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ETHICS BOARD REVIEW

(“Human subject” includes human biosamples, tissue and genetic information as well as people)

Form 1: GENERAL APPLICATION FORM, JUNE 2008

	SECTION A – GENERAL INFORMATION

	Date received by OMB/CHRO:                                                            Ethics ID:

	1. Protocol Title:

 2. Local Principal Investigator: ____________________________

          (Note: Students, Residents & Fellows cannot be PI)

              Faculty (rank) and Primary Department: _______________________________

           Phone: __________   Fax: __________  email: __________________________

           Co-Investigator(s):                                    _______________________________

           (indicate student, resident, fellow with an *)                   _______________________________

                                                                               _______________________________

                                                                               ______________________________​_
           Research Coordinator/Assistant(s):       _______________________________
          Phone: __________   Fax: __________   email: _________________________
******PLEASE CHECK THE FOLLOWING IF APPROPRIATE******
  □ Masters/PhD Project      □ Medical Student Project      □ Undergraduate Project     □ Resident/Fellow Project
3.  Anticipated Start Date:                                      ________________________________
     Anticipated Completion Date:                           ________________________________
     Anticipated number of subjects (local only):    ________________

4. Check all that apply:  □ Clinical                 □Health Research        □ Basic Science      □ RRCT
                                      Covers:                                        Covers:                               Covers:                             Prescribed fee paid
                                                 Patients + any of:                  1. Qualitative method studies   1. Bench science                
1. Phase I-IV studies as per     2.Epidemiology                        2. Pathology
Health Canada and ICH GCP  3. Proteomics                           3.  Biomarkers
2. Randomization among         4. Metabolomics

Current standard practice        5. Date-matching

3. Studies of Natural Health     6. Secondary Analysis

Products as per NHPD/HC      7.  Technical testing
5. Location of Research: (check all that apply)        
    □FMC   □ACH   □Care in the Community         □UCMC   □Faculty of Kinesiology   □TBCC

     □PLC    □SAC   □Healthy Communities             □HMRC   □Faculty of Nursing       □Off-site Medical Office

     □RVH    □CBH  □Other                                       □CHS     □Other
6. Proprietary Rights: (please check one)
  □ The investigators can alter the protocol according to their judgment and have full rights to information   derived from this research and publication of this information

  □This research is being done for a sponsor who controls the details of the protocol and the rights to the information gathered.
Name of sponsor controlling intellectual property:  ________________________________________________

7. This serves as application for disclosure of health information to be used in research and I, on behalf of project personnel identified in this document, agree to the following:
a)to comply with the Health Information Act and all regulations under that Act [section 54(1)(a)(i)];
b)to comply with all conditions imposed by the AHB and the University of Calgary relating to the use, protection, disclosure, return or disposal of the health information [section 54(1)(a)(ii)];

c)to comply with all requirements of the AHB and the University of Calgary to provide safeguards, against the identification, direct, or indirect, of an individual who is the subject of the health information [section 54(1)(a)(iii)];

d)to use the health information only for the purpose of conducting the proposed research [section 54(1)(b)];
e)to not publish the health information in a form that could enable the identity of the subject of the health information [section 54(c)];

f)to not attempt to contact the subject of the health information except in accordance with the Act [section 54(d) and 55];

g)to allow the Custodian of health information access as prescribed by the Act [section 54(e)].

_____________________________________________________________________
Local Principal Investigator’s Signature
Section B – Department Approvals
Obtain your Department Head’s signature and signatures of all departments/divisions/services whose operations will be affected by your protocol.  This is to ensure that prior to commencement of the investigation these individuals have assessed and endorsed the impact of the proposal in their area.  This will include reviewing the proposed budget to they can accommodate any additional requirements arising from the protocol.



	Title of proposed research:



	
	Department Service
	Print Name
	Signature
	DATE

	  □Yes     □No
	Anesthesia
	
	
	

	  □Yes     □No
	Cardiac Diagnostics
	
	
	

	  □Yes     □No
	QIHI
	
	
	

	  □Yes     □No
	Diagnostic Imaging
	
	
	

	  □Yes     □No
	Health Records
	
	
	

	  □Yes     □No
	HMRC
	
	
	

	  □Yes     □No
	ICU
	
	
	

	  □Yes     □No
	Lab Med & Pathology
	
	
	


	  □Yes     □No
	Neurodiagnostics
	
	
	

	  □Yes     □No
	Nursing Unit
	
	
	

	  □Yes     □No
	Nursing Unit
	
	
	

	  □Yes     □No
	Nursing Unit
	
	
	

	  □Yes     □No
	Nutritional Services
	
	
	

	  □Yes     □No
	Outpatient Services
	
	
	

	  □Yes     □No
	Pharmacy
	
	
	

	  □Yes     □No
	Respiratory Therapy
	
	
	

	  □Yes     □No
	Surgical Services
	
	
	

	  □Yes     □No
	Tumor Group Leader TBCC
	
	
	

	  □Yes     □No
	Other
	
	
	

	  □Yes     □No
	Other
	
	
	

	  □Yes     □No
	Other
	
	
	


My signature below acknowledges and accepts the impact (clinical, financial or otherwise) of this research study on my department/division/program/portfolio and I agree with the costs itemized in the study budget
_____________________________________    _____________________________________        ____________________

Signature of Department Head/                                                        Print Name                                                                    Date

Administrative Officer

	Regulatory Approvals: 
1. Health Canada TPD/NHP and Devices (this item applies only to studies involving 

        drugs/devices or natural health products).  Enrolment of subjects cannot start before the 
        sooner of either (1) receipt of the letter of no objection or (2) written confirmation from the 

        Principal  Investigator to the CHREB that the investigator has confirmed with Health Canada 
        after a 30 day waiting period that Health Canada has no pending issues with the protocol.

     Does the study involve off-label use of therapeutic agents, devices or natural health products

        □     Yes            □    No
     If Yes:   Have you applied for a letter of no objection (LNO) from Health Canada?    □Yes     □No
       If Yes:   Attach a copy of the LNO or indicate date of submission for HC review;  (If NO: you will 
                   need to apply and obtain either a letter of no objection within 30 days or at the expiry of
                   the 30 day period for objection confirm in writing with Health Canada that they have
                   completed their review.
2. Stem Cell Research
Does the study involve stem cell research?        □Yes     □No

If Yes have you applied to the SCOC for review and approval?

           Please attach letter of approval or indicate date of application.

        3.     University of Calgary
              Does the study involve items which may require review and certification by other university 

              safety and compliance committees?

i. Institutional Biosafety Committee (Biohazards, Health and Safety)

ii. Animal Care (research animals)

iii. Environmental Health and Safety

iv. Radiation Safety Committee

              If any of these apply, include a copy of the certificate with your application




	SECTION C – RESEARCH PROTOCOL SUMMARY

The purpose of this section is to outline the scientific structure of your study.  Point form is acceptable.

All sections must be complete (do not simply refer to sections in your proposal.

	1. List a minimum of 3 key words which describe your study (MeSH recommended).  Please include keywords that would be i
        interpretable by a non- medical audience.

For example:  (1) cardiology      (2) hypertension     (3) myocardial infarction
                (1)                                                                       (4)

                (2)                                                                       (5)

                (3)                                                                       (6)

	2.  Does your study involve any of the following (check all that apply)?

□ Questionnaire    □ Interview    □ Chart Review    □ Database Linkage    □ Bench Science    

Has this study received approval from any of the following designated ethics boards in Alberta: CPSA, ACB, U of A, U of L, CREBA?
□  Yes (if Yes, please append letter)            □  No

Has this study received approval from any other REBs
□  Yes (if Yes, please append letter)            □  No



	3.Background Rationale:



	4.Hypothesis/Research Question/Objectives:

Primary Objective:

Other objectives:


	5.Basic Study Design (Briefly describe your study):




	6.Methods:

 a) Subject numbers:     How many local subjects?                       How many total subjects?

 b) Major Inclusion/Exclusion Criteria:

 c) Interventions: (What will be done to the subjects and for how long?)

 d) Primary Outcome Variables  (Briefly describe what will be measured and how/using what measurement tools)

 e) Limitations (please list briefly any limitations  you have identified in the study)



	7.Statistical Considerations in the study design:

a) What is your sample size and how do you justify it?  (Provide details of sample size calculation)

b) Data Analysis (Which method of analysis will you use?) 



	8. Recruitment: Number of Local Subjects:                                           Total number of subjects: 
 a)   How will you identify local potential subjects?

b)   Who will recruit the local potential subjects?

c) Where will you recruit potential subjects?
d) What method(s) will you use to recruit potential subjects?

e) If you recruitment method involves a letter of invitation, poster, advertisement or electronic announcement, have you included a 
        copy/copies in this application?

     □   Yes, included               □ No              □ N/A




	SECTION D – BUDGET SUMMARY

To comply with regulatory requirements on the University of Calgary, full budget details are essential.  YOUR APPLICATION CANNOT PROCEED WITHOUT BUDGETARY DETAILS.  If your study is receiving funding from industry or a granting agency, you must attach a detailed budget.  Any funding received from any external source is to be identified.




	1. Human Resources (List all support personnel to be engaged in the study)

	Position
	Salary
	Benefits
	Hrs/Wk
	Total Hrs.
	Cost

	
	
	
	
	
	$

$

$

$

$

	
	Subtotal (1)
	$

	2. Service/Procedures (List x-rays ECGs, etc)

	Service/Procedure
	#Standard Care
	#Research Specific       $Cost per item     Total

	
	
	                       X             $                    =  $

                       X             $                    =  $

                       X             $                    =  $

                       X             $                    =  $

                       X             $                    =  $

                       X             $                    =  $

                       X             $                    =  $

	*Report tests which are usual care but do not include costs for these 

Tests in your calculations                                                                                                           Subtotal (2)             $

	3. Supplies and Equipment (List all supply and equipment requirements)

                                                                                                                     Subtotal (3)             $

	4.Miscellaneous Items including long term storage and electronic IB preparation
                                                                                                              Subtotal (4)             $

	5. Add-on costs: (Please list costs that will not be included in the final total, e.g.. start-up fee)

                                                                                                                      COST (Section 1-4)$

	Industry Directed Studies Only:   Overhead  (applied to  amt rec’d)                                          $

	                                                                                                        REB Review Fee                    $

	                                                              TOTAL COST (industry sponsored studies):               $

	FUNDING SOURCE(S): Complete sections A and B as applicable

	A. Non-industry Sponsored Funding: List sources            Total Amt.             Status

                                                                                               $                            Applied              Received

                                                                                               $                            Applied              Received

                                                                                               $                            Applied              Received

      Granting Agency             Internal (PI or Dept)              No Cost             Other

	B. Industry Directed Study:                          Grant         or         Contract

     Company Name: ____________________________________  Amount per patient $_______________

     Contact Person/Phone/Fax/Mail _________________________________________________________

      1. Is overhead included in the amount reported above?       Yes          No    Not applicable

      2. Will the local investigator or department receive additional funds for participating in this trial?  Yes/No


	SECTION E – PRIVACY PROTECTION

This section must be completed for all research studies.  The Health Information Act requires an assessment of

 risks to privacy.  Please describe this below.  Also describe how you will reduce the risks to privacy (see examples).

A copy of Alberta’s Health Information Act is available at the public site for Canadian Law: www.canlii.org

	Project Privacy Management Issues

	Please provide a response/details regarding all of these issues:
1. List all personal and health information sources and major data elements collected for study use.

2. For information source and major data element collected, describe purpose for collection and use of data (please relate 
        purposes to information listed below).

3. List the project personnel who have access to the information listed above.

4. Indicate whether any of the information will be disclosed to anyone other than project personnel, or for any purpose(s) 

        other than the purpose included in this application.

5. Does your project involve creating, reviewing or disclosing identifiable subjects’ personal health information (e.g. Health 

        Records, Charts, images)?

        NB:  This question is not asking whether you will make data anonymous, but whether the information is tied 
                to identifiable subjects initially so that you would know who the information is about.  
         □ Yes      □ No     
If your answer to 5 above, was Yes the Health Information Act of Alberta requires you to obtain informed consent or else  to 
Obtain a waiver of consent from the CHREB.  (See CHREB policy and template documents on consent).  The Board’s power to 
grant a waiver is highly circumscribed by law.  The Board can grant waivers only  on grounds specified under the Health
 Information Act.  If you need a waiver, you must frame your justification incorporating the terms set out in the Health Information 
Act (currently, section 50).  See canlii.org.  The only grounds currently for waiver are that it is unreasonable, impractical or not

 feasible to obtain consent.  (Other grounds are not applicable).  It is up to the applicants to provide reasons that fall under those 

headings.
EITHER (a) ATTACH PROPOSED CONSENT FORM(S)

OR (b) PROVIDE A JUSTIFICATION FOR A REQUEST FOR A WAIVER


	6. Describe the storage arrangements and final disposition of information collected for research purposes (include destruction 

        Dates). NB: Under Health Canada requirements clinical trial records must be stored for 25 years after completion of the

        study; other studies are covered by common health records practice (12 years) or university research requirements.

        The university is developing a uniform policy on storage requirements. 

7. Who has access to the information abstracted?
8. Who has access to the listing of names and study ID numbers, if there is a study ID number?




	Privacy Risks and Controls Assessment


	Please provide an assessment of the privacy risks and controls used to mitigate these risks for project, including 

The following examples:

	Risk/Problem

Unauthorized external or internal access to identifying

Information through:

· Active use

· Transmission

· Storage

· Disposal

· 
	Mitigation Measures/Solution
· project personnel screening/agreements

· access authorization procedures

· designated systems administrator

· passwords/screen timeouts

· system access audits/disclosure logs

· secure mail/transport

· firewall/virus protect

· encrypted transmission

· secure paper-based storage

· shredding/wiping

· 

	Identification through publication or release
	· Aggregation levels
· Alternate Identifiers

	Identification through data-matching
	Use of non-linkable elements or identifiers

	Loss of data control outside jurisdiction
	Confidentiality and security agreements for out-of-province

Recipients or storage providers

	Loss of data control through non custodian contractors
	Confidentiality and security agreements (e.g. information

 Managers, ASPs) 

	Please provide an assessment of privacy risks and controls used to mitigate these risks for the project (you may use 

Examples above if applicable):




	SECTION F – BIOGRAPHICAL SKETCH OF PRINCIPAL INVESTIGATOR

	□ A recent CV (within 3 years of the date of this application) is on file a Child Health Research Office or the Office of Medical

      Bioethics

                                                                                 OR
□ I have included one copy of my CV with this application (current CVs may be submitted electronically to chreb@ucalgary.ca)
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