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Today’s outline

• ICMRA

• Pharmaceutical Quality Knowledge Management System (PQKMS)

• ICMRA-ICH-PIC/S-IPRP Joint Reflection Paper

• Post-Approval Change(PAC) Sub-WG
✓ Collaborative Assessment Pilot

✓ Collaborative Hybrid Inspection Pilot

• Technology platform to support PQKMS

• Collaborative Work with ICH
✓ ICH M4Q(R2) 

✓ Structured Quality Data Submission
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ICMRA
(International Coalition of Medicines Regulatory Authorities)

A voluntary, executive-level, strategic coordinating, 
advocacy and leadership entity 
(39 regulatory authorities) 

- Current/emerging regulatory & safety challenges
・globally
・strategically
・on-going, transparent, authoritative and institutional manner

- Direction for areas/activities common to regulators etc.

Chair
• Ms. Emer Cooke

EMA

Vice Chair
• Dr. Yasuhiro Fujiwara

PMDA
• Dr. Antonio Barra-Torres

ANVISA (Brazil)
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ICMRA’s Activities to Tackle COVID-19 Pandemic

 High Level Information Exchange

 Working Level Information Exchange  

 Specific Area Communication

• Vaccine Vigilance Network

• Pregnancy and Lactation

• Regulatory Agility

• Communication with Industries

• Virus Variants

• GMP・GCP inspection etc.

https://www.icmra.info/drupal/en/covid-19
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Pharmaceutical Quality Knowledge Management System (PQKMS)

Background

Agility to maintain 
- robust supply chains
- continually update manufacturing processes
to incorporate changes and improvements 

 Implementation of changes: Potential delay 
Pharmaceutical industry : highly regulated/globalized

➢ approvals from multiple national regulatory bodies with different timeframes

 Common procedures, guidelines, requirements, interoperable infrastructure 
➢ timely information sharing among regulators on changes occurring within the supply chain
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Pharmaceutical Quality Knowledge Management System (PQKMS)

Aims
leverage collective resources/information sharing 
on pharmaceutical quality between regulatory agencies

Alignment : regulatory requirements (post-approval setting) 
- data submissions and regulatory assessments
- inspections

Goals
- Regulatory reliance, agility, effectiveness, and efficiency
- Harmonization: data submissions, regulatory expectations, assessments, 

inspections
- Acceleration: global availability of quality medicines
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Pharmaceutical Quality Knowledge Management System (PQKMS)

⚫ Collaborative Assessment
⚫ Collaborative Hybrid Inspection
⚫ Technological Requirements and Solutions
⚫ Unique Identifiers 
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ICMRA-ICH-PIC/S-IPRP Joint Reflection Paper
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Post-Approval Change(PAC) Sub-WG

Activities
Initiate two regulatory collaboration pilots  

- Facility inspections

- CMC

- PAC submission assessments

- Related regulatory actions

Two pilots are ongoing
 Collaborative Assessment
 Collaborative Hybrid Inspection
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Post-Approval Change(PAC) Sub-WG
Collaborative Assessment Pilot

Scope
post-approval CMC changes including PACMPs

Objective
• Platform: Multiple regulatory agencies for a collaborative assessment

• Questions: Single list to the applicant 

• Regulators: Common approach to the application assessment/decision making

• Learnings: Share to build further collaborations in assessment
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Post-Approval Change(PAC) Sub-WG
Collaborative Hybrid Inspection Pilot

Scope
Pre-approval and pre-license inspections

Objective
• Hybrid inspection approach: How stakeholders in site inspections (Regulators and Industry) can 

engage to allow evaluation of a facility
➢ Combination: on-site inspectorates at a facility / virtual technology

• Identify: Misalignments, differences, potential areas for harmonization in GMP expectations 

• Develop: Aligned protocols/reports for hybrid assessments
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Post-Approval Change(PAC) Sub-WG

ICMRA-industry virtual workshop 
on a Development of PQKMS

(20-21 July, 2023)

Latest updates of the pilots in the report
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Technology platform to support PQKMS

ICMRA PQKMS Technology Platform sub-Working Group

PQKM Platform Governance Reflection paper
• Governance
• Technical capabilities to support PQKM objectives
• Data and system security and privacy
• Financing and procurement

ICH PQKM Technology Platform Taskforce
• Possibility: ICH’s role of governance/oversight
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Collaborative Work with ICH

Objectives of M4Q(R2) 
1.  Global convergence of science- and risk-based regulatory approaches
2.  Organization and positioning of information for Modules 2 and 3.
3.  Communication between regulators and applicants 
4.  Lifecycle and knowledge management
5.  Embracing product and process innovation.
6.  Efficient use of digital tools
7.  Elucidating regulatory expectations and supporting efficient assessments, 

decision-making and actions

Structured data submission

After M4Q(R2) reached Step2

M4Q(R2)
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Take home messages

Activities under ICMRA PQKMS includes

 Pilot: Collaborative Assessment & Collaborative Hybrid Inspection
Collaboration among multiple regulators

 Technology platform: Support PQKMS
Cloud-based assessment

 ICH: M4Q(R2)  and Structure Product Quality Submission
Change of dossier format and submissions

Thank you!
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