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Health Canada Transparency Mandate

Transparency has been an increasing focus at 
Health Canada in recent years as part of the 
Government of Canada’s ‘Open Government’ 
initiative.  

In 2014 Health Canada was mandated by 
federal legislation to increase transparency 

initiatives, including to specify what 
information received from manufacturers 

would no longer be considered Confidential 
Business Information (CBI) and could 

therefore be publicly released



Public Release of Clinical Information (PRCI) – Health Canada’s 
Intent

In Spring 2017 Health Canada released a 
White Paper for consultation outlining a 
process to publish submission clinical 
information in a public database

 Process intended to be similar to the current 
European Medicines Agency (EMA) Policy 70 but 
will apply to drugs and devices

 Personal data would be required to be de-identified, 
and a narrow scope of confidential business 
information (CBI) will be redacted



Public Release of Clinical Information – Proposed Process

Health Canada Medical Device Application Regulatory 
Decision

Manufacturer Masks Personal Information 
(Anonymization) and Confidential Business Information 

Health Canada Reviews Annotated Documents

PCRI Package Posted on Health Canada’s Public Web 
Portal
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Public Release of Clinical Information – Proposed Timeline



Novel Approach – Creation of Stakeholder Reference Group



Health Canada Publications & Consultation

March 2017
December 2017

April 2018
TBD

Final Regulations
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Draft Regulations – Key Points

• Scope of “Information in respect of a clinical study or investigational testing” is not defined in 
the regulations

• Only two exclusions where clinical information will still be considered CBI:
1. Information that does not provide ‘a description of the features of the device that permit it to be 

used for the medical conditions, purposes and uses for which it is manufactured, sold or 
represented’

2. Tests, methods or assays that are used exclusively by the manufacturer

• Regulations as drafted apply to all Class III & IV clinical data in Health Canada’s possession 
 Both Prospective and Retrospective application

• Coming into Force Provision:
 Power to release information is granted when regulations are published
 Health Canada has proposed to delay devices to Phase 3 implementation (~2021?) 



Health Canada Publications & Consultation

March 2017
December 2017

April 2018
TBD

Final Regulations



Draft Guidance – Public Release of Clinical Information

Proposed Medical Device Submission 
Scope (Appendix C): 
 Based on IMDRF ToC Submission 

Format
 Includes most sub-folders in 

Section 4
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Draft Guidance – Public Release of Clinical Information

Health Canada Medical Device Application Regulatory 
Decision

Manufacturer Masks Personal Information 
(Anonymization) and Confidential Business Information 

Health Canada Reviews Annotated Documents

PCRI Package Posted on Health Canada’s Public Web 
Portal
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Draft Guidance – Public Release of Clinical Information 
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Draft Guidance – Key Areas for Consideration

• Scope of Confidential Business Information to be Protected
– Only two exclusions in the draft regulations where clinical information will still be considered CBI
– Draft Guidance clarifies that ‘other non-clinical information’ contained within the clinical section will be excluded from the 

scope of PRCI as well

• Scope of Clinical Information to be Released
– MEDEC & AdvaMed Recommendation: Implementation should focus on device submissions containing new clinical data 

vs. all Class III & IV submissions with clinical information 
– Focus on achieving the key objectives of disclosure while reducing the resource burden on industry & Health Canada

• Requesting Clinical Information from Past Submissions
– Health Canada intends to publish clinical information from past submissions upon receipt of a request from the public

• Draft Guidance is Focused on Drugs but Devices are also included
– MEDEC & AdvaMed Recommendation: Remove device details from this version of guidance, and update or create new 

guidance once device implementation is further developed



Transparency Comparison – Canada vs. the EU

EU MDR: 

– the clinical investigation report 

– a summary of the clinical investigation 
report presented in terms that are easily 
understandable to the intended user

EU IVDR: 

– the performance study report 

– A summary of the performance study 
report presented in terms that are easily 
understandable to the intended user

EU MDR/IVDR Requirements

c

Canada Draft Guidance Proposal

c
c



 Focus on device submissions containing new 
clinical data 

Apply requirements prospectively

 Leverage EU MDR published Clinical 
Investigation Reports in some capacity to 
reduce Canada-specific requirements

Balance Health Canada’s Key Objectives of Disclosure with the 
Resource Burden on Industry & Health Canada



Continue Engagement with Health 
Canada & Global Trade 

Associations through 2018 and 
beyond

Canada Device Clinical 
Data Transparency –
a Long Road Ahead
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