKBOX 
The sample size is so large that obtaining consents are impracticable.  

 FORMCHECKBOX 
The subjects have graduated to adult services or are otherwise too difficult to locate making obtaining 
            consents impracticable.  

 FORMCHECKBOX 
       The subject group under investigation has a high mortality rate so can not be contacted without causing distress to 
            the family (e.g. children with severe heart malformations).  

 FORMCHECKBOX 
       Because of the unique subject group characteristics, there is a greater risk of sample bias which would invalidate 
            the research (e.g. research concerns family disintegration issues).  

 FORMCHECKBOX 
       The request for chart review is only to determine study feasibility or the appropriate sample size and not to 
            conduct research. 

 FORMCHECKBOX 
       There is no lockbox provision on any record to be accessed. See Hospital policy “Lockbox”.
 FORMCHECKBOX 
      Other (Please elaborate)      


PRIVACY AND SECURITY ACKNOWLEDGEMENT:
On behalf of my research team, I recognize the importance of maintaining the confidentiality of personal health information and the privacy of individuals with respect to that information.  I will ensure that the personal health information is used, only as necessary, to fulfill the specific research objectives and related research questions described in this application and approved by the REB.  This includes all conditions and restrictions imposed by the REB governing the use, security, disclosure, return or disposal of the research subjects' personal health information.  I agree to take any further steps required by the REB or SickKids to ensure that the confidentiality and security of the personal health information is maintained in accordance with the Personal Health Information Protection Act (PHIPA), its accompanying regulation and the Tri-Council Policy Statement.
	Principal Investigator Signature
	
	                                          Date


	Signature of Approval
	
	                                              Date



Division/Department Head
 
Do you plan on accessing information from another Division/Department?




 FORMCHECKBOX 
 NO




 FORMCHECKBOX 
 YES

If yes, authorization from the division/department head is requested
	Signature of Approval
	
	Date


Research Ethics Board approval for retrospective chart research

Waiver of consent granted because the following criteria have been met:

N.B. Any waiver of consent excludes any patient record that has been “locked” by the patient.  See Hospital policy “Lockbox”.
Signature of REB Chair 


Date of approval 
Approval expires


LEVEL OF CONTINUING REVIEW 


Copyright © 1999 - 2007 The Hospital for Sick Children. All rights reserved.


















� The signatures of Division or Department Heads, and of Clinic Heads who are named as investigators in this application are not accepted here; sign-off in such cases is done by an existing (e.g., not created specifically for this research project) deputy, or by the person to whom the Head reports for patient care matters
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