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What is ICMRA?

• ICMRA is a global, non-political, voluntary coalition of 

leaders of medicines regulatory authorities which provides:

◦ Strategic directions for enhanced cooperation on 

common scientific, regulatory or safety challenges

◦ Improved communication and information sharing

◦ Effective global crisis response mechanisms

• ICMRA membership is at Head of Agency level

• ICMRA role is strategic, it works by leveraging existing 

groups/initiatives whenever possible

• ICMRA was created 13 years ago, EMA led it for 6 years 

(2019-2025)
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24 members
20 associate 

members
1 observer
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• Growing complexity in manufacturing of medicinal products, global 

supply chains and ensuing new regulatory challenges

• No forum for engagement trat strategic level

• Growing need for regulators to act and think globally to address 

public health challenges
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Why ICMRA?



EMA as chair of ICMRA

A long adventure…

• EMA has chaired the ICMRA for 2 mandates, 6 years (2019-2025)

• A new chair has been elected in October 2025 – TGA (Australia)

During the COVID-19 pandemic ICMRA turned into an indispensable entity, 
to:

• Share vital information during crisis response

• Provide globally agreed responses

• Facilitate convergence of regulatory practices
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ICMRA and the Pandemic: Achievements
Improved regulatory convergence and alignment

Better use of real-world evidence in regulatory decision-making

Enhanced safety monitoring of vaccines

ICMRA COVID-19 Response Workstreams included:

• Policies

• Treatments and Vaccines

• Vaccines Pharmacovigilance 

• Public Health emergency Clinical Trials

• RWE and Observational Studies

• Regulatory Agilities, Flexibilities and Sustainability

15 Joint (ICMRA+WHO) Statements and Pledges published 2020-2023

More than 20 pandemic-related workshops:

◦ workshops on COVID-19 vaccines strains updates continuing till today, next one in 
March-April 2026

https://icmra.info/drupal/sites/default/files/2022-10/covid-
19_wg_summary_of_achievements.pdf 
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ICMRA and the Pandemic: 
Main Lessons Learnt

Intensified work between regulators during the pandemic, a “can do” mentality

Main lessons learnt: 

• Global clinical development is critical

– CTs fragmentation, just 5% of trial arms for COVID-19 were randomized and 
sufficiently large to achieve a meaningful result

– Need for rapid advice and approval of large and well-designed trials, including 
platform trials,

– Enabled greater post-pandemic collaboration

• Communication needs to be timely, aligned, and optimized, particularly in times

 of uncertainty

– Regulators established practices to quickly align their communication activities and 
messages 

– Challenges included the rapidly evolving situation and the need to communicate 
preliminary nature of interim results and on the need to further collect and analyze 
data 
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ICMRA post-pandemic: 
enabling preparedness
ICMRA went through a rationalization process after the pandemic and has expanded its 
reach and geographical balance.

Enabling preparedness:

• Platform clinical trials 

◦ Paper published November 2024: focus on trial design and conduct, regulatory considerations 
(perceived barriers and enablers) and lesson learnt from the pandemic  

• Real world evidence

◦ Group active during pandemic refocused post-pandemic, focus on preparedness

• Decentralized manufacturing

◦ Workshop in December 2024 on GMP and CMC aspects: focus on convergence on key aspects such 
as terminology, GMP oversight, process and products comparability, product testing and release, 
post-approval changes

• Pharmaceutical quality knowledge management (PQKM)

◦ Reliance and work-sharing through collaborative assessment and hybrid inspections pilots

• Communication

◦ ICMRA statement published January 2026 to facilitate good and timely communication to become 
integral to the public health mission of regulatory authorities

8 ICMRA Perspective



ICMRA post-pandemic

Other focus areas: 

• Artificial Intelligence 

◦ Extensive Information-sharing exercise among ICMRA regulators through 
“regulatory forums” TCs

• Antimicrobial Resistance

◦ Statements, awareness campaigns

• Rare diseases

◦ Harmonization of terminology, 2nd event with stakeholders (industry, healthcare 
professionals, academia) in 2Q 2026 to discuss possibilities for further ICMRA 
involvement in the area 

• 3Rs in  animal testing

◦ Statement under preparation to encourage regulators to work towards a common 
goal
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PQKMS: Reliance and Work-Sharing in 
Action

ICMRA strategic input to leverage existing initiatives and facilitate Regulatory collaboration and reliance

• ICH, IPRP, PIC/S work plans included ICMRA recommendations

• 2 Collaborative pilots successfully concluded in 2024 and extended for a further year with wider scope

• Collaborative Assessment 

• Hybrid Inspections

• Aim: Strengthen availability for medically important medicines to patients  globally through 

enhanced collaboration of international regulators to facilitate the implementation of manufacturing changes 

necessary to increase manufacturing capacity

• Low-volume high-impact initiative operating within existing regional regulatory frameworks; voluntary 

participation, with each regulatory authority maintaining full decision-making autonomy

• Outcomes: 

• Highly harmonized (~88%) assessment outcomes for 5 post approval CMC variations within 

120 days 

• 3 hybrid inspections with common outcomes

• From the pilot extension – 5 additional collaborative assessments accepted; 1 finalised within 60 

days with harmonised outcomes

◦ Work on-going to transition from pilots to a stable and structured program
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ICMRA Summit 2025

EMA premises 21-24 October 2025

A unique opportunity for global Heads of Agencies 
to meet face-to-face in an informal setting and 
discuss global strategic issues and common 
challenges

3 sessions:

• Regulators as communicators: promoting science 
and trust

• Global reliance pathways: promoting cooperation 
and work-sharing

• Artificial Intelligence in regulatory practices: 
looking into the future
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EMA-FDA Collaboration: Guiding Principles of 
Good AI Practices in Medicines Development

• EMA and the U.S. Food and Drug Administration (FDA) have jointly identified 

ten principles for good artificial intelligence (AI) practice in the 

medicine lifecycle 

• Provide a principles-based approach which will help regulators, 

pharmaceutical companies and medicines developers harness the 

potential of AI while ensuring patient safety and regulatory compliance

• Ethics at the forefront

• Will be brought into the ICMRA debate for global convergence on AI 

topics

• Published  on 14 January 2026

https://www.ema.europa.eu/en/news/ema-fda-set-common-principles-ai-

medicine-development-0 
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EMA-FDA Collaboration: Clusters

Opportunity for regulators to exchange information, discuss scientific and regulatory matters, share best 

practices, and coordinate their efforts towards ensuring the safety and efficacy of medicinal products worldwide
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• 30 Clusters (many of them multilateral)

• Varied Frequency and resource implication

• Main objectives and topics:

- Data sharing and product discussions

- Scientific and regulatory discussions 

- Crisis response

- Knowledge management and outreach

- Regulatory coordination 

- Global strategy

- Convergence and harmonisation

Early Dialogue 
Oncology SA



EMA-FDA Collaboration in Oncology
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Project Orbis

Oncology Early Dialogue

Oncology-Haematology Cluster
Regular forum for exchange of information on ongoing or planned products 
applications, projects and guidance documents

Outreach Activities

Ad-hoc interactions

Monthly exchange between EMA Scientific Advice Working Party (SAWP) and FDA Oncology 
center of excellence (OCE) on scientific advice for products under development

EMA is currently piloting participation as observer; joined 6 Project Orbis procedures 
submitted in parallel 

Joint effort including educational sessions, workshops and participations in conferences. 
E.g. FDA-EMA Joint Conversations on Cancer Webinar

Direct line of contact for exchange of information on product applications, policy or 
surveillance when needed



Conclusions

• ICMRA enables and facilitates regulatory cooperation and convergence at global level

• Unique strategic platform for Heads of Agencies globally to address matters of common interest

• ICMRA role during the pandemic was crucial in the fight against the COVID-19 virus, ensuring alignment in 
regulatory practices and communication

• ICMRA continues active post-pandemic; workstreams relevant to support global development include 
Artificial Intelligence, Real World Evidence, Pharmaceutical Quality Knowledge Management and Rare 
Diseases

• EMA is strongly committed to international collaboration. In Oncology, EMA collaborates with the 
US-FDA and other international partners, through several initiatives which contribute to facilitate global 
development, assessment and authorisation of new medicines.
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Thank you

Follow us

LinkedIn icon
YouTube icon Instagram icon

Closing slide

Emer.Cooke@ema.europa.eu

https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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