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Basic
Research

<

Preclinical
Development

<

Clinical
Development

<

Submission

& Review

<

Approval

(

Launch

(

Figure 1-1

Target identification
Target validation
Target to hit

Hit to lead

Lead optimization

Phase 1
Phase II
Phase III

&

2~5 years

3~5 years

3~7 years

1~2 years

Flowchart about drug development

The number of
drug candidates

704,333

219

85

25

26

Accumulative
success rate

0.031%

0.012%

0.0035%

0.0036%



2= 3 A B S 13 FORIER & [ o WFFEBA 3 O @ s OB R B SR DR T 72 E Rk %
IRMBA I Z TV D, 7 FRICAARTIE, HIEAEN AR TOBRKRRL Y bl
ST ORRIRGABR 2 HEME L7z 2 LI K D 1RBR o 25k, sk oG IR ER & bk L
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BrEEBARIC T A R ENNL BN > TN DD, EFRKMED M 12138 2K
EINVBEARF R T 5D, AR OINTIEE 259 2 3EHEEE O %

WU CHRMm R O FICE B EZ FL TR T, — B L ROWHEEOAGE « B
RO HINTWD, EIHEMLZ BT 57200, BEREET B3 5E - ik

(ZHLHIYS R ~DOHFE 2TV, FEDOHR, KREGLILER DD, ZDTD,
- HidEklZ K0 RS ORGERFNCITE WA E T 5, KE - Hildl ToAGRREY
DIEND SRS &l L THAR TOEEGOKRE - L Eh TV 25 HR 18
T ITIEED ST T IR RETHILICEY . BADOBEIRFO
W - EMIBIREZ T D ENTERVWEWHIRENEFND -, KT v
TIEIRERMETHL EF X D,

RT w77 71X HAROBMY G T 25 EEMNERERR SR (PMDA:
Pharmaceuticals and medical devices agency) (ZHIEAGRRGEN 72 SN THH D%
#HOEN (FF4A T 7. LDR: Lag in drug review) & . WESF & O B3 0 B bk
B X OB OEWIC L 2EN., TR0 5M% 7 27 (LDD: Lag in drug

development) (7S5 (Figure 1-2),
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RZ v 7T VOMBEERET 2729012, BHATIZZNE TIZ PMDA OFAER
DB BRI ERBE OB, R FEIREBRIE ~D B ARDZ MO Z A 1)
LA DA T A OVER e EREx 22 RN ER S - (Figure 1-3), &
PENEOHFRICEY, TERT v 7T IR ICRES oo b D, FEIC,
AT 71 2006 FEFED 1.2 4E05 2010 D 0.1 4F & BRI LT b, M
—J7. BHFET 7132006 FFEED 1.2 4F & il LT 2010 FEERF AT LOETH Y |
B OEIANEER D BT ARV (Figure 1-4), 9t > T, BRI L2210 g7
SRVHEIT ED LI LTHRET V2T 20" E NI B Th b, ZDRIC
BAL TIE, WOk E AR L OREIRBAFE OMERHRIL 2 R S EARER R 7 7 OffH
ZHFE L. 2007 i TEERILFENRBRICEE T 2 KB 2 07) Lo EHERILER
B% (GCT: Global clinical trial) OEMEICETEH A K74 > " BRAR ST,



1998
ICH ES5 Guideline!®
2003

* National wide 3 yearly clinical trial activation plan®

)

2007

New 5 year clinical trial activation plan'?

5 year strategy for the creation of innovative pharmaceuticals and medical devices!”

>

* Basic principles on global clinical trials!!
* Increasing reviewers in PMDA!?
(Year 2006; 319 members to year 2011; 648 members) '

2012

* Basic principles on global clinical trials (reference cases)!3
* 5yearly clinical research and trial activation plan 20128

P

Figure 1-3 Government policies for reducing drug lag
ICH, International conference on harmonization of technical requirements for registration of

pharmaceuticals for human use; PMDA, Pharmaceuticals and medical devices agency.
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D 2012 FEEEE T (2007 45 4 H~2013 453 H) ICHIARIR Y GAERMS & L
THARTHERINIZEHK L E LT,

KB EIIZET 2 5 HIZ PMDA (http://www.pmda.go.jp/) . K [E £ 5[ 3 5
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YA bDH 201347 H 23 AD 2013428 H 2 HE TR L7z, WEELET
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AR LTI L7z, MAHIZ XD R, BRI S EH L2 THAM] &
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ToIIARBAFE) & AARTON DAHRBRA MG S VRN 2 1F A IR L7z,

RREIGL OB, FEREEICESWTERHZITo 7, 1| DOFEREEF
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SRR Lz,

O BT

BHIE T 713 B R CORHEIAGEHAFE ORI 078 & E R L RREFES O FDA (Ck
E) ~OHiEH%Z PMDA (HA) ~OHFEANLBUZHEE L, 6o T,
AARTOHFEADOTNEWGE, BT JI3ADHEEZ &5, KETHERBINT
WRWERKMLIIFRE T 7% 0 A& LTER Lz, KETER I N TV RN ESK
O T, KETHKBEE SN TOARWEBIZSI 2SR Lz, 2500
HiE. FORKRETEB SN D TREENMENEEZ OND 20, ST EH sz
LICEVERT 7 2B AEb L L EXDNIZTDTH D,

HH ERK PSSRSO 70K

CDSs IZ Key clinical trial 7738233\ TfT - 72 (Table 2-1), Key clinical trial
X, BEIRT — &8 r— U B EEICB W CRICER SN 72 RS 2 3
572, PMDA OFAHREEHEN TIHMEEE & L TGREFEAEICHHA SN TS A
IIMEOFHIAZ B & LIZERRRBR, L EREIND, FEAREENTSEZEE L
SH TV D AR FRER X Key clinical trial & FL7e X7einotz, £7o, EHG O]
DNRBEIORAZSRET 28 E O5E1X. NEO I A LI AT B R RER
% Key clinical trial 2> 5 FR4b L 7=,

Key clinical trial %, & O IZHEERAYRER (Exploratory trial) & KRk Ay R
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(Confirmatory trial) (24338 L7z, FREEAIERER TR FREEZ & DIE/ER L S V7228
MFABR L ER L. v 7T — Lkl & O OMOREBRITRRAEE & L
S LT, BRRERIRRER D CDSs OFHIZ IV TIE, KV IEFIEOZ VRS L
UEAARNIEBIDFL I AT B TR 2 B 55 LTz, CDSs D4R & H[FMF
JiH TdhDH PMDA ORFEE. =4 (TU., YAB IO AT) [ZX VML TH
RS, B D EFTIEIREIZ L VR LT,
FREOHEAEIZIE ST, HEFHEIR G O BRREIK 2 20 FEEAD Style IZ3¥H L7
(Table 2-1), S BHIZ, ZTHNHOD Style & 6 FfHDO CDSs IZHE L7z, 3720
5. “Local trial”, ”Local and foreign trials”, “Bridging study”. “Global clinical trial”
F L ONo efficacy/safety trial” Td> %, Key clinical trial & L T Bridging study &
GCT DWW b EEN TV 3 DOFEEMEE (Insulin glulisine, fesoterodine
fumarate 33 JX N tofacitinib citrate) (2D Tlid, FARFICEMR I N AARNBEE D
7 — 4 N EIZ Bridging study ([ZH K L T2 Z &5, CDS % ”Bridging study”(Z
SR LTo, A EHGIL 6 RO CDSs DWW oS/ S 4, 2 FfELL o> CDSs

ICHEE L T BldRnol,

AT, & DR CIE7e < CDS 23T Ha. ¥ I NT +—T—v
22 (%) TH O Z &ICX YRR LIz, (B, CDS & L TD7Global clinical trial”
ERFT D DOITHK LT, il % OEEKFERIT Global clinical trial & &KFL¥$ 252 & T
KB4 %)
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FOUHET ERIRT — 2 Sy r—IIZE £ D BARNEG OFIG

ARGRHEEIZ 31T 2 RIEBIENT 60 D HATEED A AR NEBIE OFI G 2 A3
D10, BRT =2y r—= G EN 5 AR X OZ R 2 R
D AARNERIE & SREFIE 2 F ARG FEBS L OHFEERHMEZ (CTDs: Common
technical documents) ZFH L CHEF L7z, JEBIEILE KRB O£ 508 B4k &
L7z, BEFEGIED 52T 5 i B IS DWW TR A ATURE GBI & SEG1% &
L7co BHIERIEF KLU ANFVEBEAH 23TV 2 bl B3040 & ERét

L7,

BILE T

FHEE ORI T 7 & RIEFEIZH O 5 A R NEFIBEOEIG EMET 57290,
FIAE & NS DD =8 Z AU (10th, 25th, 75th 38 KT 90th /X—& ¥
AVE) R L, HEFEOREIIEZ Y Va7 Y O BIEMRE & 7 4
nay ) o OIENFIREZEM L, P<0.05 e AE L ALz, 7—#
IINTNNET — X fRAT « WEEHIENT Y 7 b o =7 TIBCO Spotfire S+ 8.1 (TIBCO

Spotfire, Somerville, MA, USA) ZfEH L7z,
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B TR R EE S A

2007 FEFE DB 2012 45 & T2 B AR T 218 i H O A 2h k25 & A 23 5 (NME:
New molecular entity) 2GR I 472, Z4U5 218 i H DN, FDA ~O HGE H M
O TRIN-T2 10 g H L S A& 4 dhH (RFEX A 2 & H
EHMLE L TARINTWE) BLOHARTOARERE I TE D KETILBIF
ENTWARoT 21 dE (%) OFF 35 MBSO LIz, - T, H
KTHERBINTWD, F720d, KETRIET O 183 dh H 2 otrxt4 & L THEGT

%177 (Figure 3-1),
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218 Drugs were approved in Japan
as NME from FY2007 to FY2012

14 Drugs were ineligible
4 Drugs were biosimilars
10 Drugs were unclear about submitted date in US

204 Drugs were eligible |
I

v v
157 Drugs were approved 47 Drugs were not
in both Japan and US approved in US

21 Drugs were ineligible*
(21 Drugs were not developed in US)

26 Drugs were under
development in US

v

183 Drugs were analyzed drugs |

Figure 3-1 Selection of analyzed drugs
NME, New molecular entity.

*Drugs which are not approved and developed in the United States.

M5 183 dh H D FF# % Table 3-1 12 F & 7=, CDS 73”Local trial” ™ & H 73
69 it H. “Local and foreign trials”7> 59 i H |, “Bridging study”’ 19 &t H . “Global
clinical trial”® 18 i H . “Foreign trial”7> 13 it H. ”No efficacy/safety trial”73 5 /i
HCToho7z, 183 B DN, 19% (n=34) HKEE L HARTRIEKR I
Tz, TERPREEIE L (PUBMEIRG S & O giiigsk: 21%) . N (#hith:
16%). A (JHLE I LOREHEM: 15%) B LU (&FHPUEYEE: 13%) Th
STz, BARTITEFHM O™, £/ 21 BB 37 5B OB Ay & F &K
MR ST Y | AKERAEEIC K KR B D K E 728 WITRE S bt )
ol BEEGOAY V& MAH OGFEIZHOWTHEI L2 & 24, 39% (n=72)
DAARBFHEIZEI VAR SN TV, BB 12% (0=23) OAHFHMAS (H
RKFVPr) Thole,
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Table 3-1 Summary of analyzed drugs

Number of drugs
(n=183; %)
Clinical development strategy for NDA submission in Japan
Local trial 69 (38%)
Local and foreign trials 59 (32%)
Bridging study 19 (10%)
Global clinical trial 18 (10%)
Foreign trial 13 (7%)
No efficacy/safety trial 5 (3%)
Time of approval
First in Japan 34 (19%)
First in the United States 149 (81%)
Year of approval in Japan
FY 2007 32 (17%)
FY 2008 27 (15%)
FY 2009 21 (11%)
FY 2010 33 (18%)
FY 2011 37 (20%)
FY 2012 33 (18%)
Therapeutic area (ATC classification)
A (Alimentary tract and metabolism) 27 (15%)
B (Blood and blood-forming organs) 13 (7%)
C (Cardiovascular system) 8 (4%)
D (Dermatologicals) 2 (1%)
G (Genitourinary system and sex hormones) 6 (3%)
H (Systemic hormonal preparations) 5 (3%)
J (Antiinfectives for systemic use) 23 (13%)
L (Antineoplastic and immunomodulating agents) 38 (21%)
M (Musculoskeletal system) 3 (2%)
N (Nervous system) 30 (16%)
P (Antiparasitic products, insecticides and repellents) 1 (1%)
R (Respiratory system) 8 (4%)
S (Sensory organs) 9 (5%)
V (Various) 10 (5%)
Characteristics of originator and marketing authorization holder
Japanese enterprise 72 (39%)
Self-developed by Japanese enterprise 23 (12%)
Licensed-in for development by Japanese enterprise 49 (27%)
Non-Japanese enterprise 111 (61%)
Self-developed by non-Japanese enterprise 82 (45%)
Licensed-in for development by non-Japanese enterprise 29 (16%)

ATC, Anatomical Therapeutic Chemical classification; FY, Fiscal year; NDA, New drug approval.
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HGREEFERID CDSs DHERE % Figure 3-1 127% L72, 2009 A4 LI, “Global

clinical trial”® %28 1 £ (2009 FEFE) 256 8444 (2012 4EE) £ THIML TEHY .,

2012 FEFEICITRED 24% B3 LEHTF 8L E) ZHED TV,

HGRAEE R OB%E 7 7713 2007 4EFE LI 789 H (2007 4FJE, HHY-fE) 75 1470

H (2009 4R, HdefiE) OB ZH#R L CE 0 HMEE IR O S/ - 7= (Figure

3'2) o
No efficacy/
100 - ‘ ‘ ‘1 - 1 : ‘1‘ safety trial
5 3 Foreign trial
90 —_ ‘ ‘ ‘4 2 4 5
80
%% 2 2 sJll Global clinical trial
_. 704 °
X 4 9
% 60 — 8 1 3 Bridging study
= N 12
q-g 50 | 10 6 Local and
5 40 foreign trials
-g _
S 30
P _
20 b2 9
| . " 14 12 Local trial
10
0 I I I I I I
FY2007 FY2008 FY2009 FY2010 FY2011 FY2012
(n=32) (n=27) (h=21) (n=33) (n=37) (n=33)

Year of approval in Japan

Figure 3-1 Transition of clinical development strategy from FY2007 to FY2012

FY, Fiscal year.
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Figure 3-2 Lag in drug development by analyzed drugs
The lag in drug development (LDD) is shown for each fiscal year (FY) of approval in Japan. In this
box plot, the top, the middle, and the bottom represent the 75th percentile, the median and the 25th

percentile, respectively. Error bars represent the 90th and the 10th percentiles.
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o RS O RRIR B JEHRNE & BHIE T 7 DRALR

CDSs O3EWNZ K 5 H KB OBH T 7 % Figure 3-3 127 L7, &2 H (n=183)
DOBAFE T 7 O FRfEIL 1111 A T -7z, “Global clinical trial” (F19fE: 90 H) ¥
& O™ Foreign trial” (FF9E: 560 H) T2 B OB T 7 (FRfE: 1111 H) &l
L CHREICEL (P<0.05), “Local trial” (F19fE: 1870 ) IIHEICEN-7

(P<0.01), “No efficacy/safety trial” DBR%E 7 7 & HEHFINCA B TIERWAE
UVME A 23FE D B A7z, “No efficacy/safety trial” @ b H (3RF2R 72 = 3K 0 BH S G012
FOVERINTWDLMBEZFZATEY ., Fl2IL THONMHEWEIZ X D EKNEGR O
B R (=707 OREE XO T & &3 2 E P ERR SR O FE A3
i BB EN TV,
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trial foreign trials study clinical trial efficacy/safety

(n=69) (n=259) (h=19) trial (n=13) trial(n=5)
(n=18)

Clinical development strategy

Figure 3-3 Lag in drug development for different clinical development strategies used
for submission of NDAs in Japan.

The lag in drug development (LDD) is shown for each indicated clinical development strategy. In

this box plot, the top, the middle, and the bottom represent the 75th percentile, the median and the

25th percentile, respectively. Error bars represent the 90th and the 10th percentiles. For analysis,

each category was compared with the median LDD value (1111 days) by using the Wilcoxon

signed-rank test. *P < 0.05, **P < 0.01.
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o E RSO RIR B & BAYE T 7 d L OV PR P S8 BRI 0> B AR

[ 30 D ek G AR AR & B8 7 7 D BSR % Figure 3-4 |27 L7z, BRAGHIRD 7y
FHIZ WHO 12 K 5 ATC HICHEVT o 72, BRFS 7 71X EHE 5 O <t Gk I C
FVEp->TWz, RMEOBEZ 7 (1111 H) ST 2 & L (BUEMEEL
I KOV gK) (T JefE 778 A (n=38) LA EIZELS (P<0.05), N (¥
R) 1A 2725 H (n=30) L HAEICEN-72 (P<0.01), C (TBEERZR) .

J (B HPUEASE) BIOR (FERERR) TIXBAFE 7 7 0 v el 3 4 M) 23
o BT,

\
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Figure 3-4 Lag in drug development in each therapeutic area

Lags in drug development (LDDs), categorized according to the Anatomical Therapeutic Chemical
(ATC) classification, are shown for the following therapeutic areas: (A) alimentary tract and
metabolism (n = 27), (B) blood and blood-forming organs (n = 13), (C) cardiovascular system (n =
8), (D) dermatologicals (n = 2), (G) genitourinary system and sex hormones (n = 6), (H) systemic
hormonal preparations (n = 5), (J) anti-infectives for systemic use (n = 23), (L) antineoplastic and
immunomodulating agents (n = 38), (M) musculoskeletal system (n = 3), (N) nervous system (n =
30), (P) antiparasitic products, insecticides and repellents (n = 1), (R) respiratory system (n = 8), (S)
sensory organs (n = 9) and (V) various (n = 10). In this box plot, the top, the middle, and the bottom
represent the 75th percentile, the median, and the 25th percentile, respectively. Error bars represent
the 90th and the 10th percentiles. For analysis, each category was compared with the median LDD

value (1111 days) by using the Wilcoxon signed-rank test. *P < 0.05, **P < 0.01.
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BAR T 7T A 5 2 23K & LT, BARTOR AR RER OB R 2 BiEt L
7z (Figure 3-5), CDS OFFHIZEDL O, HARTOH T AR FER O B Ak ks B 25 K [
~OHFE XV FTOLAIE, BO%E LR LT, ¥ T Z7ohEITAEICENZ &
DR B AV, KIEFFERT & HEE% OB 7 7 O EIX, “Local trial” ¢ 0 H & 3023
H (P<0.01), “Local and foreign trials” C 637 H & 1856 H (P<0.01). “Bridging study”
T 231 H&E 1866 H (P<0.01) 35 L O Global clinical trial”C 84 H & 1162 H (P<0.01)
Tohole, BRTOR DK KE~OHGF LV RGBS TWDmAIZD
VT CDS D3 7 7 O A D3 V4 Local trial” (3023 H) & Hlg 3% & ”Local
and foreign trials” (1856 H.P <0.01) . Bridging study” (1866 H.P < 0.05) ¥ J U Global
clinical trial” (1162 H, P <0.01) [TAEIZHEN -7, 4HIHO CDS O TR T 7
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Figure 3-5 Effects of timing of initiation of the phase II clinical trial in Japan on the lag in
drug development
The lag in drug development (LDD) was compared for the clinical development strategy and timing of
initiation of the phase II clinical trial in Japan before or after the submission of the new drug application
(NDA) in the United States. In this box plot, the top, the middle, and the bottom represent the 75th
percentile, the median and the 25th percentile, respectively. Error bars represent the 90th and the 10th
percentiles. For analysis, data for the after-submission stage in each category were compared with those
for the “Local trial” by using the Wilcoxon rank-sum test. For each strategy, comparison was carried out

between the data for the stages before and after NDA submission. *P<0.05, **P<(.01.
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dn DB 7 77 (9L 2380 H, n=49) XA EICEN->7 (P<0.01) (Figure 3-6),
HAMEIC X D BRI 23 S E P17 EAKE L Y BICHATHHE SN TE
D17 B3 5 HORDCKETEAR STV,

29



5000
4500 *
“@ 4000 |
>
S
~ 3500
e}
&
£ 3000
a
o
g 2500
8
up 2000
=
=
< 1500
o i 1111 days
- 1000 *
500
0 B 1 1 1 I
Self-developed Self-developed Licensed-in drug Licensed-in drug
drug by Japanese drug by non— by Japanese by non—-Japanese
enterprise Japanese enterprise enterprise enterprise
(n=123) (n=82) (n=49) (n=29)

Figure 3-6 Relationship between the originator/marketing authorization holder of a drug
and lag in drug development

The lag in drug development (LDD) was analyzed on the basis of various types of originator and

marketing authorization holder of a drug. In this box plot, the top, the middle, and the bottom represent the

75th percentile, the median, and the 25th percentile, respectively. Error bars represent the 90th and the 10th

percentiles. For analysis, each category was compared with the median LDD value (1111 days) by using

the Wilcoxon signed-rank test. *P<0.01.
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Figure 3-7 |% CDSs OFfSH L 7KGEHFEIZH1T 5 HARNEF OFIE & OBAfREZ R LT
W5, BIERIEIC D D B AR NEFIEROEIE X Local trial”  (HIJAE: 100%) T
. ”Local trial” & b L Cfthd CDS 13”Local and foreign trials” (H4ufi: 13%, P <
0.01) . ”Bridging study” ({3-{E: 16%. P<0.01). “Global clinical trial” (71 Jfi: 11%.
P<0.01) 3 XU Foreign trial” (1 HRAE: 0%, P<0.01) & HAEIE-T,

”Global clinical trial” (n = 18) TOEIAIXEARRER O Fhi Hitkic L 01X 5o & 2338
D HNT, T VT HK D BT S vz GCT @ B AR NEBELOEIA 13 A 41% (n
=6) TT VT HUELISNOE - Hilka 5 A7 GCT OHFJE 10% (n=12) &L T

=V ME R &2 o LT,
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Figure 3-7 Ratio of Japanese to total subjects in efficacy/safety evaluation trials

The ratio between Japanese patients and total patients in the efficacy/safety clinical trials is shown in terms
of percentage value for each category. In this box plot, the top, the middle, and the bottom represent the
75th percentile, the median, and the 25th percentile, respectively. Error bars represent the 90th and the 10th
percentiles. For analysis, each category was compared with the “Local trial” category by using the

Wilcoxon rank-sum test. *P<0.01.
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L7z (Table 3-3), CDS (¥ Local trial” (n=19) ¥ X U Local and foreign trials” (n =2)
DIHTHoTe, EBFEEROMBEILZ2~T B THY | KREEICL DL OXIT
DL D o, FERFERTIES2% (= 11) OMAN] (BFAHUELEE) <h
D, TONN0EBAIXY 7 FrThole, ERMOAY Vil MAH O3 ICE LT

1T, HARMBZEIC L 2 BB EE (n=11. 52%) & HH TV,
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Table 3-3 Summary of drugs which are not developed in the United States

Number of drugs
(n=21; %)
Clinical development strategy for NDA submission in Japan
Local trial 19 (90%)
Local and foreign trials 2 (10%)
Year of approval in Japan
FY 2007 4 (19%)
FY 2008 2 (10%)
FY 2009 4 (19%)
FY 2010 4 (19%)
FY 2012 7 (33%)
Therapeutic area (ATC classification)
A (Alimentary tract and metabolism) 1 (5%)
B (Blood and blood-forming organs) 1 (5%)
G (Genitourinary system and sex hormones) 2 (10%)
J (Anti-infectives for systemic use) 11 (52%)
L (Antineoplastic and immunomodulating agents) 3 (14%)
M (Musculoskeletal system) 1 (5%)
N (Nervous system) 1 (5%)
R (Respiratory system) 1 (5%)
Characteristics of originator and marketing authorization holder
Japanese enterprise 19 (90%)
Self-developed by Japanese enterprise 11 (52%)
Licensed-in for development by Japanese enterprise 8 (38%)
Non-Japanese enterprise 2 (10%)
Self-developed by non-Japanese enterprise 2 (10%)
Licensed-in for development by non-Japanese enterprise 0 (0%)

ATC, Anatomical Therapeutic Chemical classification; FY, Fiscal year; NDA, New drug approval.

34



?“di
|
il
I
bt

—Hi RIS OERBAFEHIS (2 L DI 7 7~ Dk

HATIE, gk & bl U CEEIE G OAR - EHiNEATWLRETHDL KT v 7T
TR, EIRMEARBICBITAMEE > TE e, NI v T I 7138 ET 7B L0
BT TSI, FBET I3 2RIV IZEE L 525, — T, B
BT 7IFBESGHL TCWDL EIEEAT MBI 7B RT v 7T JEICmIT TOE
RpEF L 72>TND,

BT 7RIS D RDB RO LTV LT, RIFFEIC KV BRFE T 7 23”Global
clinical trial” CHEIZFWZ L 3R S vlz (Figure 3-3), ZOFERND, HARDERKA
BrIhifa ik & & Lo EIRSILFENEER (GCT) OEfEAHEEST 5 Z L CHFE T 7 % 5fE L.
N7 w77 7aRIETE 5D EEZ BT, "Foreign trial”OB¥E 7 7 & HW 2 & 33
S, EITk MuEARLET A LA (HIV: Human immunodeficiency virus) A3
EWV o T AR HENE FNTEY . HRTOHFEIZ Foreign trial” & FIH 25 Z &
X IR R BRIR B G HI TIX R & B 2 BT,

i B ORI T 7 OFRRAEIZ 1111 B (K37 » H) Th o7, EREER]TIL, 2007
R (PE: 789 H) L HE L T 2012 FEO T RAEIL 1183 HTHY | BART 71T
TAEHHIIIFRD B AL hro 72 (Figure 3-2), ABFIEO45 H OB 7 71358 37 » A
T, ATIRGE B0 0 12~20 » A LT D L Rvo Tz, ZOERE LT, —DlliE
X5 L 72 DRI DI ANIZE TIE AR B O AR A ERM 2R e LT

DIT%F LT, Yonemori & D TIIAR G 2 HUEME I RICIRE L Tnd Z &
PREZBNT, b OOER L LT, AWFSETIL 2007 D 2012 FFEE TH
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SR & LT D DIZxt LT, Yonemori ©H D5 Tl 2000 425 2009 4= TD
i H P % PMDA O TIE 2006 45 2010 FE DG H 2% L LTED 14,
B WMZ2RE L TWDHToD &3 2 BTz, AWFSE & SEATHHE DR 7 71270
RO LTS DD AIFEORERITMEIR & UTHZE T 713k U iF iud e 67220/
BTHDHZLERLTVE,

AHFFEIZE £ TU 5 Global clinical trial” @ i H £&id 2009 4B LI 4 (2890 L
TWaboo, SRR TIEROAMAE (183 MBEH 18 4hH) ToHh o7z (Table 3-1
B LW Figure 3-1), L2 L. ¥4 GCT O FEa 3 LU GCT (2D = HFE « 2GR ITHY
IMEFNC S D LA S TW5D, T BGCT OEMOMIEED - H121%, BI%E R4
i HIZHE L7 CDSs Z VLB THZENEETH L EBEZHND, EHIT, AARDERK
ARBR I IEFIEFEEDMER N 2 & | BRIRRER O FERIZ LR AR+ TR enZ b 2p &
PHHNTND 1 Zenn | BRRBRO R 2 %ET 52 LIck AREED
GCT ODEMEEHEHE ST L ENTEDHEEZ LN,

5 ERAG O RIRETIIC L DT T ~DRE

CDS L [FEIERIC, EHGHOMFEEFIC L VBT JIENH DH Z LRI
(Figure 3-4), BR¥E T ZI3RGRBEKIC I VA THY | N (#i#R) D5t H OB
77 (PRfE: 2725 H) 1Z2mBOPRIE 1111 B &R L THEICE» -T2, 7
Mrxtge L 7o o7 N OERSTITIE, GCT Z2FE i L2 BREEN TV RN/ 2 &
25 GCT %4 25 Z & THRET 7 2 TS 2 Rettn d % &% 2 b7z (Table
3-2), EBRIZ. “Global clinical trial”dFI& O EMER 38 fhHH 8 dhH) AR &7z

L (HUEMEEZE RS L O i ds) OBERM TR T 7 (hRE: 778 H) 23R
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ARG TIE L OEIRGL ORI T 7 B> 723, 2006 F-OFE I O S ClEhiiE:
JEERII R T v 77 7 ORWERFERE SnTwWe, PLORT v 7T 73R EELzZ
BAT, 2005 FITAFR ST THUBEMEIRIG R O BRI T 1B BT 2 04 K71 )
Wik, GCT 2FEfid 5 ETRELEX LNy REA v~ EOEREM:
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MDD, 1E- T, EEILFRIPIFE 2 IR X 72 EIRFEm T A N Z A4 OFERIE, ok
AFEIICI VTS GCT OHEEIZRYL D E B R B,

KRBT C (THBRARR) DEFS TIX, GCT 1XFEHM STV WASBRIE 7
TVXIENMETNZ B o 72, B -2 OB B CIT AR NER 2 2 < EETE 572D
WERRRBR DO RN RS T D . HBRE DM AN GCT L RIFREDR I TITH =
EMTELTEDEBZ LN, 5T, DX ) 7B CTlE Local trial” & B % 7
T ERERESEDOORNEREDO 2 L2055, LI, BEOWE 212
5 LB 0 HARTORKRREBRIZE D 2 A OFEFE % 5 b Iz AR E i i D72 %
o L R PE B R IR 2 i S B A - R AR EE X B D,

BIH AATOR DHRRMARINC L 2% T 7 ~OrE

HART O T FHERIRGER OB 3B 7 7 IS 5 2 T D Z & B
k72 -7 (Figure 3-5), “Local trial”, “Local and foreign trials”, “Bridging study”#5 &

U™ Global clinical trial” (235U T, KEA~OBEAKGEHGE L 0 75l HATOS T AHEG R
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AR B SN B ORRE T Z13RICHE S m B LR L THEIZE - T,
INECERMBAE ARG TOIRNEINT v 77 JOERO—> & LTHREINT
W5, PAEORERIL, DL D BRI RIRT 50 0R2 57, BATOHED
FRRRBR O BRAGIEH Y, BB 7 7O - OICEE TH 5 et 2 R L T\ D, &5
I, BARTOE NHRBRAKE~ORGH L ZICHEESNTHETH, “Local and
foreign trials”, Bridging study”3 J OV Global clinical trial”"C”Local trial” & Feifg L CH
BB 7 I NEWZ EovRE 7z (Figure 3-5), $#1Z. ”Global clinical trial” B %
7703, AARTOENHERRDAKE~OHFE LY bRICHGSNTZHAETHETO
CDSs FI TR BFWZ LBARD LT, 1E-> T, AARTOR MHREROBIGR 23 &
NG BxiX, BAPKE~ORGEOTZOORKRABRICSINTEehoT) T
. "Global clinical trial” | ZBAFE 7 7 % Hifs S & 5 72 OICH BRI L 72 V155 &
EZbhD,

FIUHET EIEGLOFY VB X OEEG T IUKEBSGE I L D% T 7~

A

AARBEIZL S BARBMOBREZ Zi3am B OofIfE 1111 B XY A EICEL,
ZHUCK LT, BARBEICEDEARBMTIARICE oD, EELOF Y v
BELOMAH OBBEREETH L EEZ BT (Figure 3-6), HALBAZMIZIHW T,
AARBRETIEET 7250 B (PRAE) ThH o722 MIMEEDRFE T 712 954 A (H
Jflf) ThoTo, WIELEORTED H 2 [E - Ml TEIEMICEE MO R THON D
HEAHE SN TND, P 4o T, BARDBHEICEERLZ X0 RS @ T 5720121,
HARDEEFR—IKL 2o T LWELEDZ AL T, izl 28 %
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ZOXDRERICHESE, AARTIIEELEEOHELZENE LT, LX2T MY
—H A =& (RS: Regulatory science) <°7 #7 I 7 CHFFeHERE 72 & O FBEMFFE DK
e FEERIR - B ARRABR T OMGEZ 18 U TR R CEFR AT & L TEMME~D 722
FEMETHD F T A L— a7 H—F 3 ORECHERIC I L2 ERED
BRE 7R EHE AN R D H TN D, VT RS O EEMEITITERLS b TV 5, B

RS &3 1987 I iRy, [ENLfrERERT (B, ESZERG & AR IERT) OFE|IET
BEChomNILFHLIC L vifBsh=f%chsd, YNLiELE, RS & [Fxo
O OWESLBILITHONT, £ OB, &1L ENRFERE, B IOAMME
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RreHncEnEhnz PHIL fTEZE L CEROMBEICET2RF I THhD & LT,
2011 4FIC IR E S VT2 5 4 BBV RN BARGHENIZ B\ T RS UL TRMZHAT O ple R
HNEFDITHENLTD Z & B, BRI IS < MR T, SR, HIB 2170,
BHEHIRORREZ Nt L OFMO ETROEE LWRICHET 5720 0FR ) &
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5 ENEST Bz, RS OEBEEMIIARDOAR L FEKICE VT HBHR ST
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YA ROEARRRSCEKBHFHEOTEDICARRE L TN DT —# e EICHT 285555
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