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7°0b3—JVNo. 1 2 3 4 5
fiE {5148
Global 200 3200 | 4500 400 20000
Japanese 100 200< 150 25 200
(HEXA%) (50.0) | (6.3) (3.3) (6.3) (1.0)
7 AF3-JUNo. 6 7 8 9 10 11
fiE 1515
Global 700 230 480 7500 120 660
Japanese 150 6 320 330 60 60
(HERA%) (214) | (26) | (66.6) | (4.4) | (50.0) | (9.1)
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KE 180 90 420 | 377
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FPI:First Patient In LPI:Last Patient In
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EMEA : 200751824H

Concept Paper on the Development of a CHMP Guideline on
Extrapolation Results in Clinical Studies to the EU-Population
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(Statistical Methods in Medical Research 2005;14:303)
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EU / US divergent opinions JPMA
(Jan 1995 - Jun 2006)

Reason for non- In Europe In US
approval (approved in US) (approved in EU)
Efficacy 6 3
Safety 4 2
CT study design 2 1
More data requested 2 3
Differences In 2 1
comparators
Total 12 9

(EUEAZE RS Z: in print) 13
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