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Site,Patient and Cost Allocation

|

917 sites
Site 207 314
2004 ° 23% 34%
7839 cases 1,935 3,327
25% 42%
917 sites
Cost% ¥3,816,243,784 ¥5,070,757,672
30% 40%.
¥423,860,384
3%
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604 sites | I
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t 0,
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94
4,788 Sacee 542 1,975
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cilsi?/,, 10% %2,729,962,185 %2,714,823,647
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CRC background
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Enrollment/Contract Rate wﬁth/withcu éC;gRC

Enrolled/Contract (%)

2004 National HP
National/Public U.

Public HP
Private U.
Private HP
Clinic

2005
National HP
National/Public U.
Public HP
Private U.
Private HP

Clinic
(N)= # of sites

B No CRC

"1

86%

Overall
average
69.6%

0% 20% 40% 60%

80%

100%

Median: 75%

Overall
average
71.2%

0% 20% 40% 60%

B16 EHifERE&ES Ty —8
Monitor number distribution

N=54

Monitor#

90
80
70
60
50

40

Monitor-Site

100%

100
Site#

o 2004 ¢ 2005

150

Median: 80%



7 Ep Y ey —
ohitor number distribution

Monitor-Case
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B8 WRBA E— RoH
Speed Comparison by Site

Trial Application to Site — CRF fix

2004  National HP (173) [

Overali
National/Public U. (62) average
622 days
Public HP (83)
Median: 635
Private U. (177)
Private HP (99)
Clinic (36)
0 100 200 300 400 500 600 700 800 900
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)
0 100 200 300 400 500 600 700 800 900

(N)= # of sites @ Average of "Trial application to site" to "contract”

o Average of "contract” to "CRF fix at site"

Average days




B9 BRILBHAEB SEHEAEESIE
Enrollment Number Comparison with/without CRC

Average Enrolled Cases @ CRC
No CRC
2004 National HP Overall
average
National/Public U. 8.6 cases
Public HP Median: 7
Private U.
Private HP
Clinic
2005 12
National HP X ’ . Overall
average
National/Public U. 7.9 cases
Public HP Median: 5
Private U.
Private HP
Clinic 17.0
(N)= # of sites 0 2 4 6 8 10 12
Average cases
10 CRC&EIGEM
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: 5
(N)= # of sites
®12 HBRRAOAR
Cost structure of all payment
2004
Outsour(;izg/oPayment  Site Payment
25%
1 Site Payment
™, m SMO Payment
Advertisement Payment
Central Lab. Payment
@ Other Payment
Other Payment ) Qutsourcing Payment
4% |
Advertisement ' Site Payment (SMO)
Payment 27%
Central Lab. Payment 7%
N=28 3%
(¥20,160,927,575) _ 2005
Outsourcing Payment Site Payment
14% 39%
Other Payment e
15%
Central Lab. Paymen
9%
/ R
Advertisement | SMO Payment
Payment — 209, N=29
1% (¥12,077,856,546)
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Cost per Patient (Average)

1¥2,114,765

2004 Cardiovascular(3)

Digestive/Metabolic(2)

Overall
average
¥4,137,222 ¥1,636,000

Infectious Disease(3)

Malignant tumor(1)

Muscle/Skeletal(3)

Neuropsychiatric(5)

Respiratory(1) ¥1,638,729

Other(10) ,410|258

2005

Cardiovascular (1)

Digestive/Metabolic (6)
Infectious Disease (1) 1,661
Malignant tumor (4) 586,683

Muscle/Skeletal (0)

Overall
average
¥1,607,000

Neuropsychiatric (6)

Respiratory (2)

(N)= # of protocols  other (9)

B 1 4 ZEREEHIORERMER

Unit cost of Special Medical Expenditure by Disease
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[nit Cost: Yen

Prints X Unit Cost ¢ Yen
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Unit Cost from Point Table by Protocol
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BI19 CRCHERN mEFBAM (2004
Cost per Patient

Comparison

with/without CRC

2004

15,000,000 =

12,500,000 ===~~~ - --

10,000, 000 =~ ==& - --

7,500, 000

tnit Cost: Yen

5,000, 000

2,500,000

0
CRC NoCRC CRC  NoCRC CRC  NoCRC CRC NoCRC CRC NoCRC CRC NoCRC CRC  NoCEC
All National HP National/ Public HP Private U. Private HP Clinic
Public U.
(#ofsites) (n=745,129)  (n=26, 14) (n=89, 26) (n=93, 27) (n=83, 16) (n=160, 37) (n=294, 9)
B2 0 CRCAHMH EHBME (2005)
Cost per Patient Comparison with/without CRC s
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Unit Cost per Patient Comparison with/without SMO

2004

14,000, 000
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8
--B

Unit Cost: Yen
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P12 2 SMO DFMER EHIBME (2005)
Unit Cost per Patient Comparison with/without SMO
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B2 3 HfADZIWBEDONIR
Cost Structure at Site

¥~ ¥500,000 ¥1,000,000 *1,500,000 ¥2,000,000 ¥2,500,000

2004 National HP/CRC (2) &

1

/No CRC (10) ©

E T T Overall
National/Public U./CRC (14) IN average
/No CRC (11) |

¥1,950,000

Public HP/CRC (14) |

/No CRC (18) |77
Private U/CRC (22) &
/No GRC (10)
Private HP/CRG (85) | =
/No CRC (23) |

Site=246
Clinic/CRC (37) L Protocol=86
/No CRC (0) !
2@05 2 Direct cost @ CRC cost O SDV cost & Other = SMO cost
National HP/CRC (47) ©
/No CRC (5)
National/Public U/CRC (101) Overall
/No CRC (16) © ¥?,\16?Baggo
Public HP/CAC (26)
/No CRC (6) [
Private U/CRC (56) |7
/No GRC (7) ©
Private HP/CRC (124) |77 Site=a75
/No CRC (4)
Clinic/CRC (83) Protocol=25
/No CRC (0) |

(N): # of sites 1 Point Table Cost @1 CRC Cost m Other T SMO Cost

B2 4 BRBRAONR
Cost Structure of All Payment All Site

o | 2004
Site Payment |
43% 37% 10% 5% 6%
: ‘ Site=915
i !
| 4 Total Amount = *14,826,678,233
— - : — Per Patient = ¥1,891,400
0% 20% 40% 60% 80% 100%
[ ] : 2005
Site Payment i
1 57% 20% 1% 8% 13%
B | Site=586
‘ | Total Amount = ¥13,379,494,251
' ‘ Per Patient = ¥2,795,548
0% 20% 40% 60% 77% 80% 100% -
1 Site Payment [ Site Payment (SMO) & Advertisement
I Central Lab. £1 Other Payment
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Total points and unit cost (fof patients enrolled)

Total cost/
#of Pts. enrolled

14,000,000

12, 000, 000 A e e ——— - N

10,000, 000 === = = == = = ———— e e
4+

&om,mo———;;f———————————————————-—— - ——————————— e
-+ -+

6,000, 000 - ———— ———————— - -

4, 000, 000 2 S e .. v

+

2,000, 000 -

+

L B e o e ) e s e e e NIt Ju s s Sy B S e S ey S
0 150 300 450 600 750 900 1050 1200

Total Points

26 LR AEMEM  (RIBEM—2R)

Conducting Rate and Unit cost

Total cost/
fol Pls. enrolled

G e
1350 1500

14, 000, 000
+
12, 000, 000 S SO T - - _— - _—
10, 000, 000 - —————— E - - - - -
+ + +
8,000, 000 - " - - - S - _—
+ ¥
+ +
FIVRI] 1 S— " j-l-:"% - ——— - - -
* +4 e
+ $ + +F
4,000, 000 ——— " +_ - - =
= i e Ith t o+
¥ H I
2, 000, 000 " %i __f P ~r++_|_ - + i—t—
+ FH oA + =
+ +4FF
* I
0~I [ [ | | I
0 10 20 30 40 50 60

fol Pis/#of Pts. contracted(last)




B2 7 HHEEAER SEMBE CGURERMNR—R)
Conducting Rate and Unit cost

Total cost/

#of Pts. contracted
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Unit cost by Date of Initiation

(Study Start)

Throughout 2004 and 2005
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#3 RERROERRET

ackground Summary

2004
Protocols: 28 protocols
Total sites: 917 sites
Total cases: 7,839 cases
Period Conductied between November 1, 1999 = March 31, 2004
Protocol Site Patient
Phase Il a 5 (18%) 29 (3%) 148 (1.9%)
Phase Il b 10 (36%) 327 (36%) 3,351 (42.7%)
Phase Il 13 (46%) 561 (61%) 4,340 (55.4%)
2005
Protocols: 29 protocols
Total sites: 604 sites
Total cases: 4,786 cases
Period Conducted between August 1, 2000 - April 30, 2005
Protocol Site Patient
Phase ll a 6 (21%) 55 (9%) 196 (4%)
Phasell b 13 (45%) 249 (41%) 2,677 (56%)
Phase llI 10 (34%) 300 (50%) 1,913 (40%)

T4 REMHEBADSIARE
Non Productive Site and Payment

2004

2005

41 sites out 0f 934 had no execution,
Site | Site with Site Payment Max
# No CRF ¥0 | <¥0.3M | <¥1.0M | more

National HP 50 8 (16.0%) 0 0 0 8 4.9M/2
gj;‘l‘l’l“’b’/ 123 | 2(1.6%) 0 0 0 2 2.1M/3
Public HP 126 5 (4.0%) 0 1 2 2 1.2M/2
Private U. 109 7 (6.4%) ] 0 4 3 2.6M/6
Private HP 211 9 (4.3%) 4 2 1 2 29M/16
Clinic 315 | 10 3.2%) 2 4 0 4 8.7M/12

Max case: Private HP, 16 cases contract, ¥29,000,000 (SMO: ¥22,000,000)

24 sites out of 604 had no execution.
Site Site with Site Pay ment

# No CRF ¥0 | <¥0.3M | <¥1.0M | more Max

National HP 53 0 0%) 0 0 0 0 OM/0
g:;'l‘:?'{y 129 5(3.9%) 0 0 0 5 5.9M/5
Public HP 36 2 (5.6%) 0 0 0 2 1.8M/2
Private U. 72 6 (8.3%) 2 0 1 3 3.4M/4
Private HP 198 7 (3.5%) 2 0 1 4 6.1M/8
Clinic 116 4 (3.4%) 0 0 3 1 3.2M/30

Max case: Private HP, 4 cases contract, ¥6,100,000 (SMO: ¥0)
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2 9 Box and Wisker Plot @3k

o < Maximum observation

_____________ Upper fence (not drawn)
T 1.5(IQR)above 75" percentile

<—— Maximum observation below upper fence

1.5(IQR)
<—— 75% percentile
+ <——— Mean (specified with SYMBOL)
Interquartile
Range (IQR) <«— Median
* < 25% percentile
é_m ° ° ° ° o
1.5(IQR) Minimum observation within the lower fence

Lower fence (not drawn)
"""""""" < 1.5(IQR)above 25 percentile

Box and Wisker Plot @& (42 9)

MBS X (Box and Wisker plot) i Windows fix SAS V8 & BOXPLOT 7 < v —
(BOXSTYLE=SCHEMATIC) ZFIWTIER L7z, MESKTERRSINDFHO Fim. U, FimodKk
AL, FNEI, 1 IR (6%, PRE, 8 3 AR (Th%a) &, RO T TR
O ERT, & 1M EH 3 WM OEREZ MR (Interquartile Range) &
W, B ORERE. O S 15X (5% -20% ) ZWABNEBEVWHETT, Th&D
EWEIIEITORENS (O) &

ZEZ &R . SAS/STAT User’ s Guide
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