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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

- Tissue

engineering,

- Gene therapy,

- Cell therapy,

- Biotechnology,

- Surgery,
Pharmacovigilance,
- Risk management
and

- Ethics.

[Rei 121




[CAT / cHMP
Opinion

RMPs
Traceability
PhVig
requirements




RMPs
Traceability
PhVig req

CAT-CHMP Interactions

CAT SCIENTIFIC ASSESSMENT
Nov 2005 December 2007 End Dec. 2008
ATMP Regulation Publication ATMP Application of
Proposal Reg. 1394/2007 Reg. 1394/2007
Day 203
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Nomination Start of CAT 2006 2007 2008 2009

CHMP Chair procedure Adopt
with possible draft
CAT Chair CHMP
consultation Opinion
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