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Analysis of the Status of Investigator-Initiated Clinical Trials in Japan
and Consideration of Its Changing Roles
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ABSTRACT
Objectives Fifteen years have passed since the investigator-initiated clinical trial was institu-
tionalized in Japan. This analysis was conducted to capture the entire picture of investigator-
initiated clinical trials conducted to date, and to determine relevant facts and characteristics.
Methods Using clinical study registry databases (e.g., University Hospital Medical Informa-
tion Network [UMIN], Japan Medical Association Center for Clinical Trials [JMACCT]),
investigator-initiated clinical trials in Japan were identified. Information on clinical trial notifi-
cation and others was also extracted. These data were analyzed to determine annual changes in
the number of trials, as well as trial characteristics such as developmental phase, design, new
active ingredient or new indication, and target disease.
Results Between January 2003 and August 2017, 235 investigator-initiated clinical trials
were identified. Of these, 82.1 % were conducted in 2012 or later, and the annual number of tri-
als increased from 2012 onward. Phase Il accounted for 64.4%, but recent data showed an
increase in Phase I trials (11 trials up to 2011 and 72 trials in and after 2012). In addition to
trials for new indications of approved drugs (24 trials up to 2011 and 99 trials in and after
2012), seeding trials or trials of new active substances (15 trials up to 2011 and 94 trials in and
after 2012) increased. Target diseases also have changed over time.
Conclusions Recently, investigator-initiated clinical trials have greatly increased and their
contents have changed. This is presumably due largely to the influence of governmental poli-
cies including designation of core clinical research hospitals, and reorganization of pharmaceu-
tical companies such as reduction of domestic development function in the age of globalization.
(Jpn Pharmacol Ther 2018 ; 46 suppl 2 : s114-20)

KEY WORDS investigator-initiated clinical trials, clinical trial registration database,
academic seeds, core clinical research hospital, open innovation

IR TERR S DAL v au P — ¥ A T4 AN T 727 —=R88 *ZRERERERE SEEF7e Rt BREE: (E3RPEsE
)

Yukiko Sakakibara®'?, Masayuki Kaneko *?, Mamoru Narukawa™*? : *'Japan Medical Affairs, Japan Oncology Business Unit, Takeda Pharma-
ceutical Company Limited, *ZDepanment of Clinical Medicine (Pharmaceutical Medicine), Graduate School of Pharmaceutical Sciences,
Kitasato University

sl14



Jpn Pharmacol Ther (FEPEEJA¥%E) vol. 46 suppl.2 2018

& U & I

AROER - BN

2002 4E 7 H, BEEREICL D THSIBBEERT 3
Fi BT AEESRT s, BHETH, BEIEHOEIR
B D EMDOFHEIC BT 244 (GCP A1) DYUEIC X
D, BEMiTEOBRE (74537 HSEMT 5 EHRM
BAFED 72 @ DK AER) D FhtiHshlE Bz 72 - 72,
FER T SRR Lo S o HiN L, b Cld 3 TieK
AINTVD, HEVIFTTICEHERE LTI N T
B, BHEESTOREESECENTH Y ks,
Bk EoMBIc k) BRI TDT, HAT
ERINTORVIEYICOWTERBEEZIET &£ v SE
5ThH-o7Y,

Z D, WOBWRRE, SI5ILTATITHY =X
DEFERIEH 2 1281 2 ERli EERBROSLE SIS 1
2 k91T, MFITIEEKT T HAFOHHINESE %
PEAHL T o DIEEHIRshTE LY, &
512, 2015 fEEED & BRIRITZE PR BE s B i 1 3D
TEfME N, EHTFERBRO FELEHEL SO0 LD L
ALENTWEY, Zok ) ICERTERRZ, T
DRIFRAMTEIC X 2 BHFEHNE F 22 WHEIRIC B 1 5 WEKGRESE
HIDBIGIE AR &, FiEls — X% o 7 R Se BT 7
EWNARD 7z DWfFE & L TRE L BENELDDOH
prEZON, WRHENEE-STW5,

L2 Ladss, BEAIFEGER OGS A DI, 401X
RSN OMNIIREINT, HERIZEWTY
R il S EABR USRS A 72 RIS I D
HFAGRIFHFNE % < 1x 7w, —WIcEHEE NS
JRR & LT, BERifloBaE»ERTHh s 2 L, EKE
ST 2N — Doy F U DML &R E
BHIT5NTWBY,

PR EEABR I T 2 SN TG SN T L B IFER
st % < F, BEREFEIRBR O E 1SR 2 BUR P
A, FREOFEAN T 2 BTSRRI, BRE
BF—1F9%CRCOVEGPEGEDLEZ L TwBHA
FEiieFy b7 =25 D% K — FHEFRTELHNET
H oz, % OBERZEIGERO LRI DV T, #
AR ORI EIC BV 2 BRI LIRS FENE X 17
Boitdh &0 6 CNERET 22 LIZTHETH 578,

BB T —ADARIBoNE, ZDkd, Eiih
DIEER, HHAVIRKT L DDKBICES o> 720R
i % G o 72 PR 25RO EHER DL NE DT 2
ETIfTbhTnkhnY,

AT, BEE CICHE S T\ 3 R E G %
RELZI ZTZORMMEENEL, WO HINPNE

LR AEWN ST B L EYIT, ZOREELLE O
T2 2 LT, BEB XOSHOEAIFERRICKD 54
LZEENCOWTHN TS 2 E2HNE L,

MR EFE

1 7%

GCP Ik & U TRl 338G B FE i A3 A T & 9172 2003
fEH 5 2017 4E 8 H T, KRB ERT—4
N— R 7 ISR S N IRIFYE D © ER 58T
E L7,

T 2 RS R T — % X— 2%, JMACCT
Clinical Trials Registry (iR aE g 8% 2 7 2)%, JAPIC
iyakuSearch (—¢EIE AN HAREEEHRE » & — IR
HEREH)®, UMIN-CTR (BKABRE R 27 4)7
L, &Y A MRS T 2 1H 4 DEKIFRE O
WE O TARFFED NI L 72,

DTFOFMEIZLD, oD T—8RX—29 6 EfliE
R R I L 72,

DET = RXR=2AD0 5 YRR % key word & L THR
L, Sl & il 4 R IC oW T, SBRY A L/
Hiv% EOXFICEMFERBFO XS INn T3
56, b LARRBROBE LI Tw 2 Ga%2 R
fid iR e LR Lz, 5612, REBRBZRNT
%7012, FEMBEMTHEZ EOHEAPMEEMNE TR D
ERMERL 72,

@EMERE LT, BAIFEEERIEE LT Tiin
P& LT 2 58 2 a3k A A AR 2 HPY, )52
HERETIRIR R T — 7 R =290 5 R L, Zhoo
DA DSy, BIEEICOWT, RS —
FR=2%FHWTHET % Z & T key word iR DFEH
2 & iR Z#SE L7,

QF o IHFARRBRE S T — ¥ XR— ZA DEMIETHI N
T 5 ENZAR R B BRUIAE AR — 2 vy A
FO2:5 “RER” D key word THIH X N KD % |
RO FIETR S N R & WA ST TR 21TV, s
DEFARIZE D & BRI R Ch 5 2 & 2RE L 72,

@ FELTIEIC X 0 s rIc B E & N BT R 2
gz, REBRORHLe, NREE, ERETHEZ &0
A2 72012, BRBGRT — & X— 2 1Bl
T3 TEEEZ R L 72,

- W (a3 44)

- PR

- ilBR D phase, #EEHE, TYA Y (7 v ¥ kD
i)

- EEBAR H, BT PEH, SUBRSEMRDL AR5

s115



Jpn Pharmacol Ther (FEPEEJA¥%E) vol. 46 suppl.2 2018

x®1 EMEELRER BER—B

4k 235 100.0
Phase XL
Phase I + 1, II 83 35.3 EC RS 33 14.0
PhaseIl +1I, I 94 40.0 Z Dfth 202 86.0
Phase Il + 28 119 || $EzhosE
ZDAth 30 12.8 P I 5 123 52.3
VAZ N4 rRORR iR 2 27 11.5
f 56 23.8 TR B 38 16 6.8
e 179 76.2 AR R 14 6.0
BEBREHL 7L AL 14 6.0
1~10 42 18.0 ZDAth 41 17.4
11~20 64 27.0 | FEME AL
21~30 44 19.0 KA 161 68.5
31~40 22 9.0 AR 7 L — 7 9 3.8
41~50 18 8.0 oty — 35 14.9
51~100 25 11.0 Z DAth 30 12.8
100~ 17 7.0 | WAL
A 3 1.0 fed 29 12.3
BE - KRR AMED P 138 58.7
WEAKERIE 125 53.2 HABE i 2 44 18.7
RAKGRIE 110 46.8 Z Dfil 17 7.2
T AT T AR 63 57.3
THFIT 47 42.7

mHH Gl#Eayd )
- SN A
- MR RO
GO@THIH LZHEHBEZ Y L1, A BHTE B 550
S, EMETSR L, FHEE I 27201 Tado
Bz BmL 72,
c BRI O HARIZ BT 2 A&GRIRIL CRARRR £ 72 13K
)
< EEhOY R (R4Y F 72 I REIEE D & FE)
CTATITHY X
- FABE AR E TR (BAERREIC K 2
TH PR G DIRE 2 Z T M HOBEZE b
Lz, FEEZERNRE LEHBRTH 30 0H )
- FEhaE AR OERE B (R /IR 7 v — 7/
At vy —, BRI
BICE o T —ADEE, ABICET 23R
W
2 BRFE
1 CREE L 2t 7 — 2 HEZH VT, DUNISRTE
WaREH - oW T 2L LI, ZRFROBHEEIZOW
THET L7z, &E, FRERIITEH L T BEHICOWT
&, BAoNBEN (HEOEMAZE) D TORM
2RI 72,

s116

- 5B phase Jll, BUBRIRDBEARGE /ARG, SRS
EAEALIA, WA ORI O B A 350 5
ERAHER

- @k phase & HBRHER D 7 v 25t

- Al phase & BUHER DB/ AKA D 7 0 255t

« ATRFRIELN 73 B O PR A A ERA BRI R & SRR
FEHEEL™ D HLiL

S Dupig=Villkokid e o) a

7o, ARRIUHC R o 7o/ RIE 2 R L, iR

DRED G & SBRBHIGAE D> & AKGEHUFAE H % T DI
(FRfE), HEXTy, KRT =88y 7r =Y DA A
TRDLZ: &= BT L 72,

1 EkiR

2017 4¢ 8 A 20 HIF pi O K FEERAGBR G877 — &7 R —
A0 6 EETTEERE S LTl - R T & 23R 235
B CThHo7 (R1),

AERORH & LTI, phasell Z&3rilEi (phasell ¥

*PMDA 39 0 1A 5 Ml 50 X 0 3R BR I % 5
H



Jpn Pharmacol Ther (GEPE L GH#E) vol. 46

[ FAtARERE —= PMDAEERTFE /A58 /R H K

80
70 20125 E 2012FE
] wp T
60 -
BitA 39 193 3
f(SO- AERE  (16.6%) (82.1%) (1.3%)
& 40
Fray B =
mso— =
20
Oﬁ = [ = —
o O O O S
UM WM WM W W MW MWW K
<t D ©O N 0 O O~ NN MO < 10 © M~ O
O 0O 00090 »~ ™™+ 1©™ 1+ *© — —
o O O O O O O o O O O O O O
[QVINa\| [V oV AN oV BN oV BN o U ANNY o U ANNN o VN oV Iy oV Iy o VN oV I oV

[a\)
X 1 ERIEERROMMEQFERER
1 ARG T — & X — 2 DHHIRE 123 2017 4F 8
H20 HIFECTH 7 2 b6, 2016 47 DU o PR Rl 13850
BOMIEAFETEA I THo

721% phasell, 1) 2% <, 2KD 40% % fioH, R\T
phase I % & ikl (phase | £ 7-13 phase I, II) %335%
Thote, AR5 E & HE S 115 phase D
BEo#BiZ 11.9% 1 & Ko7, BTV A vicBWw»T
&, $80% kT v ¥ LbERBRTH -7, Ty afl
ol b 20% PSR S LTV 2 IRETH - 72, B8R
FHUE n=11~20 DRI H % < (64 B [27%]),
n=1~50 £ TOHFHRHE L DOAIEN2E DK 80% % 15 &
T, —J, n=100 Z8 A 28k 17 Rk (7%) H -
toﬁ%%%%ﬁaﬁ£%m% THRIE A, kTl
DHEAEIIZIFFAETH D (53.2%/46.8%), KAEARD I b
7%%\7%/ RE 47 Bk (42.7%) A En Tk,
72, TIPSR & L CIRED M D & 5 iRk
1 33 3B (14%) TH o7,

FlBR I AR 1%, REWEEDS 161 5k (68.5%) &
b %oz, MREREHLRIZ AMED (ESZAFZER 7S
BN HAREBTZERHFEHAS) A 138 Gl (58.7%),
HABEfli2x 44 3XBE (18.7%), 423 29 ik (12.3%) T
HoT,

T B OHER 1%, BEAIEEIGEROH LI, 2004
Eﬁﬁgmwiﬁifuuﬁu~ﬁﬁw¢§)f%o
7o3, 2011 4RI 13 5hBR, X 612 2012 fEEEDIRE )
%ﬁm%MLtommﬁ&uhimﬁmtﬁ&iw%ﬁ
e, ko 8#Hb % o Twik, REEHE & PMDA
(BNZATBOE A B3R S R B a R AR 1 dil S - =
Fili S B B i HH Y % BLlE L C 8 AR D HE R i s
Ao (B1),

2 EER phase/#ERZED T

#1B% phase 1%, phase I Z& it (83 k) 252012
SEEDREERINLTE Y, 2011 ELRTE 11 35U, 2012 48
FEDIRE 72 5T H 1, BAFEF WD phase I 5RO F i E

suppl. 2 2018

W BEEER [ FRARR (%) [ RARB(THTITRI—X)

60 - 2012FfE 20124
LI L
50 - 2tk 39(100%) 193(100%) 3
4oL  ERB  24(615%) 99(513%) 2
*}‘ 15(38.5%) 94 (48.7%)
30 ‘55% 777\] [8(20.5%)] [55 (28.5%)]

0
Ty T
R R gy
885882 dpyserse
SSSS8SR8&R&ERERE
B2 EMESAROREE GURR/FRR) OFERES

EBIEEFE L o TE TV AR S 2 ko 72,
phase & #ERE S DORIRIZ, phase | % & triklit T Dy
FH O P YLE % 18 4, phasell % & T ekl 30 #1,
phase AR DFRER L 27 il CH b, —MIVICBFEDFENE
9 % phase | £ FREOHEBEHDOBBETITODNL TV S
Z R I NI,

BRI D WK R/ A AR DERMERE D 5 1%, JEER
HRROEAEZWNRE L ZABEMPED N TED
(2012 4EFELART 15 38R, 2012 4EEE DI 94 3R, B 1
RER), BT AT I 7R — ADRED 2012 £ DK
WINL T RERENHS I o7 (K2), WA/
7K#8 & phase & DBIRTIE, KAEAFEICEWT phase | %
GUBRD R HO Tk, FRICRKRED P TH T
AT TFEY — RADFERIZ E T phase | %2 & 3rilEi
55.6% TdH % Z LRI N,

BRI O H5h oy B O FRBR SR T 1%, PP
%%ﬂ%kbkﬁ%#&%%ﬁ@f%@,%b?$ﬁ@
FEAISE 12%, PEEREREHIE 7%, © 4 3 v - K - K
FHIRGREE IR 6%, AW 2rEHE 6% THh - 7z,
PMDA IZ &l S L7z R 3EIRBRG Ml O 7 — % & ik §
% &, EMFEERE TR PUEEEEEOE G2 52% TH
Lz EpREn (K3),

3 HBREEEEER/ MRERERS T

SR ENEE AR I oW TS, B TR
WCHE S 7 BERRITZE b 11 Mgk @mﬂﬁﬂ%
NRITEED S DFEFRID Hb THERE AL Z
2, FPEEDSERIRIT S P AibE T d - 7, BTGB
DOFENIEM & & b IEIRITZE B T D FEHEH & 133
IEmcd 2 2 L3RS,

BRI D HERE T, HARBENISIC X 252483
—ZELTED, 2015 FLIHTO TR AE, BIFHZHES,

s117



Jpn Pharmacol Ther (GEPE L GH#E) vol. 46

[EHESN:S

e/
6%

E43 M.
HRAEE
LR IR 2
6%

B
[
52%

suppl. 2 2018

EIRERE

E23 M-
RRAES
REEERE R
13%

TRIRSRE HE iR
7% 2B
fﬁz;;i TBIREEEHE
9%  zoft R AE
(& RZFE] A%
10% 10%
Top5 [ R sk e Top5 M IREE
1 YU s 5% 123 1 P i R 1719
2 BRI EIAE S 27 2 B8 I R - AT R 940
3 (EE T EgiiE S 16 PEEE#E

4 B4 3y iR - A3 14 3 R R R 752
LAREEERE 4 Z DAt [HE RS A 739
5 LR/ iDE | 14 5 e S 635
Z DAl 41 Z DOfth 2625
&k 235 it 7410

X 3 EWoER RS (EEERREDOLE)

SE1 EBAIDRBICE->RT—X BERSD - HiE
H-BET-Y/NvT—Y 24 HBR (20%K%)

PEEEL %
&t 20 100
S X 5y
(1) FAERIR & B B, 7 35.0
(3) Wil Akl e 3 1 5.0
(4) FrEhuepEEEm 5 25.0
(4) FrREpRsy, (6) Wi RESRM 6 30.0
(6) HiHIEPESR 1 5.0
iR HiE
T A5 PR 3R 14 70.0
oA 2 10.0
B A 2 10.0
L 2 10.0
HIEE T — % 8w i = P A A ATUIRIL
Ti72 2 FHmE R 8 40.0
— TR R 6 30.0
v 6 30.0

AT @4 e &0 o O 8 E 4L L 2015 FE AR D
AMED BI# gt Rz FoTwk, £, 4
T X BRI X D S X 5 ERER DY 2011 4L
B o dize (28 ikBR, 1 RABRAEEEARE)

AWFZE TR L 7 235 GlBR O BEf EIRER D 9 B, W

s118

FIRBIC B W CEIFKRIFIC R - 77 — A 1% 24 l5x
(20RHR) Thot, KB RVI En6, HiliC
EED, Oitic &k o THEZ EidfTb R o 7203, kG
O ZIERT 2 (BE 1),

% =

AT, BRI SR T — & X — 2 % v CEH
TR OREE % i\ AT, EAIEE D 6 ARSI LT
% [FAEJE % ¢ oo BRI 32 80A 5 o0 YA B Filil e %00 307 7
ThH DI EDSW, KK TR 80% 0 PE T T8 Bk %
M - RHETAZEMNTERLIE D (235 3lBR/307
BB, JE AR &SR — ¥ X — 2 Lo R
HOERIZH 2H DD, ZOFSHEICH-D = Ehi TR
EOWB %2 £ 525 2 LIFARETH B EEZ B, Al
FETARR O EMEENLTERIN L TE Y, B 20124 DI
THAE RWMDFRD 5N tz, T ORERIE, SRR &
& PMDA I H & 40T 2 Gl s F4E DU, 2013 4F
601 f:, 2014 4 601 1, 2015 4 657 £, 2016 4 645 fF:
&, 600 fFRETCETHBL TV IR THL I L L
Wl 2 & (FlalE & O x ARG FEE) 2, §EIE L BF%
SCHEHEME - FLHIPRER I R SRR S R fi 53 7 & D BRI
FERBR D HEME & S B 2 E i o k2D 2 BT T



Jpn Pharmacol Ther (FEPEEJA¥%E) vol. 46 suppl.2 2018

2EVRA D,

NS OERMFEERBROBIE L Ui, {5 phase,
7 vy ab, PEEE EOBlED o, HIN/INED &
rhE D phase TEkER & L THMSI N T3 Z %0
73, phase Il -+ 7 > % AU IEGRER 2 & R AR 722
MERE LTH HEINT LB I Edbhot, FE
ZALOEEEEFTEL 2L 25, 24¥ phasell BSK¥ET
H > 7RD 6, 2012 4 DUFE phase T 238§ L T& D,
DT LI, KEKROEA, FIZTATITHY—RAD
B D ERI FEIBER OB MOFEREY v 7 LT3 2
25, FERITFERERIZ DD T OMEFFEIE DB KD
SHHIBHFEAN EREDEML TR LDENEEZS
ns,

BIERRIRIFZE IR B I R E S 40T 2 REAEREE 23
Aty =0Tk, 7HT7 I 7% —X & LT phase
[ 72 £ O WHIBHFIGER DRI I T b TW0 5 2 L2
S TH-oT, THATITIHY —RXOHIH6 1%, BEhid
EIRBREN D & MEANDEH 2T o R b S
TV s, L 24—V /) R—=v 3
VO HADBHEEINT WS Z ERBINT, TT
ICKRFREERETIIREBNICA =7 A ) R=v a v
N=bF =y TEZEF LT 20ERH D, 41
VY —ADIEH L &b ICHIE O PR & BT D RIFRIC
DRITFTB I EPEEING,

22 il 32 3504 B FE M 5 AT A AR O AL I3 L DD &
D, R A AR BE T o A B 9L B oo B, [
(AMED 7 &) O X 2 1G5y £ — F ofiiflic k b,
FEEARO BRI D DB H > TE T 5 2 LM
FKTE, S, BIFO THARRAIZE LT 7 v 12d
IREIND L DI, KD ECAIEES D EZEREE A~ Dl
X270, HAORIZEI R H D 2 AIFEE SR
BB L OERTW OB ERE (AMED #£%) O
FHRBED 2 S0, BRI RIFZE b sk 2 TG L
7o TR SR 7 & OWIZERFE DHEED G 1T ST B
oY, SRR PRIEEE D 2 W I3AENE Lt
RS 72 BT S T B AR T FEM I X
SIS S Z L TPREIN S, K LTS
70 7T L0 FUHPESR G R SRR B i 25 e & [
DEKIZFFICETINTED, N Dk E, B3
WEDFAFEMIC BT 2 BAGRIERI ORIRE - 21 b 5 i
A - HEROBEME L COBEMIEEIGEROHEE v X
DL A, THTITHY — AOHHERN DAL %
HiE L 2B S om e BEER 72 Eoflthz i E L
7B TH D, EBRIC IS OSIRBR DI, PEATTE
B HEENIRIIM L CTE D W, S8 Z iUt v ik®
KBIZO R BHR T — & ORI BfE S N 5,

PR Al G BR I 0 2 BERARZER o R & v R Ic b 2L
WHRLNTWDE, O TOMBRIZE W TIE, FEERt
kD% I HARBERZ, 31 AMED B# CGHREAAE,
EFEEEA, EAETIEOBERSTICE T 0% E) T
b, BERIEHREORMEZ L TELLE I AL, EFET
R R AR L L CTF = R—=R IR E N Tw 3
BN SEDHB D 2 T\ Te, % L DIPLHVEIEEE 3 % xf
RELERBTHY, T/, OKEBEIIBOTIERNY
Fr —R¥EPHR I N,

WAE, A7 & DWFZRE & BR0E T 2 wFuas R R
R EOFEWEICET A AL ¥ 2c kb, WFgEE I
BHFRICB T 2R L DD Y HIFRKELS AL, B
W iE, 3D S B ERBRAN OB L X
NT03 EQEMBENE I NI L, T, SEIHR
ZRET 2FNCED O TESRMEEZITI) L)Xk o
LEhEBbTonsd, SHRIEANERORALH D
SRR RGO BB RE SN L 20, 2
DR D & D Jiic DT b ko sh 3,
X512, 2018 4EHED & il T DRI (GRBIER <)
ICEBWT, WFEHE FEERITE L, WEORBEMRIEL D
PIEHEOHHI LR S &0, EHEloNSRE 2> To
5, LEh>T, S, G§ - BIRIFRERICE T 54
¥EL 7 AT TROEEEIC oW TR, BRI B
HEETE KL HIETH D, WFZEHEH © ORSHKE
HINEEICR>TL B EELD,

AHEDORF L LT, HRABERT =5 =205
DERIEEIRERO M R (2017 428 H) & DBfRT
T DB SRR & 13 T N COEATERBS T L &
NhhroztwifnbiFonsd, £, KWL TIizE
D 2 ERiFERBROAZMH L TE D, BEHEE
S0 A PR AL, 2 B o 72 PR AR O E RO
INESHOMETH 2 LHEZX D,

AR D BE B E R ER DK & RN I E D2k
1, BRI OIREZ I L © & 5 EH DMK
P, BEEMED 7 n— Uiz X 2 [ENOWE - BIFEL
P /N7 £ OIS X 2 FEIPAE E BEFE AR 8 2R
MOWERKE W E b, EiTERBIL, »DOT
DFEMEZ E ORI X ) BEEAZEINERE 1T 0 2\ h
F % R SRR SHE T 2 LI RED S, HAFKED
HOBTH 72 AIEBHFE D FRMEAL & W ) BENCE L L TE T
52 LR, EEHEAHET 2 2 LNETH
5EEZD,

s119



Jpn Pharmacol Ther (FEPEEJA¥%E) vol. 46 suppl.2 2018

X [

1) ShEr, TEMIFEREIC O W, EOMIMoREEAGE %
MPVERIE  No. 22, HAERiS
http://www.med.or.jp/doctor/member/kiso/d22.html

2) WP - SCHREE - IREIHEE - SRIFEEA. g

fih - EREERAIH O 72 D 5 AR

http://www.mhlw.go.jp/houdou/2009,/03/d1/h0305-1b.pdf

JEA S, BRI R ERBE I D W T

http://www.mhlw.go.jp/stf/seisakunitsuite/bunya/tyukaku.

html

4) WNE—. 7hT I 7REFERMZAMT 27291 —BEAiFE

HEOTEHIC X 2 HERRIE HG 2 8 % 2 —. BORWF

= a2 — A 2015; 44: 13-16.

JMACCT Clinical Trials Registry (HfiKRERE SRS 257 L)

https://dbcentre3.jmacct.med.or.jp/JMACTR/App/JMACCT/

WhatsNew.aspx

3

N

5

=

s120

6) JAPIC iyakuSearch (—UEIE N HAREREE S v & — IR
BB )
http://www.clinicaltrials.jp/user/cteSearch.jsp

7) UMIN-CTR (HRHEEGR > 2 7 L)
http://www.umin.ac.jp/ctr/index-j.htm

8) AistLHE A HAERM 2 HP
http://www.jmacct.med.or.jp/clinical-trial /results.html

9) JEAEF BRI T — & R =2
https://mhlw-grants.niph.go.jp/

10) ESZERIEPSEERL B BRI SR A — v A b
https://rctportal.niph.go.jp/

11) PMDA &bk B2 32385 5 0 1E 5 il 4
http://www.jmacct.med.or.jp/clinical-trial/files/crinicaltrial _
notification_20171208.pdf

12) PMDA 3E¥) 555 i Hi5k
https://www.pmda.go.jp/review-services/trials/0014.html



