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Thebroad picture of the IMI
anti-microbial resistance programme

U As a public-private partnership aiming at removing bottlenecks
In drug development, IMI is the ideal instrument to solve
the scientific challenges, to provide the necessary incentives

for industry and to revisit the regulatory environment in this area

_ of major public health importance




COMBACTE: CLIN-NET

Planned expansion to new sites potentially

participating in subtopic 1C
mm) 261 clinical sites in 32 countries

+ Israel
Cyprus
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AUTISM SPECTRUM DISORDE

A paradigm for norcompetitive
PublicPrivate Partnership

Major Public

Health Need

1% children affected
High societal burden

- Lifetime coste3mi/patient
- UK annual cost40 billion

- Impact on familial lives

Distrust in

past-research

MMR vaccine allegation

Psychoanalytic theories
(France)

Hurdles to drug

development

Complexity of brain circuitry
Patients heterogeneity

Lack of validated markers
for disease activity
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

21 March 2013
EMA/CHMP/40896/2013
Committee for Medicinal Products for Human Use {CHMP)
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4+ Concept paper on the development of Medicinal
s products for the treatment of Autism Spectrum

s Disorder
7
Agreed by CNS Working Party February 2013
Adopted by CHMP for release for consultation 21 March 2013
Start of public consultation 4 April 2013
End of consultation (deadline for comments) 4 July 2013
8
9
Comments should be provided using this template. The completed comments form should
be sent to CNSWPSecretariatiema.europa.eu
10
Keywords Autism, Paediatric population, Asperger’s Disorder, Rett's disorder,
Childhood disintegrative disorder and Pervasive Developmental
Disorder - not otherwise specified
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Regulatory science: Researchers in the pipeline

Amber Dance

Nature 496, 387-389 (18 April 2013) | doi:10.1038/nj7445-387a
Published online 17 April 2013
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