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Site,Patient and Cost Allocation

917 sites l I
Site% 207 314
2004 ’ 23% 34%.
v 1935 3.327
25% 42%
917 sites |
Cost% ¥3,816,243,784 ¥5.070,757,672
30% 9,
| l
3%
0% 20% 40% 60% 80% 100%
604 sites ] l
Site% 198 116
2005 e’ 33% o
4’78625523/ 1,351 1,975
‘ 1% 28% 42%
6°1§£§§6 10% ¥2,729.962,185  ¥2714,823647
35% 369,
630,043,321  ¥326/484,096 [ ] ]
8% 4%
0% 20% 40% 60% 80% 100%

B National HP O National/Public U. @ Public HP B Private U. O Private HP @ Clinic

B4 CRC - SMOBMEDEE

CRC background

2004 National HP |

National/Public U.
Public HP |
Private U.

0% 20% 40% 60% 80%

100%

2005 National HP |
National/Public U.
Public HP

Private U.
Private HP

Clinic

0% 20% 40% 60%
CRC B CRC/SMO O no CRC

80%

100%
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Enrollment/Contract Rate with/without éCF;CRC

Enrolled/Contract (%)

2004 National HP
National/Public U.

Public HP
Private U.
Private HP

Clinic

2005

Nationai HP
National/Public U.
Public HP

Private U.

Private HP

Clinic
(N)= # of sites

® No CRC

{29)
(19)
(91)
(26)
(95)
(30)
(87)
(19)
(163)
(43)
(300)
(13)

(+]

Overall
average
69.6%

0%

20%

40%

100%

o

Median: 75%

Overall
average
71.2%

20%

6 SEMMERE L YT = & —i
Monitor number distribution

N=54

Monitor#t

40% 60%

Monitor-Site

80%

100%

g0
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70
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© 2004 <« 2005

Site#

160

Median: 80%
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Monitor number distribution

N=54

90

Monitor-Case

80
70

60

50

Monitor#

40
30 e e

o 2004 & 2005
X8 1HEA Y — Foadr

Case#t

Speed Comparison by Site

Trial Application to Site ~ CRF fix

2004  national HP (173)

Overall
National/Public U. (62) average
i 622 days
Public HP (83)
o Median: 635
Private U. (177)
Private HP (99)
Clinic (36)
0 300 400 800 900
2005
National HP (53) Overall
average
National/Public U. (118) 558 days
Public HP (33) Median: 502
Private U. (64)
Private HP (185)
Clinic (95)
0 300 400 800 900

(N)= # of sites

O Awerage of "Trial application to site" to "contract”
Awerage of "contract” to "CRF fix at site"

Average days
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Enrollment Number Comparison with/without CRC

Awerage Enrolled Cases CRC
No CRC
2004 National HP o
verall
. average
National/Public U. 8.6 cases
Public HP Median: 7
Private U.
Private HP
Clinic
2005
National HP Overall
average
National/Public U. 7.9 cases
Public HP Median: §
Private U.
Private HP
Clinic
(N)= # of sites 0 2 4 6 8 10 12
Average cases
10 CRC & EMAEIE
Enrollment Number Comparison
with/without CRC
Average Enrolled Cases
2004
CRC (608)
Overall
average
8.6 cases
No CRC (146) Median: 7
0 2 4 6 8 10
2005
CRC (556)
Overall
average
No CRC (46) 7.9 cases
Median: 5

(N)= # of sites
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Enrollment Number Comparison
with/without SMO

Average Enrolled Cases

2004
SMO (312)
Overall
average
8.6 cases
Non SMO (442) Median: 7
0 2 4 6 8 10 12
2005
SMO (266)
Overall
average
Non SMO (335) 7.9 cases
Median: §
(N)= # of sites
1 2 {RBERRAOHR
Cost structure of all payment
2004
Outsourc;r;g/opayment  Site Payment
25%
Kx_/f’# 1@ Site Payment
% SMO Payment
# Advertisement Payment
# Central Lab. Payment
& Qther Payment
Other Payment ‘ . i1 Outsourcing Payment
4% ) .
\  Advertisement \\ . Site Payment (SMO)
| Payment 27%
Central Lab. Payment 7%
N=28 3%
(¥20,160,927,575) . 2005
Qutsourcing Payment .
14% Site Payment
- 39%
Other Payment o
15%
Central Lab. Paymen
9%
R 1
Advertisement / SMO Payment
Payment -- 22% N=29
1% (¥12,077,856,546)
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Cost per Patient (Average)

71¥2,114,765

2004

Cardiovascular(3)

Digestive/Metabolic(2) ¥1,448,856

Infectious Disease(3) 7] ¥1,456,289

Malignant tumor(1)

Muscle/Skeletal(3) #¥1,771,204

Neuropsychiatric(5) ¥1,234,740

Respiratory(1) ¥1,638,729

Othar(10) 7 %1,410,268

¥0 ¥1,000,000 ¥2,000,000 ¥3,000,000

2005

Cardiovascular (1) 71¥2,662,251

Digestive/Metabolic (6) ¥1,739,105

Infectious Disease (1) ¥2,521,661

Malignant tumor (4) ¥2 686,683

Muscle/Skeletal (0)

¥4,137,222

Overall
average
¥1,636,000

¥4,000,000 ¥5,000,000

Neuropsychiatric (6)
Respiratory (2)

(N)=# of protocols  other (9)

1 4 FREBGIRRIORERER

Unit cost of Special Medical Expenditure by Disease

Overall
average
¥1,607,000

2, 500, 000
2,250,000 "=~ -- -—-= -- - -~ e e
2,000,000 T777 = - - - g - - e T T e
1,750,000 T —= -- - - -- - -- i
1,500,000 T =~ e - - - = T T e =
. o g
p boo__.8 — — - - - - N
& 1, 250, 000
z 1 =]
| SRRV - SR iy S Uy S ) I RS ———— - —_———— FER—
1, 000, 000 & o
760, 000 - -- --
u}
500, 000 §' - T
250, 000 - i -
0 L L) ) 1] L]
ALt Cardio Bigestive Infectiaus Malignant Muscle Neuropsy Respiratory Qther
vascular Metabolic Diseass tumor /Skeletal chialric
(Hofsites) (n=564)  (n=9) (=171)  (r=41) (n=34) (=147)  (n=16)  (0=146)
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Unit Cost: Yen

: Yen

Total Points X Unit Cost

Unit cost of from Point Table by Disease
10,000, 600 =F
9,000,000 == ==—=F - - - e e e
8,000, 000 === - - - —_——— o o o e o o e o o
7,000,000 === === ——— - - _— - - -
6,000,000 === - -- - - - ———— —
5,000,000 =f===-—= - - e e e ——— — _—
a ]
4,000,000 === - -- - - - ——— —
o [m]
3,000,000 ===~ =—=g - - - ——— - S
2,000,000 === = ===py - - - _—— ——— e o e e e e
o 0
1,000,000 === === -- =" -- — -5 -
+ &
e Ee
0
) I I I i i 1 i i
ALL Cardio Digestive fnlectious Malignant Muscle Neurapsy Respiratory Othey
vascular /Mewabolic Disease tumor /Skeletal chiatric
#Hof'sites 477 6 134 36 32 0 132 18 119
#of protocols (@3] %) (€))] (4) (0) 6) (2) (9
K16 7aba—ARlORA Y NRIZHKTSEH
Unit Cost from Point Table by Protocol
10,000,000
9, 000, 000 - - = - - - - ——
8. 000, 000 -—- ——— -- - - - _—
7, 000, 000 -—- - - - - ——— _—
8, 000, 000 - - - - - J—— o
5,000,000 F=—==—=———= - - - . _— ———
4,000,000 === ———— - - - - - -
3,000,000 T —— - - -- - - ——— -
Ly
2,000,000 [~—=="—= - -- - -- - -
1,000, 000 e D e - —— - ——— ——— ol
J a m T hro| g éﬂ o B a o
@i mEe FemFa * §F THEHI®mE = 12
0 A ¥ T L] ¥ T L] T T T v T A] L] L) T T T T T ) L] T T T L] 1 1 T T T T
i 2 3 4 5 6 7 8 9 10 11 12 13 14 16 16 17 18 19 20 22 23 24 25 26 27 28 31 32
Hofsites (4) (47) (9) (25) (14) (8) (4) (3) (15)(33) (3)(11)(45)(30) (8)(36)(10)(25) (18) 6) (7) (26) (6) (11)(8) (9) 47 (9)
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Total Points
X Unit Cost

X 1

Total Points
X Unit Cost

Unit Cost from Point Table by Protocol

Protocol No.13

1, 600, 000 7
1, 400, 000 sfr===mmm oo e e e e e - - o o e s e e o e e e e S e e e e ]
1, 200, 000 - e e i i e —_—— = o o e e s e et o i e ]
1,000,000 |~ T T T e e e s e [ - e e e o o e e e e o]
800, 000 - - ————— - —— —— P S —
600,000 T~ T T T TTTTEET o e o = i e e s e - S ——
- o= __o ]
400, 000 |
0
200, 000 - e —— — P ——
0 i T T T T T
Point Table National th National {IP Private U. Other
#ofsites (3) (19) 5) (18)
8 WRA v MRICHNETEHEHEMH (Fu ba—/No.31)
Unit Cost from Point Table by Protocol

Protocol No.31

, 000 7

, 400,

000 TTTTTTE T T

. 200,

, 000

800, 000

600,

400, 000

200, 000

Point Table
#ofsites

National U.

(18)

National HP

8

Private U.

(10)



X119 CRCAHER FEFIBAR (2004)
Cost per Patient Comparison with/without CRC

2004
15,000,000 =
12,500,000 =~ == - -- - -- - - =
10, 000, 000 - =8 -
=]
o O
z o O
% 7,500,000 - -—- -
z =]
H ®© D
5, 000, 000 8--- - .
2, 500, 000 - -
8]
0= ' ' 1 ' 1 1 ) | | n ' | |
CRC  NoCRC CRC  NoCRC CRC NoCRC CRC  NeCRC CRC NeCRC CRC NoCRC CRC  NeCEC
Al National HP National/ Public HP Private U. Private HP Clinic
Public U.
(Bofsites)  (n=745,129)  (n=26, 14)  (n=89,26) (n=93,27) (n=83,16)  (n=160,37)  (n=294,9)
2 0 CRC &R KEHIHAME (2005)
Cost per Patient Comparison with/without CRC 2005
15,000,000 =
0 0o
12,500,000 =~ ==~g~~—~~"~~ - - - - T --
10,000,000 T ~~"§ ——— - - - It - mane -
=] a B
H a
5 P SRR e - - I - ———— - -
7,500,000 g [F]
o o
2 o =]
5,000,000 === -- -
]
ju]
ju]
o
2,500,000 ==
0 = i 1 ] ] I | ] 1 ‘I- ] ]
CRC  NoCRC CRC  NoCRC CRC  MNCRC CRC  NoCRC  CRC NoCRC CRC  NoCRC  CRC
All National HP National/ Public HP Private U. Private HP Clinic
Public U.
(#ofsites)  (n=535,42) (=48, 5) (=103, 19) (n=27,7) (n=60, 6) (=185, 5) (=112,-)



B2 1 SMO AR SEFIEME (2004)

Unit Cost! Yen

Unit Cost per Patient Comparison with/without SMO

2004
000, 000 =
, 000, 000 == = — == e e e o e - - T T T T T T e e e e
1000, 000 == B mm e e -0 Ny S
o ]
f o @
. 000,000 === T~~~ === - ———— —m——— e T
g B a
, 000, 000 =~~~ s —""_"'g"" BB i~ T =
g8 |
,000, 000 == == EF———f-m -~
, 000,000 =~ =y T T T T
0 = ! i ! 1 1 i ! 1 1 1 1 t ' )
SMO Non SMO S$MO Nen SMO $MO  NenSMO  SMO Non SMO SMO Non SMO  $MO NonSMO  SMO Non SMO
All National HP National/ Public HP Private U Private HP Clinic
Pubtlic U.
(ffofsites) (n=436, 438) (=0, 40) (n=1, 114) (n=62, 58) (=14, 85)  (r=106,91) (1=253, 50)

2 2 SMO OFER] EGIEM (2005)

Unit Cost: Yen

, 000,

, 000,

, 000,

, 000,

, 000,

, 000,

000,

000

000

000

000

000

000

000

Unit Cost per Patient Comparison with/without SMO
2005

a [ 1 o]

$mO NenS§MO  SMO Nen SMO  SMO  Non SMO  SMO Non SMO  SMO NenSMO SMO NonSMO SMO  NoenSMO

All National HP National/ Public HP Private U, Private HP Clinic
Public U.
(#ofsites) (=259, 318) (n=2, 51) (=6, 116) (n=11, 23) (n=8, 58) (n=123, 67) (=109, 3)
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Cost Structure at Site

v ¥500,000 ¥1,000,000  ¥1,500,000  ¥2,000,000 ¥2,500,000
2004 Nationai HP/CRC (2) |

/No CRC (10) [
National/Public U./CRC (14)
/No CRC (1) |
Public HP/CRC (14) |
/No CRC (18) [
Private U/CRC (22) |
/No CRC (10) |
Private HP/CRC (85) [ i -
/No CRC (23) [~ -
Clinic/CRC (37) “ﬂ__
/No CRC (0) | % l

2005 C)Directcost B CRCcost [1SDVcost @ Other O SMO cost

Overall
average
¥1,950,000

Site=246
Protocol=6

National HP/CRC (47)

/No CRC (5) |

Overall
average
¥1,678,000

National/Public U/CRG (101) |
/No CRC (16) |

Public HPICRC (26) [

/No CRC (6)
Private U./CRC (56)

MNo GRC (7) [

Private HPICRC (124)
/No CRC (4) [

Site=475
Protocol=25

Clinic/CRC (83) [

INo CRC (0) |

(N): # of sites 0 Point Table Cost 7 CRC Cost B Other 11 SMO Cost

2 4 IBBEADONR
Cost Structure of All Payment All Site

| R 2004
Site Payment
ook
43% . 37% 10% [6%|6%
e : 1 Site=915
Total Amount = ¥14,826,678,233
AR - Per Patient = ¥1,891,400
0% 20% 40% 60% 80% 100%

T 2005
| site Payment l
1 i 20%  1%68% | 13%
1
B Site=586
Total Amount = ¥13,379,494 251
o Per Patient = ¥2,795,548
0% 20% 40% 60% 77% $30% 100%
= Site Payment 1 Site Payment (SMO) 11 Advertisement
1 Central Lab. O Other Payment
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Total points and unit cost (Hof patients enrolled)

Total cost/
Hof Pts. enrolled

14, 000, 000

b

12, 000, 000 4

10, 000, 000 T

B, 000, 000 4

6, 000, 000 9

4, 000, 000 - P - P R ——
+ +
+
2, 000, 0003 i—--@-’i———— e e e e —— - -
OI T T T T T T e B —
Q0 150 300 4150 600 750 Q00 1050 1200 1350 1500
Total Points
26 HHROERR L EFHEM CEHERN—X)
Conducting Rate and Unit cost
Total cost/
flof Pts. enrolled
14, 000, 000
,é.‘,
12, 000, 000 S - S - - — - .
10, 000, 000 - - ——— _— — e .
+ 4+ 4+
8, 000, 000 S - e e A - -
Ném ,:%:
:F +
6, 000, 000 - - - - —— —— -
-+ ;%: T 4+
+ % o s
4, 000, 000 - - _z _i“ ——
) N
i + + ] ) . i i i%: wéuw%
¥ - - #i‘%‘ bl
T g L 5t
2, 000, 000 -——r - == -4 o
+F ’ % - T4
A j 4 4+
0 i
o | AL B I L W] LA B AL AL AL AL B | AL |
0 10 20 30 40 50 60 70 80 90 100

fof Pts/fof Pts. contracted(last)
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Total cost/
Hof Pts. contracted

Conducting Rate and Unit cost

14, 000, 000 4

12, 000, 600

10, 000, 000 =p= = =

8, 000, 000 ~f = = ==

6,000, 000 - = = === =

4, 000, 000

2,000, 000 = = ==

Hol Pts/Hof Pts. contracted{last)

K28 7 ka— LERRA4E & iE G BT

15, 000, 000 7

Unit cost by Date of Initiation (Study Start)

Throughout 2004 and 2005

[u]
12,500,000 T~~~ == - - 5 " g7 === i
10,000,000 Fr=—== = === R - e e e = ) - ———=
5 7, 500, 000
§, 000, 000 ]
2, 500, 000 7
0 - ' ! ] ) ! 1
-1999 2000 2001 2002 2003 2004~
#ofsites 47 75 590 234 345 112
(#ofprotocols ) (D 2) (13) (1) a7 (10)
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