EMA

New Medicines. New Hope.

n > Y  PhRMA °~ H O3 03 |/
=Il 0o - e

2009¢ 4 21



O FEICLDFMLEY "EEFaaOEY

2.5

F 20

1.5 +

M R

1.0 +

0.5

1988 1990 1992 1994 1996 1998 2000

o A} ¢ ol
A n Y1 19868 20008 E 52 n A A&
22 | 40 i *

0.0

E.R. Lichtenberg, The Impact of New Drug Launches on Longevity: Evidence from Longitudinal, DiseaselLevel Data from
52 Countries, 1982-2001, National Bureau of Economic Research Working Paper No. 9754 (Cambridge, MA: NBER, June 2003).




&z h

2000" 2004

R&Da

| R&D

7q )

A 101 1

n

U

] $70,055

$57,551

$30,257

AVE2—FIBF $29,281

b2 $28,580
FES - a3 VIMERE $19,623
$15,621

s/~ L —5—/8R" $15,333
Wi 2= $14,012
Fap:r oY $12,373
SRLGEE
BRME
s 261
HE/EDRI
*)

N. Pham 8 2007

1 R. Shapiro

2CBO

2006




Q 2007e " lee 69,000
L ”w
r H
-158
-153
69
475 150 425 100 75 50 25 0 25 50 75
wa o6,
I K H 6 Q20072 12  http://www.bls.gov/oco/cg/cg1002.htm







"H28Y 21v )
n dzé v W

b Odzdz 100U

20042 88u
20072 90u

30

25
B 2004 [ 2007

20

15

10

T 7 IMS LifeCycle 2005 July, 2008 April IMS Health L




A dz8 dz8 A" Pk (3.92 Y4.72)
Pk ! 20048 dz8 v dze ;

: A v :
'z Udzdz 1000 1
: - LT | B 2004 2007
: Y I
I L :
I : #
|
[ 20042 88v : _
| 20078 90u o °
< No.25p.32 >
i A IMS LifeCycle 2005 July, 2008 April IMS Health L




o (REF TGN
N~ 4 b b i r' i
o_ \l ne
. ©
T _
E —
c - o
(@] %
E @ r
Q T T ] <
= :
) e
; © 20.9(22.1 K omsise
D ™7 — 20.0
5 —_ - 0.2 10.5
o 16.8 13.0 ]
T _ 18.1
NG 156 [15.8 135
[_| 10.0 I:I[:
N ] L]
H I
- 4
n62 n47 n46 n6l1 n72 n83 n97 n72 nl107 n75 n94 n69 n20 n34 n28 n1l4 n31 n20 n40 n53
2000 2001 2002 2003 2004 2005 2006 2007 20002001 2002 2003 2004 2005 2006 2007 20002001 2002 2003 2004 2005 2006 2007
(Year of Approval)
T No.42 (2008.9)




Asian study Global study

soen (1) [ v [ swn o) [
e,

Korea (3) - America (6)

Taiwan (3) - EU (38) -

(# of sites) (ftof altew)

i 500 1.000 1,900 2000 2,500 o 1.000 2000 3.000
x 1000 x 1000
Coxt par patiemt Coxt per patiant
B site mhymont [] &MO pymant

Source: Research on Performance and Cost of Japanese Clinical Trials
R&D Head Club (March 2007)




BADOZE(MIIOECD (R F B AFFERRE) FEDP THROEEVKELLHD

2003 F DEAM (FRAEH (L dH7Y))

($54% . X E M =1.0) %1

1.8
1.6
1.4
1.2
1.0
0.8
0.6
0.4
0.2
0.0

-

1.7

0.54

1.4

1.0

b - — ——

0.52

0.49

0491 | 0.47

0.47

0.39

B - e e e e e e e e e e e e e

0.33

XE XMX HFE

H# L KERSEE

K1Y 22X =287

KE

¥USv #-7F B

A RAERESR @RS




* Phase 2

2008 7 9

8

) 120
\
1
107 08 N 104
43 44 69
(40.2%) (40.7%) (57.5%) 56
(53.8%)
22 22 _

(20.6%) (20.4%) 11 ©2%) g @)
42 42 40 39
(39.2%) (38.9%) (33.3%) (37.5%)

2003 2004 2005 2006

10



(1)
(1)
9)
(2)
(1)
(1)
(1)
3)
3)
(1)

(1)
(2)

3)

Ca

cCec

Ce
(¢]

*11IMS

“12

4

11



EHHERD - ERBBAHDOI-HDSHFRBDME

' TR19%4A

YR20FE58 (RE)
HESEKEOEES . | ERL-ERRBELEA A st
ER A E BRIzt ADREFESI®RIZ OMEHME - BRERE
e AALTRRE- BASNOMRRREREEEL-EER B 00
OBEERDEDIGA

-%i&-ﬁ&ﬂ%ﬂﬂ!-‘?ld)!ﬁibﬁ
ERFCIOEAMERRFOHEEER
DiEE

-FIRMARRMNOTER-RE

CERERHRNZICETAMRASOMR
SM-HENOLEROHTROBR

RNERHRNECHETOHREED
ERiE-RPESF

DRUFr— L RERE
"HRREOHLT

ERCHMBONRALSF

‘EREXREMDER. OBAHDER,
HEEODORRSF

I NBRMOERFICETLXEE
WORFE

I AF R Fr—DERREAXIROER
-%gﬁ.t!&@ﬁ&ﬁd)ﬁ!itﬂﬂk

‘ERTFUHOXERH
-gg&#wﬁﬁ&ﬁt’&%ﬁlti'éﬁﬁd)

R HERRSE

'lﬁxﬁ‘ﬁﬁd)?ﬁ:&

fiE e iR

- 1DE

-gg&&ﬁ?ﬂ!ﬁ. SEEMRL . MERTEW
‘EBRISAS—EPLELIZEBROBAL R

FO—21E-1TiE

"ERHCEERBEIRTOANOTR -BE
-Eﬁ#d)ﬁﬁ!ﬂﬂﬁ%ﬁl.téﬁéf;dm)m

EREREORAMDEE DR
-PRIRBMAEFZHL . BELCRRAEHEL

ERARELT O~ LGEERRBADER

DR o GRORO N

-maoxmnwmmz? SHEREHR
(FS97 -STNOKH)

‘EEAREER-HOAL(3FMT2
36AHR)

: DL () .G
g(glo)fga &Es)ﬁ‘bél Bt

2 TORBHAMIEAL)—IHET
25EMOER

-8 i&&iié@t@l’ﬂ‘c‘@}tﬂ Fal 2

-WHESRBORKEFETORME19,
RER (T A R-STDRRA)

EERSEFTARAOBR-ROEL
(GBI TEOAER)

BEOS SRR RN R

RETOESHILEEL
-ERRSORKEEON-BoE L
‘EMRBGCPOERNE

7 EDN
W ELESIC Ot\tkﬁlm?m:t
%;gt*mxzm—-r—m:smmmn

O PhaSadZ WK 13 L4
REVEFCHTIEROENE0S
VBT E%

B R - W B0 - AR T O E R

EREERAMFORE

b




Cc

VEFDIE L/ NS— (BRI D )

(BT RB-ARREY

MR IROIE L/ \S—DFE

(i 5 SA{E AR AEAT) (eSS AR+ S EIRFEDOIES)
20.0
§ 150
¥ :
" F PRI EEEND
= _ /| TmErs ok
» =, =
+ -m
in :
B : " .
a 5 10 15 20 25 30 15
(LW R (LT
R O — MR (AR TBLA ) —he BN —— G AT
FEF I O RR B LXK

| #wsmsm~ommiirem |

2009 3 18 =

13



200582 n i GDP 8.2 bl

OECD #A~ 8.9 20062 0.7
7 i GDP bl 4. OECD n , 2006
a
Qa
@)
X
Source: OECD Health Data 2008, June 2008. (1) 20052

14



