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57 years of EU pharmaceuticals regulation 

1965

1st EC legislation: 

medicines need to be 

authorised before being 

placed on the market

1995

Centralised, EU-wide procedure 

for authorisation – creation of the 

EMA

2000

Legislation on medicines 

for rare diseases

2007

Regulation on advanced 

therapy medicines 

2006

Legislation on 

medicines for 

children

2010

New EU Pharmacovigilance rules: 

better prevention, detection and 

assessment of adverse reactions, 

direct patient reporting of adverse 

events

2011

Legislation 

against falsified 

medicines

Thalidomide disaster exemplifies the need 

for EVIDENCE-BASED AUTHORISATION

2020

Pharmaceutical strategy 

for Europe: addresses 

long standing challenges, 

learnings from COVID-19

2022

Reform of general 

pharmaceutical acts 

packaged with revision 

of the O/P legislation

SAFETY – EFFICACY - QUALITY

2004

Last major revision –

extending scope of 

centralised procedure, 

simplification
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Lifecycle of a medicinal product
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http://www.statista.com/statistics/1011132/availability-of-new-medicines-in-europe


#

• Adopted in November 2020

• Ambitious long-term agenda in the field 

of pharmaceutical policy

• Objective: creating a future proof 

regulatory framework and at supporting 

industry in promoting research and 

technologies that actually reach 

patients in order to fulfil their 

therapeutic needs 
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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



6 Key political objectives

No Single Market

ACCESS

Shortages and 

Security of supply

AVAILABILTY

Budgets

AFFORDABILITY

Competitive

regulatory framework

Combatting

AMR

Checking

Environmental

Sustainability

Single market of medicines in the EU
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Regulatory data and market protection today and as proposed  

Proposed system, max 12 years 
protection

Current system, max 11 years 
protection
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Access to medicines - proposed changes for 
medicines for rare diseases (orphan medicines )

•

•

•
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• Launch in all Member States where the marketing authorisation is valid (CP 

and DCP)

• Actual placing on the market and continuous supply for the needs of the 

patients in each MS (incl. presentations, quantities) 

• MS has 4+1 options: 

• Positive/negative confirmation of actual supply; 

• Waiver;

• Tacit;

• [or] positive pricing and reimbursement decisions (based on Transparency Directive)

Market launch conditions
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Current challenges Proposed solutions

- Other Commission 
initiatives, including the 
work of HERA

- Joint Action on 
shortages

- IPCEI in the area of 
health

- National measures e.g. 
State aid

- EMA mandate extension 
(Regulation (EU) 
2022/123)

Shortages: 

Multiple root 

causes

Quality and 

manufacturing 

issues 

Commercial 

reasons, incl. 

market 

withdrawals, and 

unexpected 

increases in 

demand

EU dependency

on non-EU 

countries for 

medicines for 

supply of certain 

pharmaceutical

ingredients.
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Current challenges: Proposed solutions:
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Current
challenges:

Proposed solutions: 
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Current challenge: AMR toolbox

→

•

•



Current challenges: Proposed solutions: 

16



• Medicines for rare diseases

• Modulation of market exclusivity (improve access), High Unmet  Medical Needs concept 

(improve innovation), possibility to adapt prevalence criteria, 7-year validity of orphan 

designation

• Medicines for children

• Obligation to agree and conduct clinical studies (PIP) – rewards structure maintained;

• Mandatory PIP on the base of the mechanism of action of a MP (same therapeutic area);

• 6 months SPC extension following PIP completion also for orphan medicines.

• Possibility for electronic product information (ePI)

• Possibility for a delegated act to set a reduced list of mandatory labelling 

particulars for multi-country packages

• Duplicate marketing authorisations only available in cases of IP/SPC 

protection or co-marketing 

Other notable changes 

17



• IP Rules and SPC → parallel system of protection (not influenced by the 

pharmaceutical revision)

• Bolar exception (DIR Art. 85)

• Compulsory licencing (DIR Art. 80(4))

• 6-month SPC extension for marketing authorisations including results in 

compliance with an agreed paediatric investigation plan (DIR Art. 86)

Links to IP legislation 
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Thank you

© European Union 2020

Unless otherwise noted the reuse of this presentation is authorised under the CC BY 4.0 license. For any use or reproduction of elements that are 

not owned by the EU, permission may need to be sought directly from the respective right holders.
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