
Office of Research Ethics (ORE) 101 Appendix A 
Studies Using a Medical Device, Natural Health Product, or Drug 

 

 

 

 

Study Title: 

Principal Investigator:  

ORE #:  

1. Is the product a natural health product, or do you think it may be? 
According to the Food and Drug Act a natural health product is a substance such as a plant, vitamin, 
amino acid, essential fatty acid, mineral or probiotic, or combination of these substances, a homeopathic 
medicine, or a traditional medicine, that is manufactured, sold or represented for use in: 

 

 

a) diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal physical state or its 
symptoms in humans;  

b) restoring or correcting organic functions in humans; or  
c) modifying organic functions in humans, such as modifying those functions in a manner that maintains 

or promotes health 

YES  (contact the Office of Research Ethics, ext. 35217, for further advice and do not continue to   
 complete this form). 

NO    (continue) 

2. Does the study involve a: 
Drug – defined by the Food and Drug Act as “any substance or mixture of substances manufactured, 

sold or represented for use in: 
a) diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal physical state, 

or its symptoms, in human beings or animals, 
b) restoring, correcting or modifying organic functions in human beings or animals, or 

. 

c) disinfection in premises in which food is manufactured, prepared or kept.” 
Biologics – differ from other drugs for human use in that they must - in addition to the information 

required for other drugs - include more detailed chemistry and manufacturing information. For more 
information, refer to the ORE website

Medical device – defined by the Food and Drug Act as “any article, instrument, apparatus or 
contrivance, including any component, part or accessory thereof, manufactured, sold or 
represented for use in: 
a) diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal physical state, 

or its symptoms, in human beings or animals, 
b) restoring, correcting or modifying a body function or the body structure of human beings or 

animals, 
c) the diagnosis of pregnancy in human beings or animals, or 
d) the care of human beings or animals during pregnancy and at and after birth of the offspring, 

including care of the offspring.” 
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http://laws-lois.justice.gc.ca/eng/regulations/C.R.C.,_c._870/index.html
http://laws-lois.justice.gc.ca/eng/regulations/C.R.C.,_c._870/index.html
https://uwaterloo.ca/research/office-research-ethics/research-human-participants/application-process/clinical-trials-or-studies-involving-drug-medical-device-or
http://laws-lois.justice.gc.ca/eng/regulations/C.R.C.,_c._870/index.html


3. If the study involves a medical device, provide the Health Canada medical device classification. 
Class I – Note: a class I medical device does not require Health Canada approval for investigational 

use.  Do not complete any other questions.   
Class II  
Class III  
Class IV 

A Class II or higher medical device requires Health Canada approval for investigational use. 
 

 

  

4. The product is a drug, biologic, or medical device. Please select the category which describes the 
status of the product regarding approval for marketing in Canada.   

The product is approved for marketing in Canada and will be used as indicated on the label or 
indications for use. 

i. If the product is a class II-IV medical device provide the license number.   

License #:

(Do not proceed to subsequent sections.) 
 

 

ii. If the product is a drug or biologic provide the drug name, dose, and route of administration.  

Drug Name:

Dose: 

Route of Administration: 
 

 

 

 
  
 

 

  
The product is approved for marketing in Canada but will be used in ways not approved under current 
indications (e.g., used with healthy individuals, new population, new dosage, or new formulation). 

The product is not approved for marketing in Canada (i.e., the product is investigational). 
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5.  In the following table complete the applicable row for the product. 
Product Name 

of Product 
Route of 

administration or 
Use/application 

Dosage 

Investigational Drug 
 
 
 
 

 
 
 

   

 
 
 
 

 
 
 

 
 
 

Market-Approved Drug 
for non-approved indication 

 

 

Investigational Biologic 

 

   

Market-Approved Biologic for
non-approved indication 

   

Investigational  
Medical Device 

   

Market-Approved Medical 
Device for non-approved 
indication 
 
 

 
 
 

  

Questions 6 to 19, below, are to be completed for all studies involving an investigational or non-
approved indication of a drug, medical device, or natural health product. 
 
Sample Size Determination: 
6. Indicate how the sample size was determined (if a convenience sample, please describe). 

 
 
 
 
 
 
 
 
 

7. Indicate the anticipated number of study participants recruited locally: 
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8. Indicate the number of study participants anticipated at all sites  (i.e., for multi-centered research): 
 
 
 
 
 
 
 
 
 
 

9. For all study types including pilot studies, justify the sample size on scientific grounds. 
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10. If a formal sample size calculation was not done, justify why it is not required or possible, and give 
a rationale for the number of participants specified. 

11. If a formal sample size calculation was done, complete the following: 

Alpha error and indicate if one or two-sided:  

Statistical power: 

Estimated value of outcome measure in the control group:  



Difference which can be detected with specified sample size:  
 
 
 
 
 
 
 

 
 
 
 
 
 
 

 

Primary outcome measure:  

12. Which phase of a clinical trial is this? (for a description of clinical trial phases see the ORE website. 
Phase 1 Phase 2 Phase 3    Phase 4
Off label use of marketed drug   Medical device testing only  
 

13. Has Health Canada authorization been received for use of this product in this study?  
Yes   No n/a

 
14. If Health Canada authorization has not been received, what was the date of application to Health 

Canada? 
Date of application to HC: 

 
15. What is the File number assigned by Health Canada, and for a drug what is the Clinical Trial Control 

Number?        
File No.:  
Clinical Trial Control Number:  

 
16. Who submitted the application to Health Canada? 

Funder 
Investigator 
Other (please specify): 

 

 
 
 

 
 
 

17. Name of sponsor of study:  

18. Source of funding (in dollars or in kind) for study:  

19. In order to confirm compliance with Good Clinical Practice (GCP), answer the following questions: 

  
 

    
 
 

Is the enrolment by a participant in multiple studies an exclusion criterion? 
Yes  No   

Can the pregnancy, breastfeeding or fathering of a child by a participant while in this study pose a possible 
risk to the foetus or child? 
Yes No
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https://uwaterloo.ca/research/office-research-ethics/research-human-participants/application-process/clinical-trials-or-studies-involving-drug-medical-device-or


The following two questions are for studies involving drugs only. 

20. For a clinical trial involving a drug, a Qualified Investigator (QI) is required to be an investigator for
study.
The QI is a physician and member in good standing of a professional medical association, or in the case of
clinical trials with a drug to be used for dental purposes only, a physician or dentist and a member in good
standing of a professional medical or dental association.  (Note: QI must sign the Health Canada Qualified
Investigator Undertaking which is to be kept on file by the principal investigator)

Name of the qualified investigator: 

21. Clinical Trial Registration.
The International Committee of Medical Journal Editors (ICJME) has indicated that clinical trials will not be
published without the registration of that trial prior to subject enrolment.  A clinical trial is defined by ICJME
as “any research project that prospectively assigns human subjects to intervention and comparison groups
to study the cause-and-effect relationship between a medical intervention and a health outcome.  This
definition includes drugs, surgical procedures, devices, behavioural treatments, process-of-case changes
and the like.  A trial must have at least one prospectively assigned concurrent control or comparison group
in order to trigger the requirement for registration.” (N.B. Not all journals are ICJME)

Will this trial be registered? (e.g., www.clinicaltrials.gov, )www.controlled-trials.com/isrctn/
Yes, provide registration site: 

No, provide reason: 

ORE 101 Application must include the following: 
• full protocol
• Investigator Brochure and package insert for all drugs/devices/natural health products (an IB may not be available

for medical devices therefore its equivalent is acceptable)
• All documents e.g. protocol, information consent letter, recruitment document(s) must indicate a version

date and pages must be numbered.
• Two (2) copies of the Health Canada REB Attestation form (PDF or MSWord Version)
• Health Canada No Objection letter or authorization (NB full clearance will not be granted until this is

received in the ORE)
• Data collection form
• The budget, for a sponsored clinical trial (in accordance with Article 11.10 and 11.11 of the Tri-Council

Policy Statement (TCPS))

Health Canada. 
Tri-Council Policy Statement. 
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http://www.clinicaltrials.gov/
http://www.controlled-trials.com/isrctn/
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http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/chapter11-chapitre11/%23toc11-1d
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http://www.pre.ethics.gc.ca/english/policystatement/policystatement.cfm
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