BxXc-19

5

N H I

> ||
4
K A K E

HEMREBEPRER RHFHRERE) HRARBES

Rk 2 545 H 3 0 HEE

WEEES : 14401

RIEE  PBKERRIEASFREE

FHZEHARS - 2010~2012

FHEES .2 26 59 10 8

HRFELE (FIX) BESHFOFREICHT HHRFMNBRICE DSV -EEM TR R VEHESE
DR

HEiEER (EX) A study of evaluating issue of the drug development scientifically
and predicting the adaptive development quantitatively.
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WFZERCR-OMEEE (F3L) : Information about a drug development is available at two sources,
one is from the National Institution of Public Health and the other is the international
clinical trial research platform managed by WHO. Finally all information of the clinical
study is collected to the site managed by WHO. Almost all the information of Hepatitis
type C was available from the portal site managed by WHO, while only a half of the
information was available from the portal site of the domestic institution. We showed
that the information of the drug development can be obtained more than two years earlier
rather than waiting the publication of the study, using these sites.
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2012 500, 000 150, 000 650, 000
SATIRERH 2, 200, 000 300, 000 2, 500, 000
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Table 1. The number of clinical trials
and clinical studies at Clinical Trials
search site by National Institute of
Public Health and ICTRP portal site.

[*1 |2 %3
1797 affairs on March 1st, 2011.
A 1 18 15
B 0 64 10
C 8 26 6
2029 affairs on October 1st, 2011.
A 3 23 19
B 0 74 13
C 11 26 8

Note

*1: Domestic portal site only

*2: Both portal site

*3: ICTRP portal site only

A: Clinical trial related to HCV

B: Clinical study related to HCV

C: Clinical trial & study related to
Others
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Table 2. Domestic clinical trials on
recruiting or active. (On October Ist,
2011)

1% 2% 3% 4% 5% 6%
A 111 Jun—-11| Apr-11| Dec—-12|ANR
B 111 Jun—11[ May-11[ Mar-14(R

C I Sep—11]| Aug—-11]| Jun—-13|R

D II Sep—11| Mar-11| Dec—13|R

E 111 Jun—-11| Jun—-11[ Sep—-13[R

F 111 Apr—11| Jul-11| Dec-16|R

G 111 Feb—11| Dec—-10| Dec-12|R

H 111 Feb—11| Dec—10] Nov-12|R

I 111 Feb—11] Dec—10| Aug—-12|ANR
J IV Jun—10| Jun—10[unwritten [R

K II Apr—10[ Apr-10[ May—-12|ANR
L Il Nov—-10| Dec—09| Oct-10[|ANR
M Il Jul-09[ Jul-09| Aug-11|ANR
N II Apr-09| May-09| Mar-12|ANR
0 I Jan—10]| Oct-08| Aug—-10[ANR
P il Oct-08| Oct-08| Oct-10|ANR
Note;

1%:  ID&Drug developed

. Phase

. Registered date

. Start date

5%: Complete date

6%: Recruiting Status, “A” means active,
“R” means recruiting and “NR” means

not recruiting

A: NCT01366638, JapicCTI-111518 & TMC435

B: NCT01343888, JapicCTI-111528 & BI

201335

C: NCT01358864,
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JapicCTI-111614 & BI

201335

D: NCT01309932, JapicCTI-111494 &
BMS-790052, BMS-650032, IFN A

E: NCT01370642 & MK7009

F: NCT01330316 & BI 201335

G: NCT01292239 & TMC435

H: NCT01288209 & TMC435

I: NCT01290731 & TMC435

J: UMIN000003709 & PEG-IFN « 2a, RBV

K NCT01051414, JapicCTI-101100 &
BMS-790052, BMS—650032

L: NCT01017575, JapicCTI-090978 &
BMS-790052

M: NCT00947349 & BI 201335

N: NCT00880763 & MK7009

0: NCT00780416, JapicCTI-080639 &
Telaprevir

P: NCT00780910,
Telaprevir

JapicCTI-080641 &
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Asia 20332 | 13%
China 11310 7%
India 2319 1%
Thailand 1876 1%
Saudi Arabia 1650 1%
Japan 1020 1%
Europe 14421 9%
France 3372 2%
Spain 2476 2%
Germany 1755 1%
Africa 52892 | 33%
Malawi 22359 | 14%
South 17005 | 11%
Africa
Kenya 3245 2%
Zambia 2163 1%
Lesotho 1800 1%
Ethiopia 1522 1%
Rwanda 1205 1%
Table 3. DO
15 - BBREY [BIE

North Amerca 61539 | 39%
United States 60832 | 38%
Central & South America

7533 5%

Puerto Rico 3791 2%
Mexico 1605 1%
Oceania 1932 1%
Australia 1932 1%
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