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1. Background – Covid-19 & July 2021 ICMRA Stakeholder 
workshop



4

Background: The pandemic catalyst

Slide from “Industry’s perspective on ICMRA’s Global Strategy & Pilots for PQ KMS”--Presented by Ginny Beakes-Read, Amgen (IFPMA), 20 July 2023
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Background: July 2021 ICMRA Stakeholder workshop

• During the COVID-19 pandemic, the International Coalition of Medicines Regulatory 
Authorities (ICMRA) was acting as a forum to support strategic coordination and 
international cooperation among global medicine regulatory authorities.

• The aim of these activities was to expedite and streamline the development, 
authorisation and availability of COVID-19 treatments and vaccines worldwide. 

• ICMRA members also work towards increasing the efficiency and effectiveness of 
regulatory processes and decision-making.

• A key event in support of these activities was the July 7, 2021 joint (virtual) stakeholder 
workshop with industry on “Enabling Manufacturing Capacity in the COVID-19 
Pandemic” (more detailed information in back-ups)
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2. ICMRA PQ-KMS & Pilot Programs



7

Next steps: Pharmaceutical Quality Knowledge Management System (PQKMS) -
Collaborative ICMRA pilots launched in June 2022

ICMRA is commencing two pilot 
programs focusing on
i) collaborative assessment with 
initial focus on chemistry, 
manufacturing, and  control (CMC) 
post-approval changes and
 ii) collaborative hybrid inspections.

The overall aim of these pilots is to 
improve manufacturing capacity for 
production of critical medicines and 
facilitate collaborative assessments 
and inspections by multiple 
regulatory authorities.
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Collaborative ICMRA Pilots
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1. PACMP Assessment Pilot
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1. PACMP Assessment Pilot



Strategy Results

Early Step 1

Strategy

Fast Step 2

Results
Variation/ Change 

reviewed 
as a whole package

Submission of a post-
approval change 

management protocol1

Reporting of 
implementation

Prior Approval
Notification2 in accordance 

with approved protocol

Traditional Change procedure 
compared to PACMP approach

Recap: ICH Q12 Module 4 - PACMP
Traditional procedure: 
one step

PACMP procedure: two steps

1: PACMP may be submitted with the original MAA or 
subsequently as a standalone submission 
2: approval by the regulatory authority may be required prior to 
implementation

11

Multiple ICMRA member 
agencies participate in 
collaborative assessment pilot
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2. Collaborative Hybrid Inspection Pilot (CHIP)
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3. Roche’s ICMRA PACMP Pilot Application
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Timeline – Roche ICMRA PACMP pilot

Q2 2022 Q3 Q2Q1 2023Q4 

ICMRA
Collaborative 
Assessment 

Pilot
Application

July 5th

DS + DP PACMPs 
Submission

Jan 17th

DS + DP 
PACMPs 
Approval 
(step-1)

May 12th

ICMRA CHIP *
Application for DS 

sites
January 24th

IR1/
RfSI

March

IR2/
Informal RfSI

April

IR3/
LOIs
May

Meeting with 
ICMRA 

regulators
Aug 4th

Meeting with 
ICMRA regulators

Jan 10th

ICMRA 
Acceptance 
Sept 27th

Meeting with 
ICMRA regulators

May 8th

*) ICMRA agreed to Roche’s proposal for a CHIP inspection in Q1/2024 during MAb batch production
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Scope of Roche Drug Substance and Drug Product PACMPs

Relatively broad scope of a PACMP for the EU and US for a monoclonal antibody (with US-
breakthrough designation) which received initial approval in an oncology indication, 
comprising of:

● Additional Drug Substance manufacturing site and process changes

● Additional DS QC testing sites for IPC, release and stability 

○ Changes to DS IPC, release and stability specifications

● Additional Drug Product manufacturing site and process changes

● Additional DP QC testing site for IPC and release for US only

○ Changes to DP IPC, release and stability specifications

● Additional DP secondary packaging site for US only
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Slide from “ICMRA Collaborative Pilots: Vision and Achievements Leading to Regulatory Alignment and Efficiencies in Global CMC Assessment and 
Inspection Activities”--Presented by Susan E. Polifko, FDA @ ISPE Annual Conference Oct. 2023
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Overview of Roche ICMRA Collaborative Assessment pilot

• Roche was the first company to submit (and receive approval) for a PACMP (step-1) in the ICMRA pilot

• EMA was the lead assessor, FDA participated and PMDA was observing

• Submission was done in parallel to both HA’s through respective submission portals, same dossier was provided

• We received a harmonized list of questions with region-specific questions noted (3 IRs) and these were issued 

in parallel by both HAs. Responses were submitted to both HAs in parallel. 

• Per our request, EMA/FDA noted when a question was Agency-specific.

• Approval was granted by EMA & FDA on the same day (!) and the same content and conditions were 

approved

• As a result the change category (for step-2) was downgraded from Type II to Type IB for EU and from PAS 

to CBE-30 for US

• Step-2 Type IB/CBE-30 will also be collaboratively reviewed as part of the ICMRA pilot.
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• The overall experience we had with our PACMP collaborative review procedure was indeed very 
collaborative.

• Flexibility from EMA to submit one DS PACMP with two sites, in alignment with US supplement. 

• Flexibility granted for response timeline.

• Clarification meeting was proactively offered and granted on very short timeline to discuss the 
IR3/LOIs.

• Very open and transparent engagement from all ICMRA regulators involved; they truly 
streamlined and coordinated their processes so that the actual pilot did not add any significant 
additional work on us as the sponsor

• The end result — approval of essentially the same content and conditions for both protocols 
on the same day by FDA and EMA — is unprecedented in our experience and shows already the 
significant value of the ICMRA pilots.

Roche’s experience with ICMRA PACMP Assessment Pilot 
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ICMRA PACMP Assessment Pilot – initial agency posts
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4. July 2023 ICMRA Stakeholder workshop
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ICMRA held another stakeholder workshop on July 20, 2023
Great opportunity to discuss PACMP pilot case study experience
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ICMRA stakeholder workshop on July 20, 2023
PACMP pilot panel discussion
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ICMRA - Hopes for the pilot and future state

At the ICMRA-industry virtual workshop on Development of a Pharmaceutical Quality Knowledge 
Management System on July 20th, 2023 (follow-up to July 2021 WS), a panel of regulators and 
industry representatives discussed experiences and lessons learned from the pilots as well as hopes 
for the future. The following key points were discussed: 

● Positive experience from both regulators and industry leading to an extension of the pilot and 
encouragement for more industry participants

● Desire for expanded engagement from regulators for the pilot

● Long term goal of global convergence and reliance for both PACs and inspections.

 Recording, agenda and slides from the 2023 ICMRA-Industry Workshop: can be found here
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5. Summary
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Slide from “ICMRA Collaborative Pilots: Vision and Achievements Leading to Regulatory Alignment and Efficiencies in Global 
CMC Assessment and Inspection Activities”--Presented by Susan E. Polifko, FDA @ ISPE Annual Conference Oct. 2023
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Summary

• The Covid-19 pandemic provided a rich set of experiences and CMC / GMP learnings, on which to 
base future collaborative efforts by all stakeholders and enabling us to be more agile and better 
prepared

• It is vitally important for industry and regulators to work together to explore how these approaches 
(e.g. site-transfer PACMPs) can be implemented efficiently

• It is critical for regulatory authorities to establish principles for agency collaboration and alignment 
prospectively and ICMRA is leading the way in this regard, e.g., with its PQ-KMS pilots

• The collaborative ICMRA pilots gained significant attention and interim results, especially for the 
PACMP pilot, are very positive

• The ICMRA PACMP pilot is also a welcome opportunity to further promote this important tool, which 
has been introduced on a global level in ICH Q12 (more detailed information on PACMP utilization 
can be found in the official ICH Q12 training material)

• Ultimately, close collaboration leading to regulatory reliance amongst agencies will be a key pillar 
in securing future supply of critical medicines to patients. 
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Thank you!
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Back-up slides
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Background information – July 2021 Stakeholder workshop
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Background – July 2021 ICMRA Stakeholder workshop
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Background information – July 2021 Stakeholder workshop

© 2023 DIA, Inc. All rights reserved.

Key Workshop Materials / Reference:

⮚ SLIDES – All Workshop presentations have 
been combined into a single slide deck 
which can be found on the ICMRA website 
here. 

⮚ Day One VIDEO Recording – The Zoom 
Recording (MP4 version) of the joint 
regulator-industry session has been 
transferred to the ICMRA website and can 
be found here. 

⮚ Workshop Summary Report – A report
summarizing key learnings and discussions 
from the Workshop has been published on 
the ICMRA website. 


