



APPLICATION FOR REVIEW BY RESEARCH ETHICS BOARD

For use by investigators performing research to be reviewed by the 

Research Ethics Board (REB) of the Niagara Health System

Handwritten submissions will not be accepted
Please refer to the Tri-Council Policy Statement on Ethical Conduct for Research Involving Human (1998) prior to completion of this form -  http://www.pre.ethics.gc.ca/english/policystatement/policystatement.cfm 

Is this a student project? If YES, specify:  [   ] Post-doc  [  ]  PhD  [  ]  Master’s  [  ]  Undergrad  [  ]  Resident/Fellow

[image: image1.jpg]


Project # _______________________


Date:
                (will be assigned by REB)

SECTION A – GENERAL INFORMATION

1. (a) Title of Project:


(b) List up to 5 keywords that describe this project:

2. Name(s) & Degree(s)


       of Investigator(s):​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​___________________________________________________________

Please include a copy of the curriculum vitae for the investigator(s) when submitting new applications for review.


University Title(s) or Position(s):______________________________________________

Clinical Program:___________________________________________________________

Hospital Affiliation:_________________________________________________________

Phone #:__________________________________________________________________


Email Address:_____________________________________________________________

(a) Locally Responsible Investigator (must have an appointment at the Niagara Health System)

	Title
	First Name:
	Surname:

	Institution:
	Department/Division:

	Street Address:

Line 1

	Line 2

	City:
	Province/State:
	Postal/Zip:
	Country:

	Phone/ext:
	Pager:
	Email:
	Fax:


(b) Global Principal Investigator (if different from (a) above)

	Title
	First Name:
	Surname:

	Institution:
	Department/Division:

	Street Address:

Line 1

	Line 2

	City:
	Province/State:
	Postal/Zip:
	Country:

	Phone/ext:
	Pager:
	Email:
	Fax:


(c) Sub-investigator(s)

	Title
	First Name:
	Surname:

	Institution:
	Department/Division:

	Street Address:

Line 1

	Line 2

	City:
	Province/State:
	Postal/Zip:
	Country:

	Phone/ext:
	Pager:
	Email:
	Fax:


	Title
	First Name:
	Surname:

	Institution:
	Department/Division:

	Street Address:

Line 1

	Line 2

	City:
	Province/State:
	Postal/Zip:
	Country:

	Phone/ext:
	Pager:
	Email:
	Fax:


	Title
	First Name:
	Surname:

	Institution:
	Department/Division:

	Street Address:

Line 1

	Line 2

	City:
	Province/State:
	Postal/Zip:
	Country:

	Phone/ext:
	Pager:
	Email:
	Fax:


FOR ADDITIONAL SUB-INVESTIGATORS, COMPLETE AN ADDITIONAL SHEET AND ATTACH

(d)  Study coordinator or other Research Administrative Contact for this Application

	Title
	First Name:
	Surname:

	Institution:
	Department/Division:

	Street Address:

Line 1

	Line 2

	City:
	Province/State:
	Postal/Zip:
	Country:

	Phone/ext:
	Pager:
	Email:
	Fax:


3. Proposed Date:  (a) Local Start Date:______________ (b) Anticipated End Date:____________

4. Indicate location(s) where research will be conducted:   



[   ]  Niagara Health System – specify site:  [   ] DMH  [   ] GNGH  [   ] NOTL  [   ] OSS  [   ] PCGH  [   ] SCGH  

                                                                                  [   ] WCGH  [  ]Other (specify):

5. Multi-centered studies:

(a)  Is this a multi-centered study? 








[   ] YES   [   ] NO

(b)  Has the application been reviewed by other Research Ethics Boards (REB) outside of the Niagara Health System?



[   ] YES   [   ] NO

                   If YES, please attach any REB approvals from other jurisdictions.
[   ] Attached



Comments: ______________________________________________________________________

(c) Has the study been denied approval by any other REB? 






[   ] YES   [   ] NO

              If YES, please attach REB letter.


Comments:  ______________________________________________________________________________

6. Conflict of Interest:


Does the principal investigator(s) or any sub-investigators involved in this research study:

(a) Function as an advisor, employee, officer, director or consultant for the sponsor?  [   ] YES   [   ] NO

(b) Have direct or indirect financial interest in the drug, device or technology employed


(including patents or stocks) in this research study?                                                 [   ] YES   [   ] NO

(c) Receive an honorarium or other benefits from the sponsor (apart from fees


for service)?                                                                                                               [   ] YES   [   ] NO

(d) If the answer is YES to any of the above, please describe and explain how that conflict 


is being managed to ensure that participant rights and welfare are not affected.



                                                                                                                                   [   ] Attached

7. Sponsor Agreement:

        Note:  Agreements must be reviewed and signed by authorized institutional officials. 

One Copy MUST be sent to Risk Management / Finance / Research Ethics Office of the NHS
       Will there be a signed contract/agreement with the sponsor related to this study?                [   ] YES   [   ] NO

If YES, will it in any way limit your access to the research data, or limit your right to 


publish the study results?                                                                                                        [   ] YES   [   ] NO  


If YES, please explain. 
PLEASE SIGN HERE TO CONFIRM CONTRACT HAS BEEN SENT TO RISK MANAGEMENT
Name of Applicant/Investigator: _______________________________________________________________ 

Signature of Applicant/Investigator:   ______________________________________
________________









     





 Date
Date sent to Risk Management:  ________________________________________________________________

8. New Investigational Drug or Device, and Off-label Use:

Is this a clinical study involving a new investigational drug(s) or device, or a drug or

device used for an indication outside the parameters of the approved Health Canada 

Notice of Compliance (NOC) or Drug Identification Number (DIN) application or Medical 

Device Licence, as applicable?






         [   ] YES   [   ] NO


If YES, has the Sponsor or the Institution/Investigator initiating the study filed a Clinical 


Trial application or Medical Device Licence Application with Health Canada? 

         [   ] YES   [   ] NO



If YES, attach a copy of the Health Canada “No Objection” letter.  



(Note:  Study may NOT commence without Health Canada approval.)

9.
(a)  Does this study involve an infectious agent?  


                      [   ] YES    [   ] NO



If YES, attach approval letter from Infection Control.                                                        [   ]  Attached


(b)  Does this study involve a biosafety hazard?    



         [   ] YES    [   ] NO

(c) Does this study include genetic testing?                                               
 
         [   ] YES    [   ] NO
(d) Does this study include storage of tissues/samples?  


         [   ] YES    [   ] NO



If YES to either (c) or (d), attach a separate consent form addressing the special concerns 






related to genetic testing or storage of tissues/samples. 


(Note:  See Informed Consent Checklist attached.)
10.  Clinical Trial Registration

The REB strongly supports the recommendations of the International Committee of Medical Journal Editors (ICMJE) regarding the requirement for registration of all clinical trials on a publicly accessible and recognized registry.  (For info:  www.icmje.org/)

Is this Clinical Trial fully registered with a registry that meets the ICMJE (International Committee of Medical Journal Editors) standard?
[   ] YES – has been registered




[   ] NO – not currently registered

If YES, specify the registry name and registration identifier number:

If NO, indicate:
[   ] YES – will be registered




[   ] N/A – not a clinical trial




[   ] NO – will not be registered

If NO, indicate why inclusion in a registry is not possible or desirable:
________________________________________________________________________________
SECTION B – DESCRIPTION OF PROPOSED RESEARCH

PART I:  BRIEF SUMMARY (4 – 5 lines) OF PROPOSED RESEARCH WRITTEN IN SIMPLE ENGLISH APPROPRIATE FOR LAY REVIEWERS (Do not use jargon or medical short forms).  USE THE FOLLOWING HEADINGS:  (i) Main Research Question(s); (ii) Why is this research important?; (iii) What is being studied? 
PART II: (THIS SECTION MUST BE COMPLETED EVEN IF PROTOCOL IS ATTACHED)  

1. Describe the rationale and purpose of the study (250 words):

2. Sample Size: (Indicate how the sample size was determined and # of participants involved locally and in total for multi-centered studies):

(a) Indicate how the sample size was determined:

(b) The anticipated number of participants locally:

(c) The total number of participants anticipated study-wide (for multi-centered studies)

3. Design/Methodology:

(a) Indicate the study design (check all that apply):


[  ]  Clinical Trial – indicate phase (select all that apply):



[  ]  Pilot
[  ]  Phase I

[  ] Phase II

[  ]  Phase III

[  ]  Phase IV



[  ]  Other
[  ]  Randomized
[  ]  Double Blind
[  ]  Single Blind

[  ]  Open Label



[  ]  Active Comparator:

· If an active comparator is used, is this the standard of care?

· Provide justification that the active comparator is the standard of care and that a state of clinical equipoise* exists regarding the merits of the regimens to be tested:

*Clinical equipoise means a genuine uncertainty on the part of the expert medical community about the comparative therapeutic merits of each arm of a clinical trial.  The tenet of clinical equipoise provides a clear moral foundation to the requirement that the health care subjects not be disadvantaged by research participation.

[  ]  Placebo Controlled.  If a placebo is used, how is this justified (e.g. no alternative standard treatment

      available)?  Include any provisions in place to reduce the risks to subjects assigned to placebo (e.g. 

      increased monitoring, rescue medication):


[  ] Retrospective Data Analysis (select all that apply):



[  ]  Health Records/Chart Review



[  ]  Electronic Database (specify):



[  ]  Outside Institution (specify):



[  ]  Other (specify):


[  ]  Tissue:


[  ]  Retrospective
[  ]  Prospective


[  ]  Genetic Study


[  ]  Qualitative: (attach the interview guide, questionnaire, survey, etc.)



[  ]  Questionnaire
[  ]  Survey
[  ]  Focus Groups



[  ]  Interviews

[  ]  Other (specify):


[  ]  Other (describe):
4. Setting (e.g. outpatient, ICU, community):

5. (a) Brief description of participants:

       (b) Are there any age, ethnicity, language, gender or race-related inclusion or exclusion criteria?  











[   ] YES   [   ] NO
            If YES, please justify:

6. Study interventions:

7. Primary outcome(s) (“What” will the study measure?):
8. Measurements (“How” will the study measure it?):
9. Plan for data analysis:

SECTION C – DESCRIPTION OF THE RISKS AND BENEFITS OF THE PROPOSED RESEARCH

1. What are the proposed benefits to the participants, the scientific community or society that would justify asking individuals to participate?

2. Specify the risks to participants involved in this study [e.g. physical risks (pain, discomfort, injury, side effects), psychological risks (participants feel demeaned, worried, upset, embarrassed), social or economic risks (invasion of privacy or breach of confidentiality).  Please specify the level of risk:  Low [   ]     Moderate [   ]     High [   ]
3. How will you manage and minimize the risks?

4. (a)  Will participants be reimbursed for expenses? [   ] YES   [   ] NO

             If YES, please provide amount(s) and item(s) covered.

       (b)  What other inducement or compensation is offered to participants?

SECTION D – PLAN FOR OBTAINING INFORMED CONSENT

Please complete the attached “Informed Consent Checklist”  (Attachment Form B)  prior to completing this section.

1. Describe how and from what sources the participants are going to be recruited, including any relationship between the investigator(s), sponsor(s) and participant(s).  Attach a copy of any poster(s), advertisement(s) or letter(s) to be used for recruitment and include a sample with date.
2. Who will obtain consent?

3. Are participants competent to consent?  [   ] YES   [   ] NO    

If NO, describe the alternate source of consent.  

      If a minor, describe the procedure to be used.  Where applicable, describe how you will obtain assent.

4. How will you assure ongoing consent from research participants?

5. What procedures will be followed for participants who wish to withdraw, either during or after the study?

6. Will you be contacting participants by telephone during the project, other than to confirm appointments?       

[   ] YES   [   ] NO

If YES, append a copy of the telephone script or list of questions with the research protocol.
7. Will you be contacting participants by letter during the project?               [   ] YES   [   ] NO  [   ] Attached 

SECTION E – STEPS TO BE TAKEN TO ENSURE CONFIDENTIALITY AND PRIVACY

1.   COLLECTION USE AND DISCLOSURE OF PERSONAL HEALTH INFORMATION 
Investigators should comply with the duties set out for researchers in the Personal Health Information Protection ACT 

(PHIPA – effective in Ontario Nov. 1, 2004) and with the privacy and confidentiality and consent guidelines outlined in 

the Tri-Council Policy Statement on Ethical Conduct for Research Involving Humans.
(a)  List all personal health information and personal identifiers (e.g. name, DOB) required to be collected. For 
all non-clinical trials, attach data collection forms. 
(Max ¼ page)
(b)  Identify all potential sources of this information. 
(Max ¼ page)
(c)  Indicate how study subjects will be identified on data collection forms (e.g. study number, initials). 
(Max ¼ page)
(d)  Indicate how data will be stored. 
Computerized files (specify): 
[  ]  Server 

[  ]  Desktop

[  ]  Laptop 

[  ]  Audio recordings 

[  ]  Hard copy 

[  ]  Videotape 

[  ]  Other (e.g. PDA):
i) Describe the safeguards to protect the confidentiality and security of the data, including any physical 
and technical safeguards (e.g. data will be stored in a locked and secure area, the data will be stored on 
a secure server that is password protected)
(Max ¼ page)
ii) Indicate who will have access to these data in the future. 
 (Max ¼ page)
(e)  Indicate if any information that could potentially identify study subjects will be disclosed outside of the 
institution (e.g., names, initials, DOB, OHIP #). 
[  ]  Yes

[  ]  No
If Yes, justify and describe how this information will be transferred and any security measures to be
used (e.g., anonymized data, secure network upload or download).
(Max ¼ page)
(f)   If personal health information is to be linked to other databases (e.g., health registries, statistics Canada 
information) provide the following details:
i) Describe the data to which the personal health information will be linked. 
(Max ¼ page) 
ii) Explain how the linkages will be made.
           (Max ¼ page)
iii) Explain why these linkages are required. 
            (Max ¼ page)
(g)  Indicate how long the personal health information will remain identifiable and explain why.
[  ]  Not Applicable 

(Max ¼ page)
(h)  Identify all persons that will have access to the personal health information, their roles in the study, their reason for access, and related qualifications. 
	1.
	Institution: 
	

	
	Qualifications: 
	

	
	Role in Study: 
	

	
	Title: 
	

	
	Last Name: 
	

	
	First Name:
	

	2.
	Institution: 
	

	
	Qualifications: 
	

	
	Role in Study: 
	

	
	Title: 
	

	
	Last Name: 
	

	
	First Name:
	

	3.
	Institution: 
	

	
	Qualifications: 
	

	
	Role in Study: 
	

	
	Title: 
	

	
	Last Name: 
	

	
	First Name: 
	

	4.
	Institution: 
	

	
	Qualifications: 
	

	
	Role in Study: 
	

	
	Title: 
	

	
	Last Name: 
	

	
	First Name: 
	

	5.
	Institution: 
	

	
	Qualifications: 
	

	
	Role in Study: 
	

	
	Title: 
	

	
	Last Name: 
	

	
	First Name: 
	


(i)   Explain why the research cannot reasonably be accomplished without using personal health information. 
(Max ¼ page)
(j)   If personal health information will be collected, used or disclosed without consent from the individuals to 
whom the information relates, explain why obtaining explicit consent would be impractical. 
(Max ¼ page)
(k)  Describe any harms or benefits that could arise if personal health information was inappropriately released 
(e.g., embarrassment, refusal of employment or insurance coverage, stigmatization of individuals / groups) and how any consequences would be addressed. 
 (Max ¼ page)
(l)   Describe how and when the personal health information will be disposed of or returned to the health
information custodian. 
(Max ¼ page)

SECTION F – RESOURCES UTILIZATION SIGNATURE PAGE FOR NIAGARA HEALTH SYSTEM

Requirements: 









· It is the responsibility of the applicant to ensure that all areas from which resources will be required have been consulted and have indicated agreement by signing this form.

· Approval of the project is conditional upon satisfactory completion of this section.

· A separate resources form must be filled in for each location of Niagara Health System-based research.

Institutional Services, Staff or Equipment:

· If your participant will be admitted to hospital and/or will require any hospital services as a requirement of this study, which are over and above standard treatment, you must obtain appropriate signatures.

· If the study involves more than one unit or service in the hospital, signatures must be obtained from all areas involved.

· In all cases, budgets should cover institutional costs (e.g. nursing time for data collection) for Hospital/Centre participation in research, unless agreed upon by the appropriate Director/Administrator.

Space:

· Investigators are expected to accommodate all features of research in their present space allocation (staff, records, materials storage, etc.).  Approval from the REB does not constitute approval for additional space.  Review the following links for the policy and procedure related to obtaining space approval within the Niagara Health System:  
Policy:
https://sps01.niagarahealth.on.ca/dept/QE/CPPmanual/PDFs/075%20005%20005%20Policy%20·%20Construction%20Space%20Requests.pdf
Procedure:
https://sps01.niagarahealth.on.ca/dept/QE/CPPmanual/PDFs/075%20005%20006%20Procedure%20·%20Construction%20Space%20Requests.pdf
· The following form needs to be completed and submitted in order to facilitate negotiation of additional space:

Form:
https://sps01.niagarahealth.on.ca/dept/QE/CPPmanual/PDFs/075%20005%20006%20Form%20·%20Construction%20Space%20Project%20Request%20Form%20Planning%20and%20Development%20.pdf
Health Records/Decision Support Services:

1.
Will you require Health Records to pull charts for you?





[   ] YES    [   ] NO
If yes, Approximate Volume of Chart _______________

2.
Will you require Decision Support Services to assist in data collection?




[   ] YES    [   ] NO

3.
Do you require patient specific data from Decision Support to support your project?



[   ] YES    [   ] NO

4.
Do you require summary cost data to support your project?






[   ] YES    [   ] NO

5.
If YES to any of 1 to 4 above, have you allowed for these services in the budget?




[   ] YES    [   ] NO

CHECK AREAS BELOW WHERE RESOURCES ARE REQUIRED (()






Type Name of Authorized
Signature:






Official OR Designate



1.  
[   ] Health Records_______________________________________________________




Name


Signature   

2.
[   ] DecisionSupport_______________________________________________________
Name



Signature   
 

3.  
[   ] Laboratory Services____________________________________________________

  
Name

Signature   
 
4.
[   ] Medication/Drugs______________________________________________________

               (Pharmacy)
Name



Signature

5.
[   ] Radiology/Diagnostic 



  Imaging Resources____________________________________________________





Name



Signature

6.
[   ] Nuclear Medicine______________________________________________________

                Resources
Name



Signature




7.
[   ] Radiation Safety_______________________________________________________





Name



Signature

8.
[   ] Other (please specify)




______________________________________________________________________ 







Name



Signature

Approvals are required from individuals responsible for nursing and clinical 

care of each patient area to be utilized

9.
[   ] Inpatient Area(s):









(Specify area(s) and provide signature(s) as applicable) 


________________________________________________________________________



Area 1

Name



Signature


________________________________________________________________________


Area 2

Name



Signature


________________________________________________________________________


Area 3

Name



Signature

10.
[   ] Outpatient Area(s): 





(Specify area(s) and provide signature(s) as applicable)


 ________________________________________________________________________

Area 1

Name



Signature


_________________________________________________________________________


Area 2

Name



Signature


_________________________________________________________________________


Area 3

Name



Signature

SECTION G – SIGNATURE PAGE FOR REB APPLICATION NIAGARA HEALTH SYSTEM

SIGNATURE OF LOCALLY RESPONSIBLE INVESTIGATOR

I assume full responsibility for the scientific and ethical conduct of the study as described in this REB application and submitted protocol and agree to conduct this study in compliance with the Tri-Council Policy Statement:  Ethical Conduct of Research Involving Humans and any other relevant regulations and guidelines.  I certify that all researchers and other personnel involved in this project at this institution are appropriately qualified and experienced or will undergo appropriate training to fulfill their role in this project.

I have obtained all necessary resource utilization signatures as noted above and all costs associated with the use of these resources have been declared.

Signature ____________________________________

  

____________________

                 Locally Responsible Investigator   




Date

Signature ____________________________________

  

____________________

                  Principal Investigator (if different from above)



Date


     (If PI is not local, a faxed signature is permitted – please attach)

SIGNATURE FOR STUDENT PROJECTS (if applicable):

(Student Supervisor must sign above where indicated for Locally Responsible Investigator)

Signature ____________________________________

  

____________________

                 Student



   




Date


    (For student projects – e.g. Post-doc, PhD, Master’s, Undergrad, Resident/Fellow)

NIAGARA HEALTH SYSTEM

REB Application Signature Page

For Chief of Department and/or 

Administrative Director/Manager

COMPLETE THIS PAGE FOR EACH CLINICAL DEPARTMENT/PROGRAM INVOLVED

Administrative Director’s/Manager’s Review:

I have reviewed the attached protocol and confirm that the

Department of ___________________________________


(or)     ___________________________________ Program

has the resources (space, personnel, patient population) necessary to support this research.  I have taken into consideration any research which is planned or already in progress in the Department/Program in making my assessment.

Printed Name ______________________________________ Administrative Director/Manager

       Signature ______________________________________ Date _________________________

Printed Name ______________________________________ Vice-President 

       Signature _____________________________________   Date _________________________

Regional Chief of Department Review (Must be the last signatures obtained):
 CHECK [ ( ]
I have reviewed this protocol.







[   ]


I confirm that _________________________ is a member in good standing of the medical staff of the Niagara Health System.








[   ]
I confirm that he/she has the credentials/expertise to conduct the research being proposed in this application.









[   ]
I agree that the Department of _____________________________ has the resources 

(space, personnel and patient population) to support this research.


[   ]
Printed Name _______________________________
_____________________________________









Regional Chief of Department

 Signature _______________________________           _____________________________________










Date


 

ATTACHMENT A
RESEARCH ETHICS BOARD
BUDGET TEMPLATE

Funding

Total Global Budget Provided/Available:


_________________________

Local Budget Provided/Available:



_________________________

Expenses:

Estimated Itemized Cost Per Participant

Please note:  If your budget is reported as cost/patient enrolled, be sure to provide a detailed justification of what is included (i.e. how many hours of nursing time, etc.)  Please attach a copy of the protocol/contract agreement budget if available. 







# Visits

x
Cost
=
Total

History & Physical (or other





_____
=
_____

   remuneration to investigators)

Imaging:
X-rays



_____

x
_____
=
_____


Ultrasound


_____

x
_____
=
_____



Bone Scans


_____

x
_____
=
_____



CT Scans


_____

x
_____
=
_____



MRI



_____

x
_____
=
_____



Other (specify)


_____

x
_____
=
_____

Lab Work:


Haematology



_____

x
_____
=
_____


Chemistry



_____

x
_____
=
_____


Urinalysis



_____

x
_____
=
_____


Other (specify)



_____

x
_____
=
_____

ECG





_____

x
_____
=
_____

Pharmacy




_____

x
_____
=
_____

Reimbursements and

other payments to Participants

_____

x
_____
=
_____






Total Cost Per Participant

=
_____ (a)


Total Participant Costs:
_____
Participants x
(a)
=
_____ (b)
Personnel Costs

1.  Study Personnel







=
_____



2.  Other Costs








=
_____

     Explain:  _________________________________________________________________________

     ________________________________________________________________________________







Total Personnel:

=
_____ (c)


Equipment Costs

Specify equipment







=
_____











Total Equipment:

=
_____ (d)

Administrative Costs

Administrative (Meetings, telephone, stationery, etc.)



=
_____ 

Health Records:

Research/Statistics/Database Search – Charge Based on hourly rate plus

Benefit cost and time used by staff to process/prepare request

For example costs may include pulling active/off site/inactive charts

1.  Health Record Search


                                                   =
_____

      Research/Statistics – Database Search - Standard Fees $ 5.00 per chart  

      Microfilm Search - Standard Fees $25.00






Total Administrative Costs:
=
_____ (e)
Industry-Sponsored Studies

Overhead for Industry-Sponsored Studies(30%)




=
_____

REB Admin Fee for Industry-Sponsored Studies is $2,500.00


=
_____







                 Total Indirect Costs:
=
_____ (f)






Total Cost for Complete Study:
=
_____ 









  
        (b+c+d+e+f)
For the health records section, Cathy Esposito, the Regional Director of Health Records & Privacy will need to contacted at (905) 378-4647, Ext. 46201 cesposito@niagarahealth.on.ca 

Status of Funding
   

(a)
[   ] Applied - Date submitted:


[   ] Funded - Date of decision:


[   ] None - Date:


[   ] In-Kind support (drugs, equip, devices) - Specify contribution:

(b)  Name(s) of Research Sponsor/Funding Agency/Industry Partner (state full name and address):

(c)  Where will funds be administered?  [   ] DMH  [   ] GNGH  [   ] NOTL  [   ] PCGH  [   ] SCGH  [   ] OSS  [   ] WCGH

                                                                    [   ] Other (specify):

ATTACHMENT B

INFORMED CONSENT CHECKLIST

GENERAL REQUIREMENTS:








Check [ √ ]


           


           






all applicable
Print the Information sheet and Consent form on appropriate letterhead, with the title of the study, 

names of the Principal/Locally Responsible Investigator and Sponsor (also identify internally funded 

sources/sponsors) at the top, pages numbered appropriately and version date included.  Ensure use of the 

proper names of institutions, sites, sponsors, etc. avoiding use of acronyms or abbreviations.


[   ]


· The Information sheet should begin with the phrase  “You are being invited to participate in a 

research….”  











[   ]

· Ensure the Information sheet is written consistently in the second person (“You”/”your”)


[   ]

· The Consent portion should be written in the first person singular (“I”, “me”, “my”) and should 


indicate that the participant understands and agrees to participate in the research.


[   ]

· Ensure a thorough check for spelling, punctuation and grammar (including consistency in the use of “you/I”).  


Also ensure that all consent materials are printed in a suitable type-size for easy reading by participants.
[   ]

· Avoid use of acronyms on information/consent materials that form actual words while abbreviating the study 


title.   To avoid any possibility of unduly influencing participants, do not use acronyms that may give participants


the expectation of a favourable outcome (e.g. the “W.O.N.D.E.R. D.R.U.G.” study). 


[   ]

· Research participants must be informed if their physician will receive a fee for enrolling them in a study.
Example:  ….. [insert name of Hospital or Institution] and the investigator Dr. ….. [insert Locally Responsible Investigator’s name] are under contract with the Sponsor of this study and are receiving compensation to cover the costs of conducting the study.
· A sentence identifying the person that participants should contact with any questions concerning the rights 


of trial participants:

· “If you have any questions regarding your rights as a research participant, you may contact 

[   ]

______________, 

· Ensure sufficient space is provided for both the printed name and signature of each person completing the 



Consent portion (participant, witness and investigator), together with the date of each signature.

[   ]

· If the participant is an older minor, the participant should sign to give assent to the research in addition 

        to the guardian’s consent.









[   ]

· Include a sentence in the Consent Form stating that “I will receive a signed copy of this form”.

[   ]
READABILITY:

· Ensure the Information sheet and Consent form are at a Grade 8 reading level.



[   ]

· To check readability of consent materials using Microsoft Word, go to “Tools”(”Spelling & Grammar”(


”Options”(”Show Readability Statistics”.  When Word finishes checking spelling and grammar, it displays 



information about the reading grade level.

CONFIDENTIALITY:

· Describe procedures to ensure confidentiality of data and anonymity of participants.  Provide information on length of retention and security of data.  If information will be released to any other party for any reason, state the person/
agency to whom the information will be furnished, the nature of the information, and the purpose of the disclosure.











[   ]

· If activities are to be audio- or videotaped, describe the participant’s right to review the tapes, who will have 


access, if they will be used for educational purposes, and when they will be erased.


[   ]
· Language around Privacy and the retention of personal health information:

A health information custodian must ensure that the records of personal health information that it has in its custody or control are retained in a secure manner an in accordance with any requirements identified in the regulations made under Personal Health Information Protection Act (PHIPA).  Obligations regarding the retention of records are found in other statues, regulations, and policies.  

NOTE:  Governing the retention of records of personal health information may be specific to a particular type of health care setting or provider, particular category of records, and Federal guidelines re: clinical trials.
MEDICAL ACTS:

· If investigators propose to include their own patients in a study, the invitation to participate should be made 


and the informed consent should be obtained by persons on whom the participant has no dependency.
[   ]

· That a physician is a sub-investigator and sign the Consent form if medical intervention is part of the study.  [   ]

GENETICS:

· For studies involving genetic research or banking of tissue, inform the participant how long the sample will be stored;


explain that the sample will be used for genetic research; explain who has control and ownership of the sample 


(e.g. “The analysis of your DNA sample may contribute to the creation of commercial products from which you will 


receive no financial benefit”); inform participant whether they will have access to genetic information; and indicate 


whether there may be a future secondary use of sample.






[   ]

· For protocols containing sub-studies involving genetic research or banking of tissue, a separate consent is


required, either as a separate section following the main study consent form, or as a stand-alone consent form. 















[   ]
Excerpts from Section 4.8 “Informed Consent of Trial Subjects” 

ICH Good Clinical Practice: Consolidated Guidelines adopted by Health Canada

4.8.4 
None of the oral and written information concerning the trial, including the written informed consent form, 


should contain any language that causes the subject or the subject's legally acceptable representative to 


waive or to appear to waive any legal rights, or that releases or  appears to release the investigator, the 


institution, the sponsor, or their agents from liability for negligence.




[   ]

4.8.6  
The language used in the oral and written information about the trial, including the written informed consent 


form, should be as non-technical as practical and should be understandable to the subject or the subject's 


legally acceptable representative and the impartial witness, where applicable.



[   ]

4.8.10 
Both the informed consent discussion and the written informed consent form and any other written information 


to be provided to subjects should include explanations of the following:

(a) That the trial involves research.








[   ]

(b) The purpose of the trial. 









[   ]

(c) The trial treatment(s) and the probability for random assignment to each treatment.


[   ]

(d) The trial procedures to be followed, including all invasive procedures. 



[   ]

(e) The subject's responsibilities. 








[   ]

(f) Those aspects of the trial that are experimental. 






[   ]

(g) The reasonably foreseeable risks or inconveniences to the subject and, when applicable, 

        to an embryo, fetus, or nursing infant. 







[   ]

(h) The reasonably expected benefits. When there is no intended clinical benefit to the 

        subject, the subject should be made aware of this. 






[   ]

(i) The alternative procedure(s) or course(s) of treatment that may be available to the subject and their important potential benefits and risks. 









[   ]

(j) The compensation and/or treatment available to the subject in the event of trial-related injury. 

[   ]

(k) The anticipated prorated payment, if any, to the subject for participating in the trial.


[   ]

(l) The anticipated expenses, if any, to the subject for participating in the trial. 



[   ]

(m) That the subject's participation in the trial is voluntary and that the subject may refuse to participate or withdraw from the trial, at any time, without penalty or loss of benefits to which the subject is otherwise entitled.











[   ]

(n) That the monitor(s), the auditor(s), and the regulatory authority(ies) will be granted direct 

        access to the subject's original medical records for verification of clinical trial procedures and/or data, 

        without violating the confidentiality of the subject, to the extent permitted by the applicable laws and 

        regulations and that, by signing a written informed consent form, the subject or the subject's legally 

        acceptable representative is authorizing such access. 





[   ]

(o) That records identifying the subject will be kept confidential and, to the extent permitted by the applicable 

        laws and/or regulations, will not be made publicly available. If the results of the trial are published, the 

        subject's identity will remain confidential. 







[   ]

(p) That the subject or the subject's legally acceptable representative will be informed in a timely manner if information becomes available that may be relevant to the subject's willingness to continue participation in the trial.











[   ]

(q) The person(s) to contact for further information regarding the trial and the rights of trial subjects, and whom 

        to contact in the event of trial-related injury.







[   ]

(r) The foreseeable circumstances and/or reasons under which the subject's participation in the trial may 

        be terminated.










[   ]

(s) The expected duration of the subject's participation in the trial. 




[   ]

(t) The approximate number of subjects involved in the trial.





[   ]
PRIVACY:

· Language around Privacy and the disposal of personal health information; 

Researchers must take appropriate steps to dispose of personal health information in a manner that prevents subsequent use or reconstruction of the record. Personal health information that is no longer required to fulfill the identified purposes shall be destroyed, erased or made anonymous.  Disposal or destruction of personal health information to prevent unauthorized parties from gaining access to the information shall be in compliance with Personal Health Information Protection Act (PHIPA) and Public Hospital Act (PHA).  If personal health information is to be archived, data will be secured in the same level as when they were in active use.

CLINICAL TRIAL REGISTRATION:

· If a Clinical Trial is not fully registered with a registry that meets the ICMJE (International Committee of Medical Journal Editors) standard, include the following statement in the Informed Consent Document:
“This clinical trial will not be registered with a recognized, publicly-accessible clinical trial registry and therefore it is unlikely the study results will be published by established medical journals.”
Research Ethics Board - Checklist

**THIS FORM MUST BE COMPLETED & AFFIXED TO THE FRONT OF YOUR PACKAGE**
Check [ ( ] all that apply:

Affiliation
[   ]
If the Principal Investigator is not a staff member of Niagara Health Systems, there must be named as Locally Responsible Investigator a staff member who will be responsible for the conduct of the research at Niagara Health Systems sites.

Required Signatures
[   ]
The Locally Responsible Investigator must sign and date the application form in the space provided.

[   ]
The Site Chief & Administrative Director/Manager of the relevant department/program must sign and date the application form in the space provided.  

If the study uses the following services, corresponding signatures must be on the application:
[   ]        Health Records – Director/Designate.
[   ]
Decision Support --- Director/Designate.

[   ]
Laboratory Services --- Director/Designate.

[   ]
Medications/Drugs --- Director/Designate.

[   ]
Radiology/Diagnostic Imaging Services --- Director/Designate.

[   ] 
Nuclear Medicine --- Director/Designate. 

[   ]
Radiation Safety --- Director/Designate.

[   ]
In Patient / Outpatient Services - the relevant Director/ Designate.

Lay Statement

[   ]
Readability should be at a Grade 8 level. 

Forms/Attachments/ # of Copies Required
[   ]
Provide 1 copy with hole-punches of the application (with all original signatures) consisting of the: 

[   ] Typed Application for Review by Research Ethics Board with all applicable sections complete (1 copy);

[   ] Consent form/Information documents and recruitment advertisements/posters (15 copies, all 3-hole punched)
[   ] Research Protocol (15 copies, all 3-hole punched, see document entitled ‘REB Guidelines’ for content,);
[   ] Letters of approval from hospital/university REBs in other jurisdictions, if applicable (15 copies, all 3-hole
       punched);
[   ] Approval Letters from Health Canada, if applicable (see Sec A.10) (15 copies, all 3-hole punched);

[   ] A product monograph or investigator’s brochure if the study includes an investigational agent not yet    

      approved by Health Canada; 2 original copies are required
[   ] Approval Letters from Infection Control or Biosafety Committee, if applicable (15 copies, all 3-hole  punched); 

[   ] Budget Summary (15 copies, all 3-hole punched); and

[   ] Informed Consent Checklist (1 copy)
[   ] $2,500 fee (for all industry-sponsored research projects) sent with application to NHS – REB Office, Welland 
Hospital Site 65 Third St. Welland, ON   L3B 4W6
[   ] Study contract / agreement (3 copies – 1 for REB; 1 for Risk Management; 1 for Finance Office)
Administrative Fee for REB Review of Industry-Sponsored Studies
[   ]
$2,500 (Cdn) administration fee is (to be included with application) for all industry-sponsored research projects.  
Questions regarding payment details may be directed to Angela Zangari, Chief Financial Officer, 

(905) 378-4647, ext. 44597
Projects must be submitted in its entirety by 1600hrs, ten (10) business days before the scheduled meeting for consideration at the Research Ethics Board meeting held on the fourth Thursday of each month. 

Projects not conforming to the ABOVE requirements will be returned to the Investigator.
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