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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
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Pilot extension
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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



Desirable factors for long term sustainability of the 
programme

 Regulatory Alignment
◦ Regulators apply comparable assessment standards, including implementation of ICH guidelines

◦ Comparable data protection and conflict of interest standards are upheld

◦ Regulators aim to align assessment outcomes within their legal frameworks, but are not bound by decisions of other 
authorities

 Administrative support
◦ Long-term secretarial and administrative support is available to sustain collaboration

 IT support
◦ Regulators can access and share relevant documents, such as assessment reports, securely

◦ Sponsors can authorize access to their regulatory submissions

◦ Sponsors can confirm identical submissions have been provided to all participating agencies
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Desirable factors for long term sustainability of the 
programme
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