




A 4-part package
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New Regulation
• Specific rules for the most 

innovative medicines such as 
orphans, antimicrobials

• Rules on shortages and 
security of supply

• EMA governance

New Directive
• Placing on the market of all 

medicines
• Authorisation and labelling 

requirements
• Strong incentives for access

Council Recommendation
on AMR

Chapeau communication





• Centralised authorisation procedure 

• Inspections of manufacturing sites

• Pharmacovigiliance

• …..

• Decentralised procedure and mutual 
recognition procedure to authorise
medicines in MS

• Organisation and delivery of health 
services and medical care

• P&R for medicinal products or their 
inclusion in the scope of national health 
insurance schemes
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Responsibilities shared between 
EU and Member States

Strictly MS 
competence!

By EU-level 
standards

EMA and network of
National Competent 

Authorities





Obligations – rewards structure maintained;
Submissions before the initiation of safety and 
efficacy studies;
Step-wise PIP;
Adapted key binding elements  for step wise PIP, 
paediatric only products, PUMA.

Revision of the paediatric provisions 



Mandatory PIP on the base of the mechanism of action of 
a MP (same therapeutic area);
Temporary waiver from PIP obligation during public health 

emergencies for medicines relevant for the public health 
emergency;
Cap to the length of deferrals.

Revision of the paediatric provisions



Possibility for NGO to submit data for repurposing of 
medicine;
6 months SPC extension following PIP completion also for 

orphan medicines;
EMA reorganization.

Revision of the paediatric provisions



 Increased transparency on PIP conducted for 
discontinued medicines;
Multi-stakeholders discussions about prioritisation of 

paediatric R&D in a pre-competitive environment.

Revision of the paediatric provisions









• EMA granting designations

• EMA structure simplified

• Pre-authorisation support for promising medicines

• Faster EMA assessment and EC authorisation

Medicines for rare diseases





EMA structure –tomorrow
Working parties on:
• Quality;
• Methodology; 
• non- clinical; 
• Clinical;
• Scientific advise;
• ERA;
• Other wp possible.

Composition:
• High level of scientific expertise;
• Majority of members from MS authorities;
• MS not represented can attend the meetings as observers.

Scientific experts



• Council:

• Start of the „reading“ expected under the Spanish Presidency

• European Parliament

• European Economic and Social Committee

Next steps




