
MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

Finalised Procedures
New Active Substances - MRP/DCP*

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised
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MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

Finalised Procedures
New Active Substances - MRP per RMS*

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised
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MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised

Finalised Procedures
New Active Substances - DCP per RMS*
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MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised

Finalised Procedures
New Active Substances - MRP/DCP*

Green tea leaves

CSL Influenza Vaccine 
(A/Moscow/10/99 (H3N2)-like 
virus; A/New Caledonia/20/99 
(H1N1)-like virus; B/Hong 
Kong/330/2001-like virus)

Panenza (influenza virus, split 
virion, inactivated)

Amitiza 24 mg (lubiprostone)

Levact (bendamustine
hydrochloride)

DCP

HeliCap (14C Urea)Aflamin (aceclofenac)MRP

Multiple applicationRepeat-useNew Application



MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

Finalised Procedures – MRPs Art. 10(3) & 10(1)*

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised
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MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised
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MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised

Finalised Procedures - Known Active Substances Art. 8(3)*
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MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

Finalised Procedures - Line Extension Procedures*

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised
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MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

Finalised Procedures - MRPs per Legal Basis*

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised
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Total: 378 MRPs (regarding 773 products)



MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised

Finalised Procedures - DCPs per Legal Basis*
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Total: 1304 DCPs (regarding 2788 products)



MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised

Finalised Procedures - MRPs per Type of Product*

356

10 5 7

Chemical Substance

Biological: Blood Product

Biological: Vaccine

Biological: Other

Total: 378 MRPs (regarding 773 products)



MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised

Finalised Procedures - DCPs per Type of Product*
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1296

1 3 2

Herbal

Chemical Substance

Biological: Blood Product

Biological: Vaccine

Biological: Other

Total: 1304 DCPs (regarding 2788 products)



MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised

Finalised Procedures – Per Prescription Status*

356

1284

22 20

Prescription only
(as approved by RMS)

Non Prescription
(as approved by RMS)

MRP

DCP



MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised

Finalised Procedures – MRPs per RMS*

Germany, 59

France, 17

Finland, 13

Estonia, 2

Denmark, 68

United Kingdom, 37

Sweden, 37

Italy, 2 Iceland, 9

Slovak Republic, 1

Slovenia, 2

Spain, 3

Portugal, 27

Norway, 4

Netherlands, 63

Latvia, 2

Ireland, 4

Hungary, 5

Austria, 6

Czech Republic, 17

17%
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10%
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Total: 378 MRPs (regarding 773 products)



MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised

Finalised Procedures – DCPs per RMS*

Hungary, 34

Iceland, 1Ireland, 8Italy, 28

Malta, 4

Netherlands, 221

Austria, 61 Belgium, 4
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Denmark, 189
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19%
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14%
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Total: 1304 DCPs (regarding 2788 products)



MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised

Finalised Procedures – DCPs finalised in 2009*
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1082

Outcome Day 120

Outcome Day 150
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MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

Started MRPs - Per type of procedure*

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised
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New Active
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Art. 10(3) & 10(1)
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Total: 326 MRPs (regarding 646 products)



MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

Started DCPs - Per type of procedure*

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised

Total: 1332 DCPs (regarding 2903 products)
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MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

Started MRPs - Per Legal Basis*

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised
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9

61
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13

3

36

10

1

Q1 2009 Q2 2009 Q3 2009 Q4 2009

Full Dossier

Hybrid (Generic other)

Generic

Well-Established Use

Fixed combination

Informed Consent

Similar biological (Art 10.4)

Total: 326 MRPs (regarding 646 products)



MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

Started DCPs - Per Legal Basis*

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised

Total: 1332 DCPs (regarding 2903 products)
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MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

Started MRPs - Per Type of Product*

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised
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Total: 326 MRPs (regarding 646 products)



MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

Started DCPs - Per Type of Product*

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised

Total: 1332 DCPs (regarding 2903 products)
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MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

Started MRPs - Per Prescription Status*

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised
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Total: 326 MRPs (regarding 646 products)



MRP/DCP & Art.29 referral procedures – Statistics for 2009

MRP/DCP New applicationsMRP/DCP New applications
11stst January to 31January to 31stst December 2009December 2009

Started DCPs - Per Prescription Status*

* Due to late database updates cumulative yearly figure differs from the monthly 
figures. Cumulative yearly figure includes late database updates on finalised 
procedures not captured in the monthly figures published in press releases. The 
applications referred to CHMP are included in the ‘new applications finalised

Total: 1332 DCPs (regarding 2903 products)
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MRP/DCP & Art.29 referral procedures – Statistics for 2009

Per Type of Procedures (MRP/DCP)
Overview Finalised vs. Referred to CMDh in 2009*

* The numbers include 10 procedures (6 MRP, 4 DCP) referred to the CMDh on identical grounds
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MRP/DCP & Art.29 referral procedures – Statistics for 2009

Per Type of Procedures (MRP/DCP)
Procedures referred to CMDh in 2009*
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* The numbers include 10 procedures (6 MRP, 4 DCP) referred to the CMDh on identical grounds

CMDh 60CMDh 60--day Referral Proceduresday Referral Procedures
1st January to 31st December 20091st January to 31st December 2009



MRP/DCP & Art.29 referral procedures – Statistics for 2009

Per Type of Procedures (MRP/DCP)
Procedures referred to CMDh in 2009 – Status*
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Ongoing 60-day
referral procedures
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DCP
MRP

* The numbers include 10 procedures (6 MRP, 4 DCP) referred to the CMDh on identical grounds

CMDh 60CMDh 60--day Referral Proceduresday Referral Procedures
1st January to 31st December 20091st January to 31st December 2009



MRP/DCP & Art.29 referral procedures – Statistics for 2009

Procedures referred to CMDh in 2009 – Status overview *

3

22

4

10

Ongoing 60-day referral procedures

Agreement Reached

Withdrawal

CHMP Arbitration

* The numbers include 10 procedures (6 MRP, 4 DCP) referred to the CMDh on identical grounds

CMDh 60CMDh 60--day Referral Proceduresday Referral Procedures
1st January to 31st December 20091st January to 31st December 2009



MRP/DCP & Art.29 referral procedures – Statistics for 2009

Per Type of Procedures (MRP/DCP)
Procedures referred to CMDh in 2009*

31

5
3

New Applications

Renewals

Repeat-Use

* The numbers include 10 procedures (6 MRP, 4 DCP) referred to the CMDh on identical grounds

CMDh 60CMDh 60--day Referral Proceduresday Referral Procedures
1st January to 31st December 20091st January to 31st December 2009



MRP/DCP & Art.29 referral procedures – Statistics for 2009

Per Type of Product
Procedures referred to CMDh in 2009*

3
1

35

Chemical Substance

Biological: other

Biological: blood product

* The numbers include 10 procedures (6 MRP, 4 DCP) referred to the CMDh on identical grounds

CMDh 60CMDh 60--day Referral Proceduresday Referral Procedures
1st January to 31st December 20091st January to 31st December 2009



MRP/DCP & Art.29 referral procedures – Statistics for 2009

Per Legal Basis
Procedures referred to CMDh in 2009*

* The numbers include 10 procedures (6 MRP, 4 DCP) referred to the CMDh on identical grounds
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Generic

Full Dossier

Article 10.3

Bibliographic
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1st January to 31st December 20091st January to 31st December 2009



MRP/DCP & Art.29 referral procedures – Statistics for 2009

C: Cardiovascular System
N: Nervous System
J: Antiinfectives for Systemic Use
A: Alimentary Track & Metabolism
R: Respiratory System
L: Antineoplastic & Immunomodulating Agents
B: Blood & Blood Forming Organs
V: Various

Per Therapeutic Area
Procedures referred to CMDh in 2009*
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3

2
2 1
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N

J
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R

* The numbers include 10 procedures (6 MRP, 4 DCP) referred to the CMDh on identical grounds

CMDh 60CMDh 60--day Referral Proceduresday Referral Procedures
1st January to 31st December 20091st January to 31st December 2009



MRP/DCP & Art.29 referral procedures – Statistics for 2009

Per Grounds**

Procedures referred to CMDh in 2009*

** one procedure may be referred on more than one ground

* The numbers include 10 procedures (6 MRP, 4 DCP) referred to the CMDh on identical grounds

38%

18%

8%
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21%

3%3%
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Eff icacy

Safety
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S&E

Harmonisation

Regulatory
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1st January to 31st December 20091st January to 31st December 2009



MRP/DCP & Art.29 referral procedures – Statistics for 2009

Per Outcome at Day 60**

Procedures referred to CMDh in 2008 & 2009 - Overview*

* The numbers include 14 procedures (6 MRP, 8 DCP) referred to the CMDh on identical grounds

** Scientific discussions take place at every monthly CMDh meeting. However Day 60 may fall at the beginning of the following month.
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MRP/DCP & Art.29 referral procedures – Statistics for 2009

Per Outcome at Day 60**

(procedures referred to CMDh in 2008 & 2009) – Agreement Reached in 2009*

** Scientific discussions take place at every monthly CMDh meeting. However Day 60 may fall at the beginning of the following month.
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* The numbers include 10 procedures (4 MRP, 6 DCP) referred to the CMDh on identical grounds
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MRP/DCP & Art.29 referral procedures – Statistics for 2009

Per Outcome at Day 60**

(procedures referred to CMDh in 2008 & 2009) – CHMP Arbitration*

** Scientific discussions take place at every monthly CMDh meeting. However Day 60 may fall at the beginning of the following month.
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* The numbers include 2 DCPs referred to the CMDh on identical grounds
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