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OPEN regulators

TGASwissmedic MHLW/PMDAHealth Canada WHOEMA

Goal: Sharing 
scientific expertise 
to tackle common challenges 
on COVID-19 
vaccines and therapeutics

Interaction: Participating 
non-EU experts invited to 
attend and contribute to 
ETF and CHMP evaluation

OPEN experts follow 
similar requirements as the 
EU experts (e.g., 
confidentiality, absence of 
conflict of interests).

All participating under the terms of their Confidentiality Arrangement with the EU. 

Opening our Procedures at EMA to Non-EU authorities
COVID-19 vaccines and therapeutics - PILOT
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Reliance significantly accelerated 

decisions from national regulatory 

authorities in LMICs.

EMA is regulatory authority of record for 

the WHO Emergency Use Listing (EUL) 

for the 5 of the vaccines approved in the 

EU.
 

The WHO EUL enables LMIC national 

regulatory authorities to speed the 

registration of COVID-19 vaccines. It is 

also needed to allow procurement by UN 

agencies and World Bank Group partners.

EMA 
assessment

WHO 
Emergency 
Use Listing

National 
registrations 
in 160 LMICs

of 5 EU-approved 

vaccines

(for which EMA is sole or 

co-NRA)
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Reliance in action: ‘OPEN’ global health impact

EMA in the global environment
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WHO recommendation to GAVI, 

UNICEF and stakeholders for the 

emergency use of the vaccine within 

two hours of the EMA opinion. 

OPEN’s global 

health impact 
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OPEN facilitated the assessment of the same data by multiple authorities, deepening the collaboration 
and moving the exchange of information to active engagement. 

OPEN allowed regulators to accelerate and align on decisions, leading to fewer questions for 
industry and labelling differences, while maintaining independence in the decision making. 

OPEN demonstrated the value of international collaboration to avoid duplication of efforts, improve 
efficiency, and bring vaccines and medicines to patients earlier in the interest of public health. 

International collaboration benefits regulatory authorities, developers, and patients. 

OPEN pilot - Benefits
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OPEN  -  Extended scope 

• Antimicrobial resistance (AMR)

• PRIME products (not including ATMPs)

• Other products that address high unmet needs (e.g. RSV, Alzheimer's, ALS...)

• Vaccines or therapies for health threats or public health emergencies

• Three medicinal products reviewed under OPEN:

- Arcturus COVID-19 vaccine

- Moderna RSV vaccine

- Valneva Chikungunya vaccine
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D. 180 
Hearing?

Principles 
- OPEN experts invited to comment during the CHMP evaluation as any other EU MS.
- OPEN experts are not contributing to CHMP conclusions during the final benefit-risk decision.
- OPEN experts participate in ETF (when applicable) CHMP meetings and other scientific meetings where 

relevant and agreed by EMA and the Rapporteurs
- Applicant request that their product is reviewed under the OPEN framework

Operationalisation of the OPEN framework – High level process

OPEN regulators

EMA Health Canada Swissmedic TGA MHLW/PMDA WHO ANVISA MFDS
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Expected benefits for global health and industry

• Alignment of dossiers to improve regulatory convergence within OPEN partner 

countries

• Potential faster overall global approval through leveraging existing or ongoing 

assessments and expertise beyond the EU regulatory network (e.g. fewer questions 

for industry and labelling differences)

• Potential to align also the post-approval lifecycle management for major changes 

and/or also using reliance mechanism

• Promoting capacity optimisation and convergence of  assessment standards
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EMA in the global environment

1. EU-M4all (Art. 58): 

EMA evaluates and gives an 

opinion, in cooperation with 

WHO, on medicinal 

products for human use 

intended for markets 

outside of the EU.

Since 2021, this procedure 

can also be performed in 

parallel to a centralised 

procedure to accelerate 

medicines access at a 

global scale. 

EU-Medicines for all (EU-M4all) 

EMA supports the global regulatory system through its collaboration with WHO using two main regulatory mechanisms: 

*7 of which have been withdrawn or 

surrendered and 1 pending as of June 2024
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17 medicines with 
an EU-M4all 

scientific opinion*

94 countries 
worldwide

229 Marketing 
Authorisations
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EMA in the global environment

WHO Collaborative Registration Procedure (CRP) 

2. WHO SRA CRP: 

Accelerates national approval 

in countries where resources 

may be limited, based on the 

regulatory work already 

carried out by Stringent 

Regulatory Authorities (SRAs), 

such as EMA.

This facilitates earlier access 

to essential medicines for 

patients worldwide, improving 

global public health. 

As of June 20249

83 marketing 
authorisations via CRP

13 medicines with EU 
marketing authorisation

23 countries
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Further reading:

OPEN - One-year review of the OPEN pilot and recommendations 

EMA/6881/2022 

https://docs.eudra.org/webtop/drl/objectId/090142b2852c9d85 

Any questions?

https://docs.eudra.org/webtop/drl/objectId/090142b2852c9d85
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