CMDh MRP and DCP new applications in 2008

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

New Active Substance procedures finalised in 2008
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CMDh MRP and DCP new applications in 2008

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

New Active Substance Mutual Recognition Procedures finalised in 2008 by RMS (Total 10)
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CMDh MRP and DCP new applications in 2008

Co-ordination Grc prth;,t
dDL (ldlroced

New Active Substance Decentralised Procedures finalised in 2008 by RMS (Total 2)
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CMDh MRP and DCP new applications in 2008

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

DCP and MRP New Active Substances

New Application Repeat Use

Elidel (pimecrolimus)

Mifegyne (mifeprestone)

Crestor 10 mg (rosuvastatin)
Provisacor 10 mg (rosuvastatin)
Rosuvastatin AZ 10 mg (rosuvastatin)
Avodart (dutasteride)

MRP: Fosrenol (lanthanum (Ill) carbonate
Alvesco 40 Inhaler (ciclesonide)
Freathe 40 Inhaler (ciclesonide)

Amavio 40 Inhaler (ciclesonide)

DCP: Taflotan 15 Mikrogramm/ml Augentropfen (tafluprost)

Priligy (dapoxetine)

MRP/DCP & CMD(h) referrals— Statistics for 2008



CMDh MRP and DCP new applications in 2008

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

Abridged Mutual Recognition Procedures finalised in 2008 (Total 322)
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181

O Initial Application B Multiple (Copy) application O Repeat Use
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CMDh MRP and DCP new applications in 2008

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

Abridged DeCentralised Procedures finalised in 2008 (Total 673)

O Initial Application B Multiple (Copy) application

MRP/DCP & CMD(h) referrals— Statistics for 2008




CMDh MRP and DCP new applications in 2008

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

Known Active Substance procedures finalised in 2008

MRP DCP
O Repeat Use 18
B Multiple (Copy) Application 7 7
O Initial Application 35 30

MRP/DCP & CMD(h) referrals— Statistics for 2008



CMDh MRP and DCP new applications in 2008

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

Line Extension procedures finalised in 2008

32

MRP DCP
O Repeat Use 4
B Multiple (Copy) Application 3
O Initial Application 12 22

MRP/DCP & CMD(h) referrals— Statistics for 2008



CMDh

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

MRP and DCP new applications in 2008

Mutual Recognition new application Procedures finalised in 2008 (tot: 411)
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200

MRP

291

O Full dossier (Article
8.3(i) Directive
2001/83/EC)

B Informed Consent
(Article c Directive
2001/83/EC)

O Bibliographic (Article
10 a Directive
2001/83/EC)

O Generic (Article 10.1
and 10.2 Directive
2001/83/EC)

B Fixed Combination
(Article b Directive
2001/83/EC)

O Hybrid (Article 10.3
Directive 2001/83/EC)
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CMDh MRP and DCP new applications in 2008

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

Decentralised Procedures finalised in 2008 (tot: 734)
O Full dossier (Article
621 8.3(i) Directive
2001/83/EC)

_ E Informed Consent
325 (Article c Directive
300 2001/83/EC)

O Bibliographic (Article
275 10 a Directive

i 2001/83/EC)

250 O Generic (Article 10.1

225 and 10.2 Directive
2001/83/EC)

200 B Fixed Combination

N (Article b Directive
175 2001/83/EC)

150 O Hybrid (Article 10.3
Directive 2001/83/EC)
125
| W Similar Biological
100 95 (Article 10.4 Directive
75 a 2001/83/EC)
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CMDh MRP and DCP new applications in 2008

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

Mutual Recognition procedures finalised in 2008 (tot: 411)

520
480

MRP

O Herbal

B Chemical Substance

O Biological: Blood

Product

O Biological: Vaccine

B Biological: Other

O Homeopathic
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CMDh MRP and DCP new applications in 2008

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

Decentralised procedures finalised in 2008 (tot: 734)

730

E Herbal

B Chemical Substance

O Biological: Blood

Product

O Biological: Vaccine

B Biological: Other

O Homeopathic

DCP

MRP/DCP & CMD(h) referrals— Statistics for 2008




CMDh MRP and DCP new applicationsin 2008

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

MRP and DCP procedures finalised in 2008

480

420

360

300

240

180+

120

60 -

O,

MRP DCP

O Non Prescription* 25 18

O Prescription only* 386 716
*As approved by the Reference Member State
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CMDh MRP and DCP new applications in 2008

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

Mutual Recognition procedures finalised in 2008 per RMS
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CMDh MRP and DCP new applications in 2008

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

DeCentralised procedures finalised in 2008 per RMS
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CMDh MRP and DCP new applications in 2008

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

Decentralised procedures finalised in 2008 (Tot: 734)
19 12

75

628
@ Outcome Day 120 B Outcome Day 150
0 Outcome Day 210 0 Outcome CMD
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CMD(h) 60-day Referral Procedures
CMDh 18t January to 312 December 2008

n Group for M IR
dD(. l dl cedurt

Per Type of Procedures (MRP/DCP)
Overview Finalised vs. Referred to CMD(h) in 2008

* The numbersinclude 26 procedures (12 MRP, 14 DCP) referred to the CMD(h) on identical grounds
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1000 |

800

600 -

400

200

Finalised in 2008 Referred to CMD(h) in 2008
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18t January to 312 December 2008

( p: \1 IR

CMD(h) 60-day Referral Procedures
CMDh oy

Per Tvpe of Procedures (MRP/DCP)
Procedures referred to CMD(h) in 2008

* The numbersinclude 26 procedures (12 MRP, 14 DCP) referred to the CMD(h) on identical grounds
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CMD(h) 60-day Referral Procedures
CMDh 18t January to 312 December 2008

n Group for M IR
1DL l dl cedurt

Per Type of Procedures (MRP/DCP)
Procedures referred to CMD(h) in 2008 — Status

* The numbersinclude 26 procedures (12 MRP, 14 DCP) referred to the CMD(h) on identical grounds

B DCP
= MRP

Withdrawal CHMP Arbitration

Ongoing 60-day referral Agreement Reached
procedures

MRP/DCP & CMD(h) referrals— Statistics for 2008



CMD(h) 60-day Referral Procedures
CMDh 1t January to 31% December 2008

o-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

Procedures referred to CMD(h) in 2008 — Status overview

* The numbersinclude 26 procedures (12 MRP, 14 DCP) referred to the CMD(h) on identical grounds

Ongoing 60-day referral

11
15 I
procedures 2
I Agreement reached
B Withdrawal
[ CHMP Arbitration
54
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CMD(h) 60-day Referral Procedures
CMDh 18t January to 312 December 2008

n Group for M lR
dDe l dlroced

Per Type of Procedures (MRP/DCP)
Procedures referred to CM D(h) in 2008

* The numbersinclude 26 procedures (12 MRP, 14 DCP) referred to the CMD(h) on identical grounds
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" New Application MRP/DCP
B Repeat-Use

Renewal

70
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CMD(h) 60-day Referral Procedures
CMDh 18t January to 312 December 2008

n Group for M IR
dDL l dlroced

Per Type of Product
Procedures referred to CM D(h) in 2008

* The numbersinclude 26 procedures (12 MRP, 14 DCP) referred to the CMD(h) on identical grounds

3

B Chemical Substance

Blood product
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CMD(h) 60-day Referral Procedures
CMDh 18t January to 312 December 2008

n Group for M lR
dDe l dlroced

Per Lega Basis
Procedures referred to CM D(h) in 2008

* The numbersinclude 26 procedures (12 MRP, 14 DCP) referred to the CMD(h) on identical grounds

5 11

M Generic
M Full dossier
Article 10(3)
" Bibliographic
M Fixed Combination

Informed Consent
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CMDh

Co-ordination Grc prth[,t
‘lD(.(l'“ cedur

Per Therapeutic Area

CMD(h) 60-day Referral Procedures
18t January to 312 December 2008

Procedures referred to CM D(h) in 2008

* The numbersinclude 26 procedures (12 MRP, 14 DCP) referred to the CMD(h) on identical grounds

C: Cardiovascular System
N: Nervous System

J. Antiinfectives for Systemic Use 9
A: Alimentary Track & Metabolism
L: Antineoplastic & Immunomodulating agents
R: Respiratory System
D: Dermatologicals
G: Genito Urinary System & Sex Hormones
M: Musculo-Skeletal System

S: Sensory Organs

V: Various

MRP/DCP & CMD(h) referrals— Statistics for 2008
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CMD(h) 60-day Referral Procedures
MDh 18t January to 312 December 2008

n Group for M IR L
dDL l d.l cedur

Per Grounds™
Procedures referred to CM D(h) in 2008

* The numbersinclude 26 procedures (12 MRP, 14 DCP) referred to the CMD(h) on identical grounds

o, 2% 1%1%

11%
w BE

H S&E
SPC

I Efficacy

H Quality
Safety

11%

B Regulatory

PL

17%

22%

** one procedure may be referred on more than one ground
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h CMD(h) 60-day Referral Procedures
CMD 1%t January to 318 December 2008

n Gre [‘i \n IR
i[) :I ed Pro

Per Outcome at Day 60"
Procedures referred to CMD(h) in 2007 & 2008 - Overview

* The numbersinclude 27 procedures (15 MRP, 12 DCP) referred to the CMD(h) on identical grounds
** Scientific discussions take place at every monthly CMD(h) meeting. However Day 60 may fall at the beginning of the following month.
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O Agreement Reached B CHMP Arbitration O Withdrawal in all MSs
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h CMD(h) 60-day Referral Procedures
CMD 1%t January to 318 December 2008

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

Per Outcome at Day 60" _
(procedures referred to CMD(h) in 2007 & 2008) — Agr eement Reached in 2008

* The numbersinclude 27 procedures (15 MRP, 12 DCP) referred to the CMD(h) on identical grounds
** Scientific discussions take place at every monthly CMD(h) meeting. However Day 60 may fall at the beginning of the following month.
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h CMD(h) 60-day Referral Procedures
CMD 1%t January to 318 December 2008

Co-ordination Group for Mutual Recognition
and Decentralised Procedures — Human

Per Outcome at Day 60" -
(procedures referred to CMD(h) in 2007 & 2008) — CHM P Arbitration’

* The numbersinclude 27 procedures (15 MRP, 12 DCP) referred to the CMD(h) on identical grounds
** Scientific discussions take place at every monthly CMD(h) meeting. However Day 60 may fall at the beginning of the following month.
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