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CAT monthly report: Oct 2011

EMA/CAT submissions 2011

• CellSeed Inc – Corneal repair (confirmed)

• Genzyme - MACI (not yet confirmed)

EU: ATMP MAA Activity, 2011
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MACI, 
Genzyme

Cellseed, 
CellSeed Inc.

Provenge, 
Dendreon

Hyalograft C,
Anika

Therapeutics

EU: ATMP MAA Activity, 2012
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EU: MAA Outcomes
To November 2012
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 667 Centrally Authorised Products (Dec 2012)

Glybera

Since Nov 2005
(7 years)

Centrally Authorised (EMA) Products
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EMA ATMP Scientific Advice Procedures
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CHMP monthly report: Nov 2012
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EMA HTA Parallel Advice

CHMP monthly report: Nov 2012

CHMP monthly report: Oct 2011

8

EMA/FDA Joint Advice
To October 2011
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Member States were requested to provide information on the following points 
regarding Advanced Therapy Medicinal Products:
 How many products are legally on the market of each Member State?
 Which of the products legally on the market are prepared on a routine
 basis?
 Which of the products legally on the market fall under the hospital 

exemption?
 Criteria applied for products under the hospital exemption.

EU Commission Survey results
Oct 2012
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 ≤56 ATMP’s on the market
 10 (37%) Member States have at 

least 1 and up to 18.
 At least 28 transitioned to HE
 6 (22%) Member States have at 

least one HE product

 UK at least 18 under Article 5(1)
 2 Member States allow article 5(1) 

exemptions

EU Commission Survey results
Oct 2012
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 666 Centrally authorized products
 >7 post-auth. Activities/product/year
 >1 Type II variation/product/year

Looking to the future:
Post-MA Activities


