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Pharmaceuticals
(e.g. aspirin)

Biotech
(e.g. insulin) Gene Therapy Cell Therapy

Tissue 
Engineering
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Medical
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Medicinal Products
Directive 2001/83/EC

Reg 762 / 2004
ATR

Reg 1394 / 2007*

CHMP 
expertise

NEW Committee for 
Advanced Therapies

(CAT)

Specific expertise
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• Type of gene therapy
• non-specific placement
• swap/repair a gene
• transcription regulation

• Vectors
• viral/non-viral/hybrid

• Transduction
• ex vivo / in vivo
• target cells

http://www.biochem.arizona.edu/classes/bioc471/pages/Lecture25/AMG9.11a.gif
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Ref: E Alton et al: Gene therapy and clinical trials. Gene Therapy (2007) 14, 1439-1447 and 1555-1563
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CAT should covers 
the scientific areas 
relevant to 
advanced therapies, 
including:
- Medical devices 

[2+2 at least],
- Tissue 
engineering,
- Gene therapy, 
- Cell therapy,
- Biotechnology,
- Surgery,
-
Pharmacovigilance,
- Risk management 
and 
- Ethics. 

[Recital 9 & Art.21]
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Follow
UpClinical Trials

Non Clinical Studies

Quality

E

S

Q

GMP

GCP

PDCO
SAWP

MA 

evaluation

CAT / CHMP

Opinion EC DMP

MA

RMPs
Traceability

PhVig
requirements

EWP
ICH

GTWP
CPWP
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CAT-CHMP Interactions

Day 80 
AR

Day 120 
LoQ

Day 
180 
LoQ

Day 150 
AR

Day 203 
CAT 

Adopt 
draft 

CHMP  
Opinion

By Day 
210 

CHMP 
adoption 

final 
opinion

Day 121 
LoQ

CAT SCIENTIFIC ASSESSMENT

Start of 
procedure

Day 0

CHMP 
Comments

Day 120 LoQ to CHMP
highlight M.O./divergence

CHMP INTERACTION 
with CAT

Day 180 LoOI to CHMP
highlight M.O/ 
/divergences.

CHMP 
Comments

Rap 
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CHMP Chair 
with possible 
CAT Chair 
consultation
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Nov 2005

ATMP Regulation
Proposal

2006 2007 2009

December 2007
Publication ATMP 
Reg. 1394/2007

Development of scient. guidelines
Annex I
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Setting up CAT

2008

End Dec. 2008
Application of 

Reg. 1394/2007

New 
procedures
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