50 Years
EU pharmaceutical regulation
milestones
legislative

60s

therapeutic

The Declaration of Helsinki establishes
ethical principles for
clinical research

EU decides that medicinal
products need to be
authorised before being placed on
the market and develops structured
medicinal regulations.

70s

1965

The Thalidomide disaster exemplifies the need for evidence-based
authorisation.

1967

A new medicine added to the treatment of tuberculosis (rifampicin).

1968

A relief medicine for bronchospasm in asthma (salbutamol).

1971

A combination treatment for Parkinson’s disease (carbidopa/levodopa).

1972

A novel broad-spectrum antibiotic for bacterial infections (amoxicillin,
clavulanate).

First steps towards a joint
EU position on market
authorisations through
a multistate procedure and a
common committee.

80s

1964

1974
1975

An aromatase inhibitor to lower the risk of reoccurrence of
breast cancer (tamoxifene).

1976

Inhibitors of stomach acid production for treatment of peptic ulcers
(cimetidine).

1980

A novel treatment for hypertension (captopril).

Member States agree on
uniform way to summarise
key characteristics of an
authorised product.

1982

The first synthetic insulin is produced.

1983
1986

The first ever recombinant vaccine (for Hepatitis B).

The concertation procedure is introduced: before authorising innovative
products national authorities ask the opinion of an EU level Committee.
Rules for copies of branded medicines (‘generics’) are better
defined.
Additional EU rules are adopted for the authorisation of vaccines and
medicines derived from blood.
First Guidelines on Good Manufacturing Practices are published to
improve the quality of medicines throughout the EU.
Health

1987

1989

The first antiretroviral
treatment for HIV/AIDS
(zidovudine).
The conjugated Haemophilus
influenza vaccine to lower
incidence of meningitis and
pneumonia in children.

90s

The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use (ICH) provides a platform for international cooperation.

1990

New rules harmonise the labelling of medicinal products, advertising, prescriptions and distribution.
Additional rules on homeopathic products are introduced.

1992

Agreement on a centralised, EU wide procedure for the authorisation of human and veterinary medicinal products.
A new European Agency (EMA) will be responsible for scientific evaluations.

1993

As part of the Council of Europe’s work, a European Network of medicines control laboratories is created.

1994

Mutual recognition of national authorisations is facilitated.

EMA - the European Medicines Agency starts business.

1995

First centralised marketing authorisation is granted by the
European Commission.

A novel treatment for multiple
sclerosis (interferon B).

1996

A rapidly acting insulin analogue.

1998

The first molecularly targeted cancer medicine (rituximab).

1999

A tumor necrosis factor inhibitor for treatment of rheumatoid arthritis
(infliximab).

To increase the number of products for rare diseases, new legislation is adopted
(Orphan Regulation).
For the first time, a patient representative is a full member of a scientific
committee of the European Medicines Agency.

00s

The Clinical Trial
Directive provides
requirements for the
conduct of clinical
trials in the EU.

2001

2000

The first personalised
medicine for treatment
of breast cancer
(trastuzumab).

The first two orphan medicinal products for treatment of a rare
metabolic disorder, the Fabry disease (agalsidase alfa, agalsidase beta).
An innovative medicine for treatment of chronic
myeloid leukaemia (imatinib).

EU agrees on rules regarding Traditional Herbal Medicinal Products.
Cooperation of national authorities for the authorisation of products is further formalised.

2004

Introduction of EU rules for copies of biological products (‘biosimilars’).
EU adopts legislation on medicinal products for
children.

2006

Regulation on Advanced Therapy
Medicinal Products is introduced.

2007
2008

The Human Papilloma Virus vaccine to prevent
cervical cancer.

In the context of myeloma multiplex thalidomide is
authorized as a treatment.

New EU pharmacovigilance rules strengthen the system for safety of medicines: better prevention,
detection and assessment of adverse reactions to medicines, direct patient reporting of adverse events.

10s

2010

Legislation against falsified
medicines is adopted.

2011

A novel treatment for melanoma (vemurafenib).

New Clinical Trial Regulation
simplifies procedures across EU and
enables cross-border cooperation in
international clinical trials.

2012

The first gene therapy for the treatment of a severe fat
metabolism disorder.

2014

A new generation of antiviral medicines for treatment
of chronic hepatitis C (sofosbuvir).

Common EU logo for on-line pharmacies becomes
compulsory.

2015

