
Cell Therapy Liaison Meeting

January 4, 2007
Phil Brown

Quintiles Consulting



Situation (Jan 1, 2007)



Current Situation (viable)



Situation during 2007

Medicinal Products (ATMPs)
(2001/83/EC)

Tissue/Cell
Directive 

(2004/23/EC)

Health Service Units

Donation, procurement, 
testing of human tissues 

& cells (2006/17/EC)

Market

Classical/Traditional  
finished tissues

Medical 
Devices

93/42/EEC

Products with 
physical/mechanical

action 

Likely to be 
MD with non viable
human derivative

Processing, storage 
and distribution

of human tissues & cells 
(2006/86/EC) Cell

Therapy TEPsGene 
Therapy



ATMP Regulation (post 2007)



Ongoing discussion

• Scope
• Hospital Exemptions
• CAT
• Transition Period
• Technical Elements
• Combination Products


