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ICMRA Collaborative Assessment Pilot – Overview

ICMRA collaborative assessment pilots

 Scope

Multi-agency collaborative assessment of Post Approval Change Management Protocols (PACMPs)

Focused on medically important treatments, including chemical and biological products, but 
excluding vaccines

 Application Process

14 applications received 

Prioritised based on impact to supply of critical medicines & potential for agreed regulatory 
approach

 Pilot implementation

5 proposals accepted

Identical submissions sent to all participating agencies 



Pilot cases

ICMRA collaborative assessment pilots



Regional Procedures & ICMRA Pilot: How They Work 
Together

ICMRA collaborative assessment pilots

Once accepted into the ICMRA pilot, the procedure runs in parallel with standard regional procedures
Applicants submit formal applications through the usual regional channels (for participating agencies only — not 

observers)
Submissions are flagged for ICMRA pilot inclusion, alerting agency procedure managers to track them accordingly
A harmonised set of LOQs/IRs is prepared and sent to applicants by the ICMRA lead
In line with legal requirements, participating authorities may also send LOQs/IRs separately
However, a single harmonised response document can be shared with all participating agencies to streamline 

communication



Key achievements

ICMRA collaborative assessment pilots



Key Benefits of Collaborative Assessment

ICMRA collaborative assessment pilots



Pilot extension

ICMRA collaborative assessment pilots



How can ICMRA encourage new applications?

ICMRA collaborative assessment pilots

Possible concerns How concerns are addressed
Lack of familiarity with the pilot   A detailed report is now publicly 

available
Concern that CMC changes may be 
delayed

  Near simultaneous approval within 120 
days

Fear of increased burden from 
IRs/assessment questions 

  Fewer IRs overall compared to 
individual submissions

Perceived lack of benefit   Multiple benefits identified for industry, 
regulators, and patients

Concerns about an increase in 
regulatory expectations

 No change to standard requirements

Limited use of PACMPs   PACMPs enable early agreement on 
change plans with regulators

Other factors which ICMRA are 
unaware of

? Please raise during the panel discussion 
or informally with the PQKM Pilot 
Coordination Group



CHIP Main Points

 A collaborative hybrid inspection is a joint inspection by two authorities with one lead 
authority on site and one  authority participating remotely.

 Goal of the CHIP was to enable a CMC submission that would undergo a single hybrid 
inspection that would be accepted by participating authorities.

 Scope limited to pre-approval inspections and to selected products (e.g. PRIME & 
Breakthrough). Aim to increase manufacturing capacity and supply.
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CHIP - Proposals Accepted and Regulatory Authorities
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Applicant Lead ‘Onsite’ 
Authority

Remote 
Authority Observers

Roche Swissmedic FDA EMA and Health 
Canada

Gilead* FDA Health Canada

PMDA, 
Swissmedic,  
MHRA, MoH 
Israel, EMA, 
HPRA



Overall Summary

 3 collaborative hybrid inspections completed without technical difficulties

 Survey of participants was positive with view that the collaborative hybrid approach did not add 
regulatory burden and can benefit patients and industry

 Good operational outcomes and good communication and interaction between authorities and with 
the manufacturer and sponsor

 But a collaborative hybrid inspection required a significant increase in workload compared to a 
normal inspection
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CHIP Achievements

 Positive and productive collaborations with supporting tools developed

◦ Regulators - Joint Inspection Protocol w/ agreed timetable for inspections

◦ Sponsors & Facilities – Industry Expectations Guidance and timely communication and 
response to deficiencies.

◦ Sponsors achieved approvals w/ sites securing CGMP Compliance Status.

 Lead and Remote Regulatory Authorities aligned on inspection procedure and findings

◦ Agreement on deficiencies, significance and post-inspection activities.

◦ Harmonized approach towards unfavourable compliance status in participating regions with no 
supply from facility pending resolution. Achieved in different ways.

 Continuous communication among the RAs

◦ Use of IT platform to securely share information between participating inspectorates before, 
during and post inspection.
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Collaborative Pilots: ICMRA PQKMS Website
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https://www.icmra.info/drupal/en/strategicinitatives/pqkms?utm_medium=email&utm_source=govdelivery%20under%20PQKMS%20Collaborative%20Pilot%20Information%20and%20Application%20Forms


Desirable factors for long term sustainability of the 
programme

ICMRA collaborative assessment pilots



ACKNOWLEDGEMENTS – ICMRA PAC Sub-Working Group

15 ICMRA Collaborative Hybrid Inspection Pilot (CHIP)



Thank you

Follow us
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Evdokia.korakianiti@ema.europa.eu

https://www.linkedin.com/company/european-medicines-agency/
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