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* Due to late database updates cumulative yearly figure differs from the monthly
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procedures not captured in the monthly figures published in press releases. The
MRP/DCP & Art.29 referral procedures — Statistics for 2010 applications referred to CHMP are included in the ‘new applications finalised
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MRP/DCP & Art.29 referral procedures — Statistics for 2010 applications referred to CHMP are included in the ‘new applications finalised
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Total: 325 MRP and 1452 DCP (regarding 652 and 3218 products respectively)

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
MRP/DCP & Art.29 referral procedures — Statistics for 2010 applications finalised
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Total: 325 MRP and 1452 DCP (regarding 652 and 3218 products respectively)
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* 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
MRP/DCP & Art.29 referral procedures — Statistics for 2010 applications referred to CHMP are included in the ‘new applications finalised
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* Due to late database updates cumulative yearly figure differs from the monthly
figures. Cumulative yearly figure includes late database updates on finalised
o procedures not captured in the monthly figures published in press releases. The
MRP/DCP & Art.29 referral procedures — Statistics for 2010 applications referred to CHMP are included in the ‘new applications finalised
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* Due to late database updates cumulative yearly figure differs from the monthly
figures. Cumulative yearly figure includes late database updates on finalised
o procedures not captured in the monthly figures published in press releases. The
MRP/DCP & Art.29 referral procedures — Statistics for 2010 applications referred to CHMP are included in the ‘new applications finalised
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* 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

MRP/DCP & Art.29 referral procedures — Statistics for 2010 applications referred to CHMP are included in the ‘new applications finalised
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* Due to late database updates cumulative yearly figure differs from the monthly
figures. Cumulative yearly figure includes late database updates on finalised
o procedures not captured in the monthly figures published in press releases. The
MRP/DCP & Art.29 referral procedures — Statistics for 2010 applications referred to CHMP are included in the ‘new applications finalised
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* Due to late database updates cumulative yearly figure differs from the monthly
figures. Cumulative yearly figure includes late database updates on finalised

o procedures not captured in the monthly figures published in press releases. The
MRP/DCP & Art.29 referral procedures — Statistics for 2010 applications referred to CHMP are included in the ‘new applications finalised
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MRP/DCP & Art.29 referral procedures — Statistics for 2010
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* 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

MRP/DCP & Art.29 referral procedures — Statistics for 2010 applications referred to CHMP are included in the ‘new applications finalised



h MRP/DCP New applications
MD 15t January to 315t December 2010

n Gr pt r Mut IR
m lioed Prosidki

STARTED Procedures — MRP/DCP per type of procedure’
Total: 313 MRP and 1599 DCP (regarding 623 and 3390 products respectively)

1200

1000

800-

600- O MRP

0 DCP

400-

200

O,

Initial application Multiple Repeat use Additional
application strength/form

* Due to late database updates cumulative yearly figure differs from the monthly
figures. Cumulative yearly figure includes late database updates on finalised
o procedures not captured in the monthly figures published in press releases. The
MRP/DCP & Art.29 referral procedures — Statistics for 2010 applications referred to CHMP are included in the ‘new applications finalised
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* Due to late database updates cumulative yearly figure differs from the monthly
figures. Cumulative yearly figure includes late database updates on finalised
o procedures not captured in the monthly figures published in press releases. The
MRP/DCP & Art.29 referral procedures — Statistics for 2010 applications referred to CHMP are included in the ‘new applications finalised
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* 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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* 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 2010 applications referred to CHMP are included in the ‘new applications finalised
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* The numbers include 2 procedures (MRP) referred to the CMDh on identical grounds
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* The numbers include 2 procedures (MRP) referred to the CMDh on identical grounds
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Procedures referred to CMDh in 2010 — Status overview

* The numbers include 2 procedures (MRP) referred to the CMDh on identical grounds

MRP/DCP & Art.29 referral procedures — Statistics for 2010
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* The numbers include 2 procedures (MRP) referred to the CMDh on identical grounds

MRP/DCP & Art.29 referral procedures — Statistics for 2010
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Per Type of Product
Procedures referred to CMDh 1n 2010

* The numbers include 2 procedures (MRP) referred to the CMDh on identical grounds
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* The numbers include 2 procedures (MRP) referred to the CMDh on identical grounds
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* The numbers include 2 procedures (MRP) referred to the CMDh on identical grounds
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Per Grounds™
Procedures referred to CMDh in 2010°

* The numbers include 2 procedures (MRP) referred to the CMDh on identical grounds

6% o BE/BA

47%
m Clinical
(Efficacy)

O Clinical
(Safety)

6% @ Quality

O Regulatory

oSPC

6%

m Clinical (S&E)
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MRP/DCP & Art.29 referral procedures — Statistics for 2010
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Per Outcome at Day 60~
Procedures referred to CMDh in 2009 & 2010 - Overview

* The numbers include 1 procedure (MRP) 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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Per Outcome at Day 60~

(procedures referred to CMDh in 2009 & 2010) — Agreement Reached in 2010

15t January to 31t December 2010

* The numbers include 1 procedure (MRP) 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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Per Outcome at Day 60~ o
(procedures referred to CMDh in 2009 & 2010) - CHMP Arbitration

* The numbers include 1 procedure (MRP) 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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