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UCalgary ITA Review Checklist Template 

Investigational Testing Authorization (ITA) Review Template
All UofC sponsored investigator-initiated, clinical trials that require Health Canada approval must be submitted to Quality Assurance and Regulatory Compliance Office for review. The office will review all of the study related documentation from a regulatory perspective before approving the Application for Investigational Testing Authorization (ITA) form for signature by the Associate Vice - President Research (Health).

The following checklist will assist you in ensuring that your study documents are ready for review by the QA and Regulatory Compliance Office.

Please include this completed check list when submitting your ITA to the Quality Assurance and Regulatory Compliance Office for review.
At the end of this document are four appendices that you may find helpful:
· APPENDIX A – Cover Letter Template (Page 10)

· APPENDIX B – Relevant Addresses (Page 11)

Study Information

	Study Title:
	

	REB Study Number:
	

	Qualified Investigator (QI):  
	

	Individual handling the regulatory submission: 
	

	Role:
	☐
	Qualified Investigator
	☐
	Coordinator

	
	☐
	Program Manager
	☐
	Other


Applications for Medical Device Investigational Testing Authorizations Guidance Document
What is a medical device?
The term 'medical device' covers a wide range of products used in the treatment, mitigation, diagnosis or prevention of a disease or abnormal physical state. The definition is broader than a physical device; it also includes computer software, lab reagents, etc. 
 
The regulatory definitions of a 'device' a 'medical device' and a ‘Software as a medical device’ are:

1. Device (as defined in section 2 of the Food and Drugs Act (the Act) - refers to any article, instrument, apparatus or contrivance, including any component, part or accessory thereof, manufactured, sold or represented for use in:

a. diagnosing, treating, mitigating or preventing a disease, disorder or abnormal physical state, or any of their symptoms, in human beings or animals;

b. restoring, modifying or correcting the body structure of human beings or animals or the functioning of any part of the bodies of human beings or animals;

c. diagnosing pregnancy in human beings or animals;

d. caring for human beings or animals during pregnancy or at or after the birth of the offspring, including caring for the offspring; and

e. preventing conception in human beings or animals.

however, it does not include such an instrument, apparatus, contrivance or article, or a component, part or accessory of any of them, that does any of the actions referred to in paragraphs (a) to (e) solely by pharmacological, immunological or metabolic means or solely by chemical means in or on the body of a human being or animal; (instrument)

2. Medical Device (as defined in section 1 of the Medical Devices Regulations) - refers to a device within the meaning of the Act, but does not include any device that is intended for use on animals.

3. Software as a Medical Device (SaMD) (as defined in section 1 of the Software as a Medical Device (SaMD) Guidance)- refers to software intended to be used for one or more medical purposes that perform these purposes without being part of a hardware medical device.

Risk Classifications
Refer to the following guidance to determine whether the device is classified as Class I, II, III, or IV.

Guidance for the Risk Based Classification System of In Vitro Diagnostic Devices (IVDD)

Guidance for the Risk Based Classification System of Non-In Vitro Diagnostic Devices (non-IVDD)

If, after reviewing these documents assistance is still required you may contact, hc.mdb.enquiries‐enquetes.bmm.sc@canada.ca.
The risk classification of a device under investigational testing may differ from that of the device in general sale if, for example, a new indication is being investigated. The risk class assigned to an investigational device may also be different from the classification assigned by Health Canada at the time a future license application is filed if at the time of licensing it is deemed to present a higher or lower risk.
Stages of Product Development 

First in Human (FIH):  

A first in human study is a type of study designed to evaluate a device for a specific indication for the first time in humans for the purpose of:

· gaining initial clinical insights

· refining device design

· addressing an unmet clinical need, or  

· when additional non‐clinical testing is not feasible

Early Feasibility:  

An early feasibility study is a limited clinical investigation of a device early in development, typically before the device design has been finalized (e.g., innovative device for a new or established intended use or marketed device for a novel clinical application). Clinical investigation designed to obtain initial insights into the safety and performance of a new device.

Traditional Feasibility:  

Clinical investigation designed to capture preliminary safety and effectiveness information on a near‐final or final device design to adequately plan an appropriate pivotal study.

Pivotal Study:  

Clinical investigation designed to collect definitive evidence of the safety and effectiveness of a device for a specified intended use, typically in a statistically justified number of subjects.

Is an ITA required?

Unlike with a drug study, medical device studies do not always require an application. 

ITA is required:
· For all unlicensed class II, III, and IV medical devices (as defined under the Food and Drugs Act) that will be imported and/or sold in Canada for the purpose of investigational testing involving humans.

· If the investigator-initiated trial involves an unlicensed device, an ITA would be required. In these cases, the investigator must obtain the cooperation of the manufacturer, who must be the official applicant and signatory for the ITA application. Regulatory correspondence and clinical oversight can be delegated by the manufacturer who is the legal sponsor of the clinical investigation.

· A licensed device to be used in a manufacturer‐sponsored study intended to generate data to support a new indication for use will require an ITA application.
· Licensed medical devices used in clinician‐sponsored investigations that are not initiated by the manufacturer and are not intended to generate data to support a licensing application now require an ITA. Clinicians planning to use licensed medical devices in clinical investigations outside the scope of the authorized indications for use are required to involve the manufacturer to submit the ITA.
ITA is not required:

· If there is no sale of the medical device, based on the definition of sale under the Food and Drugs Act. Consequently, if the development, manufacture, and testing of the device are conducted within a single corporate entity, no sale has occurred and the requirements of the Regulations do not apply. The testing must be limited to use on‐site (at the corporate entity), and solely by the legal manufacturer. 

· For the conduct of a study using a licensed device according to its licensed indications for use (whether it is manufacturer or clinician-sponsored).
· Licensed medical devices used in clinician‐sponsored investigations that are not initiated by the manufacturer and are not intended to generate data to support a licensing application do not require an ITA. Likewise, licensed medical devices used in clinical investigations outside the scope of the authorized indications for use and not sponsored by the manufacturer do not fall under the Regulations; this is considered off‐label use.
Protocol
The following elements need to be present as per Good Clinical Practice (GCP) requirements (Refer to ISO14155:2020 Annex A) 
 FORMCHECKBOX 

Date and version number in either the header or footer
 FORMCHECKBOX 

There is a statement that the study will be conducted in accordance to GCP and Medical Device Regulations, Part 3, and any other relevant Health Canada regulations (e.g. Food and Drug, Division 5).
 FORMCHECKBOX 

There is a section explaining plans for a Data Safety Monitoring Board (DSMB). If not Data Safety Monitoring Board will be set up, reasons for why this is not deemed necessary should be provided.  Note: A more detailed DMSB charter, terms of reference and guidance documents should be created for your essential documents. Templates for these documents may be obtained by contacting UC QA staff.
 FORMCHECKBOX 

Monitoring methods by the coordinating centre are discussed (recommended: do not include a very detailed monitoring plan in the protocol as this is subject to modifications). 
 FORMCHECKBOX 

If this is a multi-site study, serious Adverse Events (SAE) reporting to the study Sponsor is described including definition of SAEs and reporting, timelines.
 FORMCHECKBOX 

A statistician has been consulted.  Note:  It is highly recommended to obtain the input from a statistician.  Statistical resources can be sought through the Clinical Research Unit.
Consent
 FORMCHECKBOX 

All elements as per GCP requirements are present. Refer to CHREB template and ISO14155:2020 5.8.2. 
 FORMCHECKBOX 

Date of version is in the header or footer. 
 FORMCHECKBOX 

Risk section is consistent with the User Guide/ Investigator Brochure (IB).
 FORMCHECKBOX 

The consent signature page is up-to-date.
Alternative Forms of Consent are included (if applicable)
 FORMCHECKBOX 

Assent form.
 FORMCHECKBOX 

Surrogate consent form. 

 FORMCHECKBOX 

Deferred Consent form. 

 FORMCHECKBOX 

Verbal consent form.

 FORMCHECKBOX 

E-Consent form. 
 FORMCHECKBOX 

Other: 
Health Canada Investigational Testing Authorization (ITA) Form
For Class III/IV devices, the Research Ethics Board approval must be obtained prior to submitting your ITA to Health Canada. For Class II devices, you may apply to Health Canada without REB approval, but cannot initiate your study until your ethics certificate has been submitted to Health Canada. 
 FORMCHECKBOX 

Ensure the current version of the ITA form is used.
 FORMCHECKBOX 

The plans for using the device are outlined.  
ITA Guidance document:  In the case where one study protocol contains multiple unlicensed devices by different manufacturers, each manufacturer must submit a separate ITA application (form and submission). A manufacturer may only list the devices they manufacture on their application form. As an option, one manufacturer may submit a complete ITA application which contains all “Institutional Information” and “Study Documents” contents.
Part 1 – Manufacturer Information

 FORMCHECKBOX 

A) Manufacturer Mailing Address, Provide the complete name and address of the device manufacturer. If this device is your own, add The Governors of University of Calgary and List Associate Vice President (Research Health) are identified as the study sponsor (Section A, #1. The Governors of the University of Calgary; #7 Dr. Braden Manns).
 FORMCHECKBOX 

B) Regulatory Correspondence, if the manufacturer agrees that regulatory correspondence should go to you, then add the University of Calgary as the manufacturer name and your contact information (or that of your research coordinator/assistant). 
Part 2 – Device Information
 FORMCHECKBOX 

Box 25 indicate the risk classification for your device. 
Source: Guidance for the Risk Based Classification System of In Vitro Diagnostic Devices (IVDD)

Source: Guidance for the Risk Based Classification System of Non-In Vitro Diagnostic Devices (non-IVDD)

If, after reviewing these documents assistance is still required you may contact, hc.mdb.enquiries‐enquetes.bmm.sc@canada.ca.
 FORMCHECKBOX 

Box #26 Enter the device name (it must match the name that appears on the label) 

 FORMCHECKBOX 

Box #27 Describe the intended use of the device 
 FORMCHECKBOX 

Box #28 Indicate whether the device subject to this application has been previously authorized for sale and/or importation in Canada under the Investigational Testing or Special Access provisions of the Medical Device Regulations
 FORMCHECKBOX 

Boxes #29 to 32 Only answer if box #28 is yes 
Part 3 – Device Containing a Drug

Only complete if your device includes a drug. 
Part 4 – Device Containing Biological Material
Only complete if your device includes a biologic. 

Part 5 – Protocol
Complete all of the sections, ensuring consistency with the protocol and informed consent. 

Part 6 – Supporting Information/Evidence
 FORMCHECKBOX 

Box #65 Check off all of the items in the submission package 
Part 7 – Attestations and Signatures
 FORMCHECKBOX 

The application should be signed by the Manufacturer or Associate Vice President (Research Health)
Supporting Documentation

 FORMCHECKBOX 

The cover letter with a list of all the documents submitted to Health Canada is provided (with dates of versions submitted. E.g. Protocol May 2019, Informed Consent May 2019, etc.). 
 FORMCHECKBOX 

A one or two page executive summary of the application
 FORMCHECKBOX 

Table of Contents

 FORMCHECKBOX 

Pre-submission correspondence (if you had a pre-ITA discussion with Health Canada)

 FORMCHECKBOX 

A signed Investigator Agreement for each Investigator listed on the authorization. A copy of the agreement can be found here
Submitting Your Application
The following is the “non‐eCTD electronic‐only” format for ITA applications referenced in the

Notice ‐ Applications for Investigational Testing Authorization (ITA), for Medical Devices, in the "Non‐eCTD Electronics‐Only" Format. Some of the sections are not applicable to Class II applications. Empty folders must be deleted before filing to Health Canada. Any other supporting documentation that does not fall into one of the pre‐defined folders can be provided in an appendix, but should be clearly referenced in the Executive Summary.

For more information on what each of these sections should include, please refer to the guidance document.

01‐ Cover Letter & Executive Summary

02‐ Table of Contents 

03‐ Application Form

04‐ Pre‐submission Correspondence (if a pre-ITA meeting was held)
05‐ Introduction

05.01 Manufacturer or Importer Identification

05.02 Device Identification

05.03 Device Description (III/IV only)
05.04 Design Philosophy (III/IV only)
05.05 Indications For Use, Intended Use, Contraindications

05.06 Device Labelling 

05.07 Market History (III/IV only)
06‐ Risk Assessment and Risk Reduction Measures

06.01 Risk Assessment (III/IV only)
06.02 Previous Studies

06.03 Alternate Treatments or Testing Options (III/IV only)
06.04 Precautions(III/IV only)
07‐ Institutional Information

07.01 Investigator Information

07.02 Curriculum Vitae

07.03 Investigator Agreements

07.04 Name and Address of Institutions

07.05 Research Ethics Board Approval (not required at time of application for Class II applications)
08‐ Study Documents

08.01 Protocol

08.02 Investigator’s Brochure

08.03 Informed Consent Form

09‐ Appendices
Submission Instructions

ITA(-A)’s may be submitted to the medical devices directorate via email. See Appendix D for the relevant addresses. Please note the following email restrictions:
· The maximum email size accepted by the corporate mail server is 20 megabytes,
· The regulatory transaction must be provided as a zipped file, in accordance with the Guidance Document:  Preparation of Regulatory Activities in the “Non-eCTD Electronic-Only” Format,
· Note: The University of Calgary server does not allow zipped filed to be sent or received from University email addresses. Health Canada will allow you to send the file in separate parts. You may also use an alternate email address (e.g., Acute care alberta, etc) to submit a zipped file
· If your CTA(-A) is larger than 20 megabytes, the ITA(-A) may be split and sent under separate emails. 
· The subject line of the email should state: “ITA(-A), [Product Name], [Protocol Number], [Part 1 of X](if applicable)”
· Emails received after 3:00pm EST will be considered received the following day.
· Health Canada will send an acknowledgement of receipt within 7 business days.
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Click to download the completed form.

APPENDIX A – Cover Letter Template 

[Date]


Medical Devices Bureau

Therapeutic Products Directorate

Health Products and Food Branch

Health Canada

2nd Floor, 11 Holland Avenue, Tower A

Address Locator: 3002A

Ottawa, Ontario

Canada

K1A 0K9

Dear Office of Medical Device Directorate,

Please find here enclosed the completed [Investigational Testing Authorization (ITA) or a Revised Investigational Testing Authorization (ITA)] for the study entitled: [Insert Protocol Title]. 

This study is sponsored by the [manufacturer] and intends to utilize [device name]. The reason for this application is a [new indication/route/importing device]. 

The proposed study is [provide a brief description].

I am happy to provide any additional information, as required.

Sincerely,


[Investigator Signature Block]
APPENDIX B – Relevant Addresses

Medical Devices

Medical Devices Bureau

Therapeutic Products Directorate

Health Products and Food Branch

Health Canada

2nd Floor, 11 Holland Avenue, Tower A

Address Locator: 3002A

Ottawa, Ontario

Canada

K1A 0K9

General Enquiries concerning Investigational Testing/ITA(-A)(-N) Submission
E-mail: it-ee@hc-sc.gc.ca 
Note: When submitted ITA-N’s also cc: hc.devicelicensing-homologationinstruments.sc@canada.ca
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