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Overview

MHRA initiatives and current plans.

Decision making…
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Decision Making

• Capability

• Data

• Technology

• Collaboration
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MHRA Compliance Strategy
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Capability

A workforce with new skills and a pipeline 

of talent:

• Training

• Tools

• Effective use of data

• Recruitment
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Data

Optimal use of data and intelligence:

• Inspection planning

• Inspection conduct

• Our own performance
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Technology

Using technology as an enabler to our 

work:

• On inspection (data visualisation 

& Hardware)

• Use of data (e.g. Artificial 

Intelligence)
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Collaboration

Collaborating with partners and stakeholders 

both domestically and internationally:

• Preventing non-compliance by 

upstream engagement 

• Partnerships

• Outcome Based Cooperative 

Regulation
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Collaboration

Outcome Based Cooperative Regulation

Enabling organisations to opt for basing 

their activities around demonstration that 

they can be trusted.

(An Introduction to Outcome Based Cooperative Regulation: Professor 

Christopher Hodges)
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Summary

The MHRA will continue to evolve our approaches to 
harness new ideas and technology.

• Capability

• Data

• Technology

• Collaboration
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MHRA Copyright information

© Crown copyright 2024
Produced by the Medicines and Healthcare products Regulatory Agency

You may re-use this information (excluding logos) with the permission from the Medicines 
and Healthcare products Regulatory Agency, under a Delegation of Authority. To view the 
guideline, visit https://www.gov.uk/government/publications/reproduce-or-re-use-mhra-
information/reproduce-or-re-use-mhra-information or email: copyright@mhra.gov.uk.

Where we have identified any third-party copyright material you will need to obtain 
permission from the copyright holders concerned.

The names, images and logos identifying the Medicines and Healthcare products 
Regulatory Agency are proprietary marks. All the Agency’s logos are registered Trademarks 
and cannot be used without the Agency’s explicit permission.

https://www.gov.uk/government/publications/reproduce-or-re-use-mhra-information/reproduce-or-re-use-mhra-information
https://www.gov.uk/government/publications/reproduce-or-re-use-mhra-information/reproduce-or-re-use-mhra-information
mailto:copyright@mhra.gov.uk
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Overview

• Provide context for efforts to encourage 

innovation

• Highlight FDA guidance on clinical trial 

innovation

• Discuss barriers to and opportunities for 

increasing innovation
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What has changed?

• Technological advances

• Cost and complexity of 

trials

• Emphasis on diversity, 

equity, and inclusion

What hasn’t changed

• Need to protect 

participants’ rights, 

safety, and welfare

• Need to ensure data 

quality and integrity

The Innovation Imperative
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Legislation and Innovation

Existing efforts to encourage innovation bolstered by 

recent legislation
Selected FDORA Provisions

3612 Adds inspection provision specific to BIMO

3611 Extends authority to request records in advance or in lieu of inspection 

to BIMO inspected entities

3605 Requires public meeting on mitigation of disruption to clinical studies 

and updated guidance

3606 Requires guidance on DCTs

3607 Requires guidance on use of DHTs and use of “seamless, concurrent, 

and other innovative clinical trial designs”
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FDA Guidance Supporting Innovation
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MORE FDA Guidance Supporting Innovation
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And Yet . . . 
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Actual Barriers
“[O]ur research found a 

significant distinction between 

the commonly perceived barriers 

to innovation and the actual 

obstacles, which are often more 

rooted in tradition than 

regulation.” 

Caraleigh Holverson, Overcoming 

Barriers to Adoption for Innovations in 

Policy: Reflections from the Innovation 

Toolkit

*Skepticism (based on 
experience)

*Risk aversion (as a 
structural constraint)

*Status quo defenders 
(with something to lose)

Barriers
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Opportunities
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We look forward to 

your Participation!

Enhancing Adoption of Innovative Clinical Trial Approaches

To understand the state of innovation in clinical trial design 

and conduct, CDER is gathering information from internal and 

external stakeholders on the barriers and facilitators to 

incorporating innovative clinical trial approaches in drug 

development programs. 

We are looking for your perspectives via comments to our 

public docket FDA-2023-N-4489 and/or participation in a public 

workshop hosted in partnership with the Duke Margolis Center 

for Health Policy on March 19 and 20, 2024.

For more information please contact:

Food & Drug Administration

Kevin Bugin

Deputy Director of Operations

Kevin.Bugin@fda.hhs.gov

Duke Margolis

Luke Durocher

Senior Events & Marketing Manager

margolisevents@duke.edu

Register for March 19-20, 

2024 public workshop

Virtual and in-person (DC) options available

Post public comment 

by April 19, 2024

LINK

LINK

https://www.regulations.gov/document/FDA-2023-N-4489-0001
https://healthpolicy.duke.edu/events/enhancing-adoption-innovative-clinical-trial-approaches
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Resources
• Consolidated Appropriations Act, 2023

• Public Meeting: Mitigating Clinical Study Disruptions During Disasters and Public Health Emergencies

• ICH Harmonized Guideline Good Clinical Practice (GCP) E6(R3), Draft

• Digital Health Technologies for Remote Data Acquisition in Clinical Investigations

• Decentralized Clinical Trials for Drugs, Biological Products, and Devices

• Remote Interactive Evaluations of Drug Manufacturing and Bioresearch Monitoring Facilities

• Conducting Remote Regulatory Assessments Questions and Answers

• Real-World Data: Assessing Registries to Support Regulatory Decision-Making for Drug and Biological Products

• Considerations for the Conduct of Clinical Trials of Medical Products During Major Disruptions Due to Disasters and Public Health Emergencies

• A Risk-Based Approach to Monitoring of Clinical Investigations Questions and Answers

• Electronic Systems, Electronic Records, and Electronic Signatures in Clinical Investigations: Questions and Answers

• CDER Docket and Public Workshop: Enhancing Adoption of Innovative Clinical Trial Approaches

• CDER Complex Innovative Trial Design Meeting Program

• Model-Informed Drug Development Paired Meeting Program

• Advancing Real-World Evidence Program

• Rare Disease Endpoint Advancement Pilot Program

• CDER Patient-Focused Drug Development

• Digital Health Technologies (DHTs) for Drug Development

• Drug Development Tool (DDT) Qualification Programs

https://www.congress.gov/117/bills/hr2617/BILLS-117hr2617enr.pdf
https://ctti-clinicaltrials.org/mitigating-clinical-study-disruptions-during-disasters-and-public-health-emergencies/
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/e6r3-good-clinical-practice-gcp
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/decentralized-clinical-trials-drugs-biological-products-and-devices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/remote-interactive-evaluations-drug-manufacturing-and-bioresearch-monitoring-facilities
https://www.fda.gov/media/160173/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/real-world-data-assessing-registries-support-regulatory-decision-making-drug-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/considerations-conduct-clinical-trials-medical-products-during-major-disruptions-due-disasters-and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/risk-based-approach-monitoring-clinical-investigations-questions-and-answers
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-systems-electronic-records-and-electronic-signatures-clinical-investigations-questions
https://www.fda.gov/drugs/drug-safety-and-availability/cder-soliciting-comments-regarding-clinical-trial-innovation
https://www.fda.gov/drugs/development-resources/complex-innovative-trial-design-meeting-program
https://www.fda.gov/drugs/development-resources/model-informed-drug-development-paired-meeting-program
https://www.fda.gov/drugs/development-resources/advancing-real-world-evidence-program
https://www.fda.gov/drugs/development-resources/rare-disease-endpoint-advancement-pilot-program
https://www.fda.gov/drugs/development-approval-process-drugs/cder-patient-focused-drug-development
https://www.fda.gov/science-research/science-and-research-special-topics/digital-health-technologies-dhts-drug-development
https://www.fda.gov/drugs/development-approval-process-drugs/drug-development-tool-ddt-qualification-programs


Health Canada’s Clinical Trial Compliance Program 

Policies, Guidance documents and Initiatives

Hocine Abid, MD, MBA

National Manager

Clinical Trial Compliance Program

A Joint US-FDA | MHRA-UK | Health Canada Good Clinical Practice & Pharmacovigilance 

Compliance Workshop
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Overview

• Health Canada’s Clinical Trial Compliance 

Program: Mandate, R&Rs, Scope and Activities.

• Canada’s Clinical Trial Regulatory Framework.

• Key Guidance Documents for Stakeholders.
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Clinical Trial Compliance Program Mandate

• Promotes & verifies compliance of drug clinical trials 
against Canada’s Food and Drugs Act (FDA) and its 
associated Regulations (particularly, Part C, Division 5 of the 

Food and Drug Regulations: “Drugs for Clinical Trials Involving Human 
Subjects” which includes the principles of Good Clinical Practices):

➢ To protect participants enrolled in Clinical Trials (CT) and 

➢ Increase the confidence in the reliability of the clinical data 
collected and subsequently submitted to Health Canada. 

• Authority to inspect: Section 23 of Canada’s FDA.
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Health Canada

Oversight: HC’s Roles & Responsibilities

Collaboration

Regulatory Operations and 
Enforcement Branch

Medical Devices and Clinical 
Compliance Directorate

Clinical Trial Compliance Program

• Compliance inspection 

• Guidance development

• Compliance promotion

• Suspension, cancellation 

Health Products and Food Branch

CT and Drug Review Bureaus: 

- Pharmaceutical Drugs Directorate
- Biologic and Radiopharmaceutical 

Drugs Directorate

• Drug Market Authorisations

• CT Authorization: No Objection Letter 

• Clinical Trial Application

• CTA-Amendment and Notification

• Adverse Event reporting

• Suspension, cancellation
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• Inspection of active trials at qualified investigator sites

• For-cause inspection: compliance verification

• Compliance promotion: publication of guidance 
documents, training and information sessions

• Inspection of Sponsor/CRO/SMO (risk-based)

• Bioequivalence trials inspection (clinical and lab sites)

• Data Integrity inspection of pivotal clinical trials

• Compliance readiness inspection

• International collaboration/coordination

Health Canada’s Clinical Trial Compliance 
Program:  Scope and Activities 
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• Canada’s Food and Drugs Act: 
– Authority to inspect under Section 23.  Article : 23 (1) Subject to subsection (1.1), an 

inspector may at any reasonable time enter any place where the inspector believes on 
reasonable grounds any article to which this Act or the regulations apply is manufactured, 
prepared, preserved, packaged or stored. 

• Food and Drug Regulations (FDR), Part C, Div.5: 
“Drugs for CT Involving Human Subjects”

• Came into force on Sep. 1, 2001.  Includes the requirements for GCP
• Does NOT apply to CT using Natural Health Products or Medical Devices.

• Clinical Trials for Medical Devices and Drugs 
Relating to COVID-19 Regulations.

• Future (initiative): Canada is modernizing its 
Clinical Trial Regulations.

Canada’s CT Regulatory Framework
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Key HC CT Guidance Documents

Where to find them :

Health Canada- Drugs and health products -
Compliance and enforcement - Drug and health 
products - Good Clinical Practices

• https://www.canada.ca/en/health-canada/services/drugs-health-
products/compliance-enforcement/good-clinical-practices.html

Health Canada - Applications and Submissions Drug 
Products - Guidance Documents: Clinical Trials

• https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-
products/applications-submissions/guidance-documents/clinical-trials.html

https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-clinical-practices.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-clinical-practices.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/applications-submissions/guidance-documents/clinical-trials.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/applications-submissions/guidance-documents/clinical-trials.html


To understand and comply with Part C, Division 
5 of the Food and Drug Regulations (FDR): 

• Sections 1-4: Purpose, Scope, Introduction, 
Implementation Guidance

• Section 5: Regulations & Interpretation

• Section of Regulations in a box
• Interpretation with references made to pertinent 

sections of ICH E6(R2)
• Examples of observations cited under each 

section of the Regulations

• Appendices: Glossary and References

GUI-0100: “Guidance document, Part C, 
Division 5 of the Food and Drug Regulations”
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https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-

clinical-practices/guidance-documents/guidance-drugs-clinical-trials-human-subjects-gui-0100.html
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• This Guide provides clarity and transparency, 

• describes how inspectors classify observations 
according to risk,

• describes the process for assigning an overall rating 
to an inspection,

• promotes consistency in the assignment of risk rating 
to observations & overall inspection rating, and

• provides examples of risk-rated observations. 

GUI-0043: Risk Classification Guide For 
Observations Related to CT Inspections
https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-clinical-

practices/guidance-documents/risk-classification-observations-inspections-clinical-trials-guide-0043.html

https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-clinical-practices/guidance-documents/risk-classification-observations-inspections-clinical-trials-guide-0043.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-clinical-practices/guidance-documents/risk-classification-observations-inspections-clinical-trials-guide-0043.html
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Other important sources of information



POL-0030: C&E approach and inspection 
strategy for Clinical Trials of drugs involving 
human subjects
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• To inform stakeholders about Canada’s 
national compliance and enforcement 
approach and CT inspection strategy.

• Describes the inspection process used 
to verify compliance with the Act & the 
Regulations of the activities related to 
the conduct of clinical trials performed 
by a regulated party at a Canadian site.

http://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-clinical-

practices/guidance-documents/inspection-strategy-clinical-trials.html

http://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-clinical-practices/guidance-documents/inspection-strategy-clinical-trials.html
http://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-clinical-practices/guidance-documents/inspection-strategy-clinical-trials.html
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POL-0030 Contents: 
1.  Purpose

2.  Scope

3.  Background

4.  Compliance & enforcement activities

4.1  Clinical trial inspections

4.1.1  Risk-based site selection

4.1.2  Inspection activity
➢Before an inspection

➢During an inspection

➢Risk observations

➢At the end of an inspection

4.2  GMP inspection of CT drugs

4.3  Compliance verification (CV)

4.4  Investigation and Prosecution

Appendix A – Glossary

Appendix B – References



POL-0030 refers to Health Canada’s 
overarching Framework and Policies
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Compliance & 

Enforcement 

(C&E) Framework

HC’s Roles & 
Responsibilities, 

actions and tools, 
guiding principles and 

decision factors.

C&E Policy for 

Health Products 

(POL-0001)

C&E approach for 
health products 

regulated under the 
Food and Drugs Act 
and its Regulations. 

Collection & 

Retention of 

Records Policy 

(POL-0140)

Handling of all 
records obtained by 

inspectors during 
C&E activities in 

person or remotely.

https://www.canada.ca/en/health-canada/corporate/mandate/regulatory-role/what-health-canada-does-as-regulator/compliance-enforcement-framework.html
https://www.canada.ca/en/health-canada/corporate/mandate/regulatory-role/what-health-canada-does-as-regulator/compliance-enforcement-framework.html
https://www.canada.ca/en/health-canada/corporate/mandate/regulatory-role/what-health-canada-does-as-regulator/compliance-enforcement-framework.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-manufacturing-practices/policies-standards/compliance-enforcement-policy-0001.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-manufacturing-practices/policies-standards/compliance-enforcement-policy-0001.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-manufacturing-practices/policies-standards/compliance-enforcement-policy-0001.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/policy-collection-retention-records-health-product-compliance-enforcement.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/policy-collection-retention-records-health-product-compliance-enforcement.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/policy-collection-retention-records-health-product-compliance-enforcement.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/policy-collection-retention-records-health-product-compliance-enforcement.html


• Importing and exporting health products for 
commercial use (GUI-0117)
https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/importation-
exportation/commercial-use-health-products-guidance/document.html

• Annex 13 to the Good Manufacturing Practices 
Guidelines: Drugs Used in Clinical Trials (GUI-0036)
www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-clinical-
practices/guidance-documents/annex-13-good-manufacturing-practices-guidelines-drugs-clinical-trials-0036.html

• Guidance Document For Clinical Trial Sponsors: 
Clinical Trial Application (CTA)
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/applications-
submissions/guidance-documents/clinical-trials/clinical-trial-sponsors-applications.html

Other Key Guidance Documents 
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https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/importation-exportation/commercial-use-health-products-guidance/document.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/importation-exportation/commercial-use-health-products-guidance/document.html
http://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-clinical-practices/guidance-documents/annex-13-good-manufacturing-practices-guidelines-drugs-clinical-trials-0036.html
http://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-clinical-practices/guidance-documents/annex-13-good-manufacturing-practices-guidelines-drugs-clinical-trials-0036.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/applications-submissions/guidance-documents/clinical-trials/clinical-trial-sponsors-applications.html
https://www.canada.ca/en/health-canada/services/drugs-health-products/drug-products/applications-submissions/guidance-documents/clinical-trials/clinical-trial-sponsors-applications.html


https://www.canada.ca/en/health-canada/services/inspecting-

monitoring-drug-health-products/drug-health-product-inspections.html

The drug and health products inspections 

database

41

▪ List of Inspections and their outcomes since 2012.
➢ Inspection outcomes: Non-Compliant or Compliant.

▪ Initial Inspection Deficiencies posted within 3 
days of the inspection.

▪ Inspection Report Cards posted within 30 days of 
the inspection.

▪ HC regulatory actions taken (suspension or 
cancellation as an example).
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Drug and Health Products Inspections Database



Clinical Trial Compliance Program E-mail:  

GCP_BPC@hc-sc.gc.ca

All guidance documents and further information are available online 

at: www.canada.ca/en/health-canada/services/drugs-health-

products/compliance-enforcement/good-clinical-practices.html

Questions?

43

http://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-clinical-practices.html
http://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-clinical-practices.html
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