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®1. 7OT7EEDZHFEARKR UMRCTH

(E77] [EET7CT]
country AEE#M | MRCTEL % country HEEZ | MRCT3L %
China 15,218 2,006 132 Thailand 1,239 830 67.0
Japan 5,797 2,597 448 | |Singapore 969 832 859
South Korea 4,357 2,989 685 Malaysia 813 735 904
Laiwa’:( 2!;;; 2!523 825 | [Philippines 506 469 927
ong ¥ong 815 | [Vietnam 363 267 736
Mongolia 17| 4 235 ind - 554 22 165
North Korea 15 18 1000 | [ndonesta :
Macao 7 7 1000 Cambodia 12 8 667
Laos 16 7 438
(E727) _ Myanmar 7 5 714
country SHEEH | MRCTHL| % Brunei | 1| s0.0
India 3,802 1,023 269 Timor-Leste 1 1 1000
Pakistan 292 58 199
Bangladesh 132 29 220
Sri Lanka 52 37 7112
Nepal 48 24{ 50.0
Bhutan, Maldivesid 0
*2. EEDOMRCTEIENZE1E
2000~20144F A4 20154 ~Ftg
China 24.2 % 132 % Y
Japan 14.6 % 448 % A
South Korea 56.1 % 68.5 % A
Taiwan 76.4 % 82.5% =
Hong Kong 84.6 % 81.5 % =
Thailand 76.5 % 67.0 % =
Singapore 89.3 % 859 % =
Malaysia 921 % 90.4 % )
Philippines 93.1 % 92.7 % —
India 55.6 % 26.9 % QY
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(30 (%)
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L Il J
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Southeast Asia South Asia
@ Total Clinical Trials ®MRCTs &2 countries) *¢MRCT%

X2. HEH EMSMEIZHITEMRCTO & HfEE
(EHHIEHY)

Thailand (n=s30) Singapore (n=232) Malaysia (n=735)
T 1 2%

P ‘%

A'“

Philippines (n=459) India (n=1,023) = Autoimmune/Inflammation

= Cardiovascular

3% z*x,
= CNS

= Genitourinary

= Infectious Disease

» Metabolic/Endocrinology
\ = Oncology
= Ophthalmology

= Vaccines
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= Oncology = Ophthalmology = \accines
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BRORERT A BLOE KRR CHOWLZ
% FRERAFHA L, B 77 Ml IS
R OFE A5 E L7z, BRI
BT~ FEORFF OO TSIz T Y
7 HIR CORGERRBRORBR T F A BLUOY %
R FRIR C O DAL BREE () 2DV Gl
HEITV, ZRHOHIR CEIK LB DOTZDD
B bR ek Bk 2 F2 i AR O E A 5 2 L% B
e,
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B. WFEJ5ik
RBMERERT LI Y ~ F SO A

2020 A 10 A £TICARIN Ol) =M=
PR IR A TS (PMDA) O G5 & BHBE B ) Y
AT WA E, PubMed, EMBASE, CENTRAL,
EHEE web L0, BTV~ (RA) & ZxI5L
L7= 9 B it Ll ~ 3K (disease modifying
anti-rheumatic drugs:DMARDs) Z%f5EL7-. E
RIIIE, B RLY D ~F 3 (SDMARD) D5,
PERIN /3 FEEIND csSDMARDS &L CARRL- -4
— K (MTX), & OV 112 #) %E (sSDMARDs) @
JAK BREHE, F7z, M 7r0 %] (bDDMARDSs) &
RIS AT T 4y 7L E a—% T, FiHbT
Vo~ F I ThDHAEY 7RI ELHK (-DDMARDS) 3 &
O FHEH) 3R (tsDMARDS) D BHFE D=8 DA A
RER ARSI L7z, S L7245 BRI B
THHEWNORRT P A BLOR BEKIZ oW
THA L. AR B IREY Y~ F




DMERLLT= BV D~ F OIS B ERHG EHE T D
ACR(American College of Rheumatology; ACR)
7D 20% L E=F I LU ACRS0% L FH A FIIES L
7o BAEFNE B IZB WL i)y~ F KT
RS CODRERYYERIERICE H LTz,
(fi EE i~ &)

KA FRNT ARSI RRIRRER T — 2% Tz 2
WIENTIZ/2 DD T, BN R RIT U TR 7R 5T
(ZBE DB FR S DRI RITITRLE L2V,

C. iR
PR BMERRPE BT U ~ T SO A

PMDA 23AFRL TS HIGEE B & OV &
5, PubMed, Embase, £ H15E web 75, ¥
BAEERPERT LY Y ~ T 3K (bDMARDs 36 L}
tsDMARDS) (Z B~ 5 i PREER D s 2l L 72
LZA, 1,952 HEoHENe Y R LUTZ.

bDMARDs %, TNF BHEEDOT XV L~T, A
VIOVXT =T 2 Z VTN, IV AT, B
MNAX~7 X2 5 FNES L. FUL
bDMARDs @ IL-6 fHEH1L, HU~7, b UX
<7D 2 FINFEE U, T MR A e R
HigIET 2T EE Y L7, tsDMARDs &L
T, JAK BHEERDOU RE L F =7, h77oF=
TN F =T, XTI F =T D 4K DR A
HET DERIRRBRN LY LT, it RET X A
iR E L, SHRRERIZ MTX AEENTHD
RER A L-L25, 79 BRI xS L7 -
7=, FEHE I (EHEE) BLOHWSILTO DR
IKBR DT AL OFERI L IS L TR SN
TWDIEIR M Z A L.

BRI A L2 A, TUT IR T
Fhs-iBRL 13 R T, 7UT LSO Hiik
THEESNRERIL 23 B ChoTz. 7UTHE
I TR SR BRIV T b [E RS I FTE B
L CHEESINTZRBR TH-oT-. TOMD 43 Rk
[ZOWTIE, B PR AR BR 0D 32 i #1802 B - 5 1
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IO To e, FRIT X RN DERW . &
7o, 2 TORBRTIE, RBELA LY —]
(MTX) Z O H L= B2 B L L Q. &7,
XS L TIE, MTX BAIZ DTV S ERIR R
Bk 23 71 A B & o 7=. bDMARDs & %\ %
tsDMARDs & MTX % i L 7[Rl L& bl L7z
ARy 4 R, MTX BEOMICKREEEL C
bDMARDs+MTX #4H 95~ /LF 7 — Lk
2 4 b o7 Fo, ARMEO EEFHEE,
B WS O AR 2R T Y A AW
B ZORER, £2TORERT ACR20%EB L
500% 0 #5R 2NA Zh D F BRI H &L CTH W
HAIVTWz, BIEWIM (& 5-HIR]) IC oW T,
EWNFBRCIFEA L ORBRT 12 BN AV
WTEY, AARUANAOT T il TIL, 12 #EfE
24 WO FFNHNBILTNZ, — 05, BRCKHE
kTSN RER L 24 HEBISEHARIEL T
WDREBRNZE A LT, BlEHIMIC ik 2203 .5
.

N CTEES - AR RBR CERASN MTX
® 1l SO GBI A ARORM SCEO A
ER O & GRRESN - YL &) [Zih-72 6
mg/week 7°5 16 mglweek E7g-> TNz, 7T
il TSN ERIRRRIL 6 SR THY, HE
TR EIC R D00, FIRMEEZRELTWD
2 TORERT 10 mg/week LI ETH-7z. Fie,
B HEICOWTIE, EREEZZHELTHDR
B (5 3BR) Ci, 12.5 mgliweek 75 25 mglweek
ThoTe. BOKHUER TR L7 B R R (12 3
BR)yTo MTX @ 1 &0 G- &% 2 7R
ZBRUNT 10 mg/week L ETHY, fiemH&1E 25
mg/week H2HV ML 30 mgiweek LTV HERERN
RKI-Th-o7-.

MTX DA ZhPED Ll i, BZ2m (5 51
M)A 12 BETORMEZENRERET VT Hisk
THEEINTARBROR RA B LR R, A
EWNTHEESNT MTX OFMEIIMO T T
i3 C S S U7 i R AR C O B LR



ZEMHBMNT T,

%72, bDMARDs &5\ % tsDMARDs & MTX
ZF R UTREE MTX BLAIRE 2 FLlge U 72 i R AR
(2O, TUT sk EFET T R R T H M
TR LT=E A, MTX BAIREC X TR %Y A
7 6 ClE, bDMARDSs Cl il 250 52 2 3
EnlE7Rs o7z, — 5, tsDMARDs 1%, ~X7 43
F=T NI 7T =T T, TUT I CORL)
PEDS, FET T Hulik & LR L Ty ME R A3 A b
7-.

ZAMEFHIE B IZB W T VY~ F 3Tl
RSN TWDEYYEFIERIZTE B L. FRIZ, 7
WRIIBIZ OV TIE tsDMARDSs ™ J5 75 bDMARDS
WZEEATHRIEV A D3 ME A 23 b Tz, T
FI72FRA I, xHREEE MTX (ZBRE® T ftho
csSDMARDs 7 ZERICILR T H&, HARNITIE
HARNE L C IAK FRESKEOHRIEZ O FIE
LA ENME R D HERR S LT

i

R
7

D. &%
RABE &R G LT R BB BT R B v~
F 3£ (bDMARDs 35 . O'tsDMARDs) O [ % D 7=
D DERIRABRORBR T A LA ML LR
MBI (RR) OFWAERF L. 20
#it J b DMARDs 35 X OtsDMARDs 6 12, BFED
T2 T S D M AE R B (55 AR R BR) 1%
bDMARDs# 5\ MEZtsDMARDsEMTX & DG FHE
HRBRSEREL L, — 07 R IREEE L CMTXHLAIE A
BEH DT ODDMARDs®H 5\ M X tsDMARDs &
MTXDOOFRREEL Tz, 2o fIT b\f%i&f
TSN T B RRER T AN RE R
ORI STe. T A RMEO FEFEARIE H (2
SUNTIE, ACR20%3 50 \EACR50%23 US4
TERY, RERENIEN -T2, — 55T % 5B
WCBAL T, ENEBR T 1228 AL T
FRBR 232 < RICK Hitek C 324 LT DR ER
Dot 20 R OSRIEEL THWSL
TWDBMTXD F BT, Rk i s B AL

..{
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NOT T MK CEES R, ENRERL
DHLIALIZE HEN WGV, L7ZR-> T
BRI FRBR D F B2 7 A et IRBECH 201

ZERPAMIE F ) 1T RERZERITRVEB AL
D8 MTX D& 5B DU T, 45 il T oK RR

BICHEILL TRRESN TOD I EMD, ki 72 7%
BRNECTLDEEZ BN, 20780, 8D
TR IE B O HilkzE (B ARBR O A %)
PEIZARW ) D3 AE U7 ATBEME D S0 JE BRI [RITR BRI
HARCHEi T 2R A A T RO E S L&
2O, —H BARERST T HIRTOZLD
B AR BRBR C I, Ok s S R C FH & VST
B0, A 70ME S OFLE BRI K el & B2 5
STIHAERATHLEEZ BN, RILERSETIE
7T Ml O I 3 KK Mk L0 A S 3 b\@
D3 AL, PR BE 3 2 N IRIPE O BRUERY 2R
DB CTOWDAREMENE 2Dz, UL EDs%
W E 2 Dl 7 VT Ml C RS- E B L FVEER
IZBWTHERBROMTXD 8% & B L TRk
FEOREARFTHIENEETHLHEEZLN
7z, Fi2, BRI W T, 2RO A R
DR T AL 3 — L= BB EN
ZEFELNWEEZ LI

L AEMERBIE B ClIW 3 o3BT IYYE
(275 H SV TRV REZE T o T2, JEYE
DOHFTHHEARIEIZIZFE H 35L&, tsDMARDs Th
5IAKPH 2 R | ZbDMARDS X ) FEJiE SRS i 2o 7.
N FE T ORI DIAK L E FK T AR
H135 DFIE R <, bDMARDSE A R 3
BIpDZENER D1 LN TWD, Fie, TUT
N, FRIZ A ARCREE THAIRIEZ DIIEN LD
ENRHDITND. REFFETH, TR AEL
T, XEEFEAMTXIZRER T, fitdocsDMARDS
RTTERIYERTHE, BANTFEAARANELL
12 L CIAKBRLEF FED HIRIEIZ O FEIEFE D3 5\ M
MAMERRSNTZ. 12720, 77 MO R B A
Died  SHITHE, BEITE EFNLTWDEHDD,
HR T Y7 MR 7Y T M O I A



TR Tz, HEIRIEE O N 2% (Ml 22) O R
KNEBASTIEARWAS, RS LA REE
WD REE DIENR, WRIEIE Y 7T OB
W7o & DAY BRI S RIZE TN D.

E.

U~ F BB AR BRI TR B E BT LT
= F D BAFE DT DGR RBR O ME)D, [H
BRI FETABRE L CEBIN TV DB TIE, 72
FRERT AL A AR G727 K OWCK sz
GO = LTSN TWAELO D, 5
B G MICBIL T ENRBRO LN T T
Hidsl A 5 60 T fth Mgk & B 70 > T v, [E BR L R TR
Binb RE 22 R 285 A 13, B0k 5 1T
DEVWEEBETHIENEELEZ DN, FT,
TREMEDIIEIZBWCTENREBREZN LSO H
TN DI, EIR G OB NRER D128
LRSI, L EDS [FERE L RE R o HE e
(IR PE B RN LA Ik 7= 1235 B 95260
HETHY M IETIEOHBEBLETHHEE Z
L.
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JEA G T BOHE T A S A B & (R0 @fﬁi‘%&%”“’*vﬂ‘rnﬂ\) YA T ABURAFE S 2E)
Gy fHOBF 5E W&

Sy FEMFFERRE : 72T Mt 36 1 2 IR ERIR VA b DA o S O i A
WFFE R AT 6 AL RS - Al

BT T I (AR, SFRE2) BXOW T 7 ORFEE GEE) 2B 58

WFFREEE R 7 VT Uk (AR /3% A2 ) I8 H1T DG PR FRER A RO AR - 34 % D F2RE A 4142
FTHEEBIT, W7 U7 AR E (EE) IS0 2 KR~ QMS (Quality Management
System) DEOAL AR A FIEL . 727 Hl( 23617 5 E FRL FNRBROHEE I &+ 25 Raf028
ZHBELT-.

7T U CUE, A2 R 5 iak (ASRBE 2, KFHbE 1, BEYRFT 2) &322 0 5 fiiigk (K
Il 2, REFERE 3) i U7z, i[E &b B R FE 5 |2 B 3 DA MESE S FIEE O, A&
Th—= 7, BRARGREREEAE BERR A, A FE ORI A 7 T3S Te, AR TIXE
ANTIEAEHIMEL (6 figg o 1 fisx) , [EERHE R R R B A B O sk b RO T2 (2 fiisk
DF) Zemn, FEERILFENRR IR W I i & SR A B L b b STz, — 7,
IRFAB L TIET R TORERRHNE BRI FERAR B ORBRA A Ly, Bl R D Fhex2hE
MZETHENHEEL THET LN TEY, 2o SILEBEIEFRIRREZ FiT 5 ETOFE RIS
LEZ N7, #[ETIL, Key Opinion Leader (KOL)E72 2K R ER D A+ 6 fiigk 3L 0 Korea
National Enterprise for Clinical Trials (KONECT) Z*I51C, AR RERY A NI DR R ~D
Quality Management System (QMS)D VA D EREA A L 7=, #E DR RBRERBE DR A LL
T, 1) KONECT ZHHX & L7 [EF L1 T ORI H 72 Ef AR BRHELE (K, 2) Ministry of Food and
Drug Safety (MFDS)(Z 2 Btk 2o i) il LIEH B I R T O HE - L — =2 7 VAT 4, 3)
B R SR M % DO FRE i EE OB AM OB ETO— B LT3R, 4) ICH-E6(R3)7 & [FEBE I
Y~ DOFERRAIRTIGR, 5) BER—Z N ORRRERE B AT WL O 7 D2V HE 218 U TR

WESER I T, ICHIZE W RESIZTICH-ELT7 : [EBESE[F
RE G AL RFALEIZERTRRE BT TRBROFHE M T WA NBE 95—k R I
THHARTAL | T, RIiEEZZE LT ETo
A. BFEHRY AREREHEIINZ, B O Ik Z A LT 5
A-1 7T HlR (AR, SFRZNIZEBITD pooled region® & 2 TR RSIL TS, ZIVET,
IR ERER YA b DI - i 12 B 9~ 2 i A HAENFE T HEHKMLEDRFEITIBNT

T, [EIEGLE O BRI L7 DR 3R pooled region® A HEMEN B2 Hittik & L C, ##[EH,
DX, SEFIEUTHMN, ZAUCKVBIREIL RO HE, BESORT VT ISR 5 R RER
—IBIZHD. OOk D A TOBRFITIERD DO FEREIRILEOFREM ThTz. BITHEETY
LEITHY, I0ZhEAT, Bl 7B FIEEL T T HSBIC BT AL L T Z A, XhF A, A
E BRI NGB T 7 i LV B I3AE < m ko RRT T DAFRERNC LD EFEREEFICE TS
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FA, 2. ZA, XhF L, ARXTT, T4,
~ L —3 T O5HENZBITHRFBEEOR, BrkBEs
(2B 2 BUR &L EBRO R ET TR, FER
AR~ D SR A & FBR 1 T 12 BRI 5 A M D fH]
DAL THoH, pooled region?d A HEME A B
LT EDMETRSL.

ZIT, TVETOMAER REEIS, TOTH
o E B FENRBRO FEEIZ AT, HET YT
Mk, BT MU [E AL TR BR A TO BRI 4
B L7 D B AR BB YA RO - 54 55 2 B D7)
2T HZex BHRICH DAL THOZEE LT,

2 HERDARFLET, BT VT HURD AR,
IRF AL D2 [E 2w BT [E B AL FVRER O FEfit
BREBEDFE AT o7z, BRI, BRARGERY A
RO, TEBRIZIEIZ 03D TINEEO IR,
TRBRICHI ] AT REZ2 i fi - B AR 5 D BLIR 240 9
LHEEHIT, IRRAE T2 ETOMRE, M
HZBSOEMRNELH LI, EERILF
HIEL Qe STp RS E: AT W=t i s o s R Nl = E =155
7-.

A-2 T VT IO REFE FEE) BT DR

design® & x 3 AZHIL TS, B IRERBROJR
T — A2 EE BT DA RER A NI T A H AR
72QMSD R, BRARFRER OB 2R ER TS
fRed CEHE/ZRRVMA THLHES 5. #E)72
QMSTEEN A5 A L7 il PRERER YA & D 73
E B FVEBR D RINC AR v R THY, 514, H
A7 QMSTE BN HUDAHT o B AR SRR YA R0 ME
SEAIRBR FE M PE AR L LG E SV A A
DIRELZENTREIND.

T, TYT MR B B EFR L FTEBR O
DR BN EARD B 2 HND T VT Hillk R
RENT I DIEHER T AT & L1 BRI YA -
(2B DERAFABR~DQMS D HL VLA D HEREIC
DOWTIHAEZITV, 797 Hll o EE IR 1A
BRIZHD ANGDQMSTEENZ DWW TIAZTTHZ
Ll EHOWEICHE, 26 B LA
TEREE ARG EL, #EICR T DR ~D
QMSD HVFA IR 2 A L7,

B. HWFFEE
B-1 77k (AR, RFRZN)IZBITD
b R 2B A b D AR - B i\ ZBE 9 AR A

SRR A b U - 53 {46 K OV IR EER ~D
OMSDEHA 712 B3 2 A

ICHIZ LA TICH-EB(R2) : [ 3 i D i R 5B D
FEREIZ BT D EIED T ART AL D& | DFc#&
b2, 1RO SERERICIIT T2 E ~ RV A
> h A7 2 (Quality Management System: QMS)
D FHEDTRBRIKIE L (ZR P —) DEHLLT
s kST, GCPOUGTEH,IZZ D4 5L
(ZHETTL TV, ICH-E6 (R3) D& izt 7=
TEENHEFTL TS, QMSIZ LD IEBRD S T
RIL, 7 — 2% IE T DIEBRIAEE DIEB) D 72
TIERSZ L7V, TICH E8(RL): B K ik o> —fi%
HI7e488E ) ClE, BARHRBRICBITDEZ BIl~0
WA MEEHE 2, BBR OO A 5 S A ] o OY
FIEZT AT D212, RO OFE
7R E2fEFIZ T 52 8% B F5 9 Quality by

7T OO IR AT H AR D Contract
Research Organization (CRO) ThHH A —E —xT A
MASHITHED I AR, (K, "FRF
» DIEERER A S DX — AR AT, Freyr
Solutions fh&Z~_ X —LLTiEELZ. /—E—
T 2R &4 2 O Freyr Solutions £EDH7R—h
Db LA EDORFIRFRERIZI1T 5 key opinion
leader (KOL) DR AT S gk A 385 L7,
MR EIZHT=>TIE, AT OREELER AL
7.
1. EERERY— AR5 = R E
7% (tertiary care hospitals) %/ &L L7-.
2. FEELOIRMEAEIIZ I\ CHE R BR S oD 5
TERDHY, KA~ 1 H GO T i %
PIE APyl
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3. NFRZAAZOWTT, Drug Regulatory
Authority of Pakistan (DRAP) @ Clinical
Studies Committee (CSC) &0 [ Generalized |
Ik 2 52 T T R R FER Bk (Clinical Studies
Site, CTS) &i&E LTz

AN 5 AR HET T VT MR A OB Rk A

512, Freyr Solutions t:EDHigDOH EARFEE D

A H ZE 0, [EERERENRBRAI TIOR3

LR DG IRFRIBRA A SO, TEBRFEREIZD 0D

FNEFDOFEAIRDL, TEBRIFI T rI 72w 0 - 5%

IRFEOIEMW, I68RAE T2 ETORGRER

ARELTORME, Mk EZ BT oF

#, CRC OIEENR BT SV T R (s FHHE B

DICFUEL.

B-2 7 oo G E (#EE]) 12381 DREIA
R YA M BT DI IR EER ~0D QMS D EUHE 2
(ZB IS

B-2-1 [ 0D fifn PR AR BB B - SEffi e |~ 45
(I FEREFHI A CEmE A 2 2 — i)
B-2-1-1 Korea National Enterprise for Clinical

F TR EZ AT 7B A, H/NEBEIC T
2 ER R FRBR SR T, TR IOV TIRA
1oz,
B-2-1-2 {REMERAR B A VT VK
BE) IR DHA A 2 — A

§#[E T1%, Ministry of Food and Drug Safety
(MFDS) (2 fo Tha AR R BR s & L TR E ST
BB D B AR SRR A FE T DN FF TS
TS, ZDELITRFHREEI I RHIER G
Bt Ch 5. w#HE MFDS 23 EGE L I- R A2 R
RERERE &L T/ RFIRPE A8 E L. Bk
R A MO BEALE I CAS Y 71535 Yot i
fbAL B 22—, EFERICIHITD QMS K
Hl DA, BE - N —=2 7K, &EIEFTO
e b, AMELEEE PR, QMS EHIZRIT 51t
A A EFRRE, E RS ILRRER IR DB AL A LR
R, BBV 7V — DO TR, FEREEEIC O
THEEIT-TZ.

B-2-2 i [E AR SR A N1 5 QMS D EY
FLA R DA (R A)

Trials (KONECT) IZB I DA Z =2 —Fi A&

& [ECl1E, Korea National Enterprise for
Clinical Trials (KoONECT) 2% MOHW(the Korean
Ministry of Health and Welfare) > BB RERT & L
T, BRIRRERA L 77 O B% L EFRILRTRER O
Bt A HAOIZ 2007 FRIZRRNLSIV TN,
KONECT (3, ##[EF Rk oD i LA BI & L
T, HRRBRO B MZE(CRA, CRC, IRBAT(TIE
fill, FEAIENZ2E)DHECEBEHEOEALL T
DIEE| S TND.

KONECT D ELH 1Tk 92 s kA2
2—(28D, WENZIT D EIZ I T D E BRI [E
TRBROBLR LA, [E BRI REEREE B2/
BRSO DAE AR, 77 7 N 3 UM E & D 17
(Hil, ERRFREBROE ) L& QMS 3X8;, AME
R B3 2B, ICH-E6(R3)~D%tis, K
IRFRER 73 B |2 36T DN 4087, B AR~ i

B-2-2-1 ERIHIOMEEL

BRI BBR YA NI I1T5H QMS D BGHHLA IR I %
RRANZEHI S 5728, 4F0 5 4R ICVER LT
BRI (RAHER 2) 2 L 7=, BRI, THE
KRR OB b2 R A T RIS OHY )7
~IEBRIKHEE N5 2 D16 D E T~ | (A AR
T¥Wes ERMHMMEES AR,
2018 4= 9 H) V&S B I/ER LTz,

ERIROBRFHIHT-> T, BRABRO
ORISR AR T OEHRITESA Y T, T3
BB OB ) T AMELRE | AR ) T
W SAVDBERL ) TR ER D 6 DDA T A —|T
SYFEUERTEE L CTREM LT
B-2-2-2 Jiigg D - g

HEE ORI R FIRED— D> THDH /L
KRFIFGEDO T I Db &, #EEIZIWT KOL &7
DGR FRER D B & 725 A A %5 5 DORFK
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Bt AN B LT, BRI A 2RI, AR O
uﬁ%ﬁqj—/ﬂ\ \—i) j'%)ﬁuu uit%ﬁ’\a) QMS @E&‘f‘ﬂ
IRIRIEZ TR A LTz

C. ik
C-1 M7 YTk (AR, /NFRZNIZEITD

IREABR A A DDA - 32 DR
C-1-1 AV RIZBF DR AR YA b O] - 5%
JE AR
C-1-1-1 A FiZ
otz
1) VRBR - PR AR B E AR ] O P 7

A ROIRERICEEF DIERIPERL 71T, [Drugs
and Cosmetics Act, 1940 | 33X T New Drugs and
Clinical Trials Rules, 2019 | % FF MR AR SIS,
2) TEBRICBAEE T O RS SE

L] 2 R Cd»% Central Drugs Standard
Control Organization (CDSCO) 1%, 1GBROFFFE A
ZETE L TRY, D& Ths Drugs Controller
General of India(DCGI) 23 &FEHEIRZ A T2
(Central Licensing Authority, CLA LIFE(EILD) .
TRERABIAARTIC CDISCO (Z 8 SRS kA
72 B4 (Ethics Committee, EC) |2 LA FRN M2
L&D A, F_TOIRERIL Clinical Trials
Registry - India, CTRIJIZFHFTE LT HI LN
BHIoiTng.
C-1-1-2 AL FIZEITDEGEIR
G DIRDL

AL RD 5 SDOEFRFEBINOIF WAz, R
1, ANLIRPE 2 fiex, KFwbe 1 ek, EFER
Bt 2 ik Ch-o7-.
1) EREREO AR

TR R G2 L LT 5 DD R BE D Jp R $K 1
200~400 KA 1 faix, 400~600 PRA A
1 fifiz%, 600 FRLL B3 3 fiigk Ch o7z, B L
T L MR DA THEASITEY, VD 4 fix
IR T HAHE L Tz, T TOMiR% TRER
AR ICHIH ATRE A 2 — Ry MR EED A S

3T Dl - i AR AR 0D A ]

FRER Y A b O - 5%

NQAY
2) ERARFERORER

[l NS PR SRBR O BRI T 4 FERE 3 L TR0,
FRZ7 ==X N RO TR R AL >, [H
BRILENABR OB X R MR 2 gk 3 AL T
UL 245 2 RV I AR Y — SR T L A AN R A
DFRERZ AL TS, BlfiY Rk d GCP %
HIFH A ORRERE AT T DRI L 780 o7, BEERH
BRI TIE, BYUEZ 6t G L LTz B IR iR % 2 fit
7%, FERYE 23t G e LT BRR B A 2 sk, &
PERE 2 ) R LT iR B % 1 g 2SRl L
TV,

3) AR Fh A

BERE OV N —REX, T X TORMBENE
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FNRBROBER T2 5 s N AL TRY, 7=—X
| DR T DR AN 2 figk, 7=—Z Il D
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The Regulatory Science Research Project on Pharmaceuticals and Medical Devices, funded by the
Ministry of Health, Labour and Welfare of Japan
Research on improving the environment for the promotion of multinational clinical trials in the

Asian region

"Survey on Environmental Preparation for Promoting International Collaborative Clinical Trials in

the Asian Region"

Questionnaire (English)

This survey targets clinical trial sites (medical institutions) in the Southeast Asian region, which
are considered to play a central role in clinical trials. It aims to elucidate the characteristics and
challenges of clinical trial environments in various countries and key considerations for planning
and conducting international collaborative trials. We kindly ask for your cooperation regarding the

clinical trial system of your institution.

Please note, this survey is conducted as part of the Pharmaceuticals and Medical Devices
Regulatory Science Policy Research Project funded by the Ministry of Health, Labour and Welfare
of Japan. The findings will be compiled and are intended for publication in academic journals.

Confidentiality of the survey will be strictly maintained, and no personal records will be disclosed.

Survey Content

1. Basic Information of the Medical Institution
- You may also provide facility brochures or similar documents containing the following
information:
1-1. Type of Medical Institution
[J Public (Government) Hospital [J University Hospital [] Private Hospital
1-2. Function Type of Hospital
[] Hospital providing advanced medical care, developing and evaluating advanced
medical technologies, and conducting training related to advanced medical care
[J Small to medium-sized hospital supporting local healthcare in relatively small areas
such as daily living zones
[J Key hospital supporting regional healthcare, focusing on acute care in relatively large
areas such as secondary medical zones
[J Hospital specializing in rehabilitation medicine

[J Hospital specializing in chronic care
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[] Hospital specializing in psychiatric care

[] Hospital with palliative care wards or hospice facilities
1-3. Number of Beds

[ Less than 50 beds [ 50 to less than 100 beds

[1 100 to less than 200 beds [ 200 to less than 400 beds

[1 400 to less than 600 beds [ 600 beds or more
1-4. Number of Patients

- Inpatients: [ ] Number of patients per day per hospital

- Outpatients: [ ] Number of patients per day per hospital
1-5.Number of Medical Staff

- Physicians: [ ] Number

- Nurses: [ ] Number

- Pharmacists: [ ] Number

- Other Medical Specialists: [ ] Number
1-6.Management of Medical Records

[J Electronic Medical Records [] Paper Medical Records

2. Your Facility's Clinical Trial Experience
2-1. Experience in Domestic Clinical Trials (in the Past 5 Years)

[] None
L] Yes
If yes, please specify the number of trials for each phase:
- Phase I (or I/II);: [ ] Number of trials
- Phase II: [ ] Number of trials
- Phase III (or II/II): [ ] Number of trials
- Phase IV (Post-Marketing): [ ] Number of trials

2-2. Experience in International Collaborative Clinical Trials (in the Past 5 Years)
[] None
L] Yes
If yes, please specify the number of trials for each phase:
- Phase I (or I/II): [ ] Number of trials
- Phase II: [ ] Number of trials
- Phase III (or II/II1): [ ] Number of trials
- Phase IV (Post-Marketing): [ ] Number of trials
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If you have experience in either 2-1 or 2-2, please provide further details:
2-3. Disease Areas of Clinical Trials Experience (in the Past 5 Years)
(D Trials targeting infectious diseases: [] None [] Yes = [ ] Number of trials,
(2) Trials targeting non-infectious diseases: [] None [] Yes = [ | Number of trials,

(3 Trials targeting malignant neoplasms: [1 None [J Yes = [ ] Number of trials,

2-4. Experience with Regulatory Authority GCP Compliance Inspections (in the Past 5
Years)
[] None
L] Yes

If yes, please describe the nature of any issues identified, if applicable:

[ ]

2-5.Experience with Sponsor Audits (in the Past 5 Years)
[] None
L] Yes

If yes, please describe the nature of any issues identified, if applicable:

[ ]

3. Main Methods of Recruiting Participants for Clinical Trials at Your Facility (Multiple answers
possible)

[] Selection by primary physician

[ Disease database

[] Chart screening

[] Recruitment advertisements

[0 Other (Please specify: [ ])

4. Clinical Trial Execution System at Your Facility
4-1. Are there any public institutions supporting clinical trials other than regulatory
authorities?
[1 No
L] Yes

If yes, please describe the type of institution:

[ ]

4-2. Does your facility have a specialized department supporting clinical trials?
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] No
[] Yes = Proceed to 4-3

4-3. Number of Staff in the Department Supporting Clinical Trials
Please indicate the number of staff in the department supporting clinical trials, including the

number of staff who are capable of handling tasks in English.

Full-time Part-time Staff capable of
English

communication

Physicians in the
Clinical Trial Support

Department

Clinical Pharmacology
Experts

Clinical Research

Coordinators

Nurses in the Clinical
Trial Support

Department

Pharmacists handling
Clinical Trial
Medication

Management

Administrative Staff
Others

4-4. Preparation of Procedure Manuals for Conducting Clinical Trials
(D Ts there a Standard Operating Procedure (SOP) established within your organization for
conducting clinical trials?
[] No [ Yes
(2 Is training provided for staff involved in clinical trials (e.g., GCP training)?
[] No [ Yes
(3 Are there established procedures for emergency response?
[J No [ Yes
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4-5. Facilities and Equipment Available for Clinical Trials
4-5-1. Facilities and Equipment for Clinical Trial Medication and Specimen Management
Please indicate the availability of the following facilities and equipment. If available, also
inform us about the implementation of temperature control and the existence of systems to

detect temperature deviations.

Availability of Yes/No Is temperature | Is there a Note
facilities/equipment control system to
implemented | detect

and recorded? | temperature

deviations?
Clinical Refrigerator [ Yes [J Yes [J Yes
Trial 1 No [] No (] No
Drug Incubator O Yes O Yes O Yes
Storage [J No [J No [J No
Freezer L Yes [J Yes [J Yes
[J No [J No [J No
Sample Refrigerator | [J Yes [J Yes [J Yes
Storage [J No [J No [J No
Freezer L] Yes (] Yes [J Yes
[J No [J No [J No
Cooling Centrifuges L] Yes
[J No
Humidity | Hygrometer | [] Yes [J Yes [J Yes
detector [J No [J No [J No

4-5-2. Quality System

(D Ts internal quality control conducted and recorded within your facility?
[] No [ Yes

(2 Do you undergo regular external quality control assessments?
[1 No
L] Yes
If yes, please specify the external quality control programs you participate in:
[JISO 15189
[J College of American Pathologists (CAP)
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[J Other (Please specify: [ ])
(3 Has your facility obtained accreditation to the international standard ISO 15189?
[] No [ Yes

4-5-3. Laboratory Equipment Available for Clinical Trials
Please indicate the availability of the following -medical equipments. If available, also inform
us about the implementation of temperature control and the existence of systems to detect

temperature deviations.

Available Equipment Yes/No Regular Inspection Note
(Accuracy
Management,
Calibration, and
Maintenance)
Conducted and
Recordable?
Blood Pressure [ Yes (] Yes
Monitor 1 No [] No
12-Lead L] Yes (] Yes
Electrocardiogram [J No [J No
(ECG) Machine
X-Ray (Radiography) | [ Yes [J Yes
Systems [J No [J No
Ultrasound Imaging | [] Yes (] Yes
Machine [J No [J No
CT (Computed (] Yes (] Yes
Tomography) Scanner | [1 No [] No
MRI (Magnetic L] Yes ] Yes
Resonance Imaging) | [J No [] No
Scanner
PET (Positron L] Yes L[] Yes
Emission LI No (1 No
Tomography) Scanner
Others

4-6. Management of Essential Documents for Clinical Trials (such as source documents,
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contracts, etc.)
(D Is there a dedicated storage space for essential clinical trial documents?
[] No [ Yes
2 Is there a procedure manual for the storage of essential clinical trial documents?

(] No [] Yes

@ Is there integration with the clinical system (electronic medical records)?

(] No [] Yes

4-7.1Is there an Internet environment available for clinical trials?
1 No = Is installation possible? [J No [ Yes
] Yes

4-8. Are there any challenges or concerns regarding the collection and management of blood
specimens for pharmacokinetics and biomarkers as specified in the clinical trial?

] None

L] Yes

If yes, please specify:

5. Are there any available (participating) clinical trial networks?
] No
(] Yes

If yes, please specify the type of clinical trial network:

6. If your facility has any appealing points as a clinical trial site, please describe them.

(Please describe the characteristics, strengths, and initiatives of your facility.)

7. If there are any challenges your facility faces as a clinical trial site, please describe them.

8. Information on Ethics Review Committee

8-1. Please specify the type and name of the Ethics Review Committee that reviews clinical

trials at your facility.

8-2. Please specify the languages required for ethics review application documents.

1. Study Protocol: English / Local Language (specify)
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2. Informed Consent Documents: English / Local Language (specify)

3. Investigational Medicinal Product Dossier: English / Local Language (specify)

4. Labeling of Investigational Medicinal Product: English / Local Language (specify)
5. Other Procedure Manuals: English / Local Language (specify)

9. CRC Support Activities
For the following tasks, to what extent are CRCs in your facility involved?
(0 = Not involved at all, 1 = Assist, 2 = Partially involved, 3 = Mainly responsible, 4 = Fully

responsible)

(1) Assisting in the preparation of documents such as informed consent forms [ ]
(2) Subject screening and recruitment [ ]

(3) Assisting with informed consent process [ ]

(4) Schedule management [ ]

(5) Assisting with investigational product management [ |

(6) Creation and management of case report forms (CRFs) [ ]
(7) Identification and reporting of adverse events [ |

(8) Handling examinations and specimen collection [ ]

(9) Collection and entry of examination data [ ]

(10) Interaction with monitors [ ]

(11) Preparation and response for audits and inspections [ |
(12) Handling subject inquiries [ ]

(13) Clinical trial document management [ ]

(14) Other (please specify: ) []

Thank you very much for your cooperation in this extensive survey. The information provided will

be handled with care and compiled in a confidential manner.
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Research project title: Survey on the Promotion of Multi-Regional Clinical Trials in Asia

Survey Questionnaire Sheet

This survey sheet is based on "Japan Pharmaceutical Manufacturers Association,
Pharmaceutical Evaluation Committee, Clinical Evaluation Subcommittee Task Force 4, '16
Key Points Considered by Trial Requesters for the Future Environment of Medical
Institutions for Clinical Trials' (September 2018)"

https://www.jpma.or.jp/information/evaluation/results/allotment/16key-points.html

A. Education for Medical Institution Staff

1. Do you actively and regularly conduct GCP education for staff at your medical institution?
Purpose of the question: This is to inquire whether the medical institution is proactively
conducting GCP education (improvement of trial quality and protection of subjects), not

Just sponsor-led education.
[J No [Yes— "Proceed to 1-A"

1-A Please describe the specific methods, etc.
[J We mandate regular GCP education.
— Who is the main implementer of GCP education?
[0 Research Lead [ Clinical Trial Support Division/Centre [] Other ( )

[J We have defined methods and requirements for GCP education for medical institution
staff.
— Who set these standards?

[] Head of the Research Institution [J Clinical Trial Support Division/Centre

[ Other ( )

If you're doing anything beyond the above, please let us know.
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2. Do medical institution staff participate in trial-specific training and create records?
Purpose of the question: This is to inquire whether the medical institution staff involved in
the clinical trial are actively participating in training and creating records to fulfill trial

implementation requirements.

[0 No [JYes— "Proceedto 2-A"

2-A Please describe the specific methods, etc.
[J When new staff are added or trial protocol is revised, the physician in charge or the person
appointed by them creates training records and Delegation Lists in a timely manner.
— Please explain how the created records are stored.
[ Staff keep individual records [ Stored collectively at the Clinical Trial Support
Division/Centre [] Other ( )

If you're doing anything beyond the above, please let us know.

3. Do all medical institution staff involved in the trial understand the procedure for reporting
serious adverse events (SAEs) to the institution or the trial requester?
Purpose of the question: This is to inquire whether you have clearly established the
procedures for handling SAEs in patients, and are prepared to implement them from the

viewpoint of patient protection.

[J No [JYes— "Proceed to 3-A"

3-A Please describe the specific methods, etc.

[] We have established and shared the procedure for reporting SAEs to the institution or the
trial requester so that any medical institution staff member can properly handle SAEs.

— Who is the main implementer of this initiative?

[0 Research Lead [ Clinical Trial Support Division/Centre [] Other ( )
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If you're doing anything beyond the above, please let us know.

4. Do you have a mechanism for sharing and accumulating knowledge and experience that
helps improve clinical trial operations as an organization?
Purpose of the question: This is to inquire whether you have a mechanism to accumulate
knowledge and experience gained through clinical trial operations in a place accessible at
any time for anyone who wants to reflect, and to share within the institution, leading to

improvement in data quality and efficiency of operations.
[J No [Yes — "Proceed to 4-A"

4-A Please describe the specific methods, etc.
[J We record and share knowledge and experience from external training.
— Who is the main implementer of this initiative?
[0 Clinical Trial Support Division/Centre [] Staff Team [J Other ( )
[] We share successful and unsuccessful examples of each trial throughout the institution to
improve trial operations.
— Who is the main implementer of this initiative?

[0 Clinical Trial Support Division/Centre [] Staff Team [J Other ( )

If you're doing anything beyond the above, please let us know.

B. Regarding the Role Distribution of Medical Institution Staff

5. Are the details of the common hospital process from consent acquisition to the end of the

trial documented separately from the SOP and regularly reviewed?
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Purpose of the question: This is to inquire whether there is a system to clearly visualize and
share among the medical institution statf the trial process, such as who does what and when,
as many medical institution staft members with various roles are involved in implementing

a clinical trial.
[1 No [ Yes— "Proceedto 5-A"

5-A Please describe the specific methods, etc.
[0 We create a process management sheet (a document that clarifies the overall flow of
operations and who is responsible for each part of the operation) and review it regularly.
— Who is the main implementer of this initiative?
[0 Clinical Trial Support Division/Centre [J Other ( )
[J We have a process management sheet as a template for the medical institution, which we
customize and use according to the clinical trial protocol.
— Who is the main implementer of this initiative?

[0 Clinical Trial Support Division/Centre [J Other ( )

[] We hold a meeting before the start of the trial to check the overall flow of the trial among
the related departments and determine the roles of the related departments.
— Who is the main implementer of this initiative?
[J Research Lead [ Clinical Trial Support Division/Centre [] Support Staff like CRC
[J Other ( )

If you're doing anything beyond the above, please let us know.

6. Are all medical institution staff involved in clinical trials practicing ALCOA*?
*ALCOA: Requirements to prove data integrity (completeness of data) / Initials of
"Attributable,” "Legible," "Contemporaneous,” "Original," and "Accurate"
Reference: Data Integrity and Compliance With Drug CGMP Questions and Answers
Guidance for Industry | FDA (PDF)
https://www.fda.gov/media/119267/download
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Purpose of the question: The thorough implementation of ALCOA is essential to ensure
the reproducibility of the clinical trial process and to ensure "data reliability.” This question

asks about the practice of ALCOA in your hospital.
[J No [Yes— "Proceed to 6-A"

6-A Please describe the specific methods, etc.
[J We clearly define the process of creating source documents, and the source documents are
recorded in a state where the same clinical trial process can be reproduced even if a third party
looks at them.
— Who is the main implementer of this initiative?
[0 Research Lead [ Clinical Trial Support Division/Centre [] Support Staff like CRC
[ Other ( )

If you're doing anything beyond the above, please let us know.

7. Do you have a system in place to create Case Report Forms (CRFs) smoothly and accurately,
and are you able to implement it?
Purpose of the question: The responsible physician has a duty to ensure the timely creation
of CRFs and the reliability of data. This question asks whether you have established a system

to create and check CRFs in collaboration with medical institution statf.
[J No [JYes— "Proceedto 7-A"

7-A Please describe the specific methods, etc.
[J Procedures are defined from the time of the subject's visit or occurrence of adverse events
to the creation of source documents and CRFs to ensure timely and accurate creation of CRFs.

— Who is the main implementer of this initiative?
(] Research Lead [J Clinical Trial Support Division/Centre [] Support Staff like CRC
] Other ( )
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[J The double-check system for CRF creation (e.g., rechecking after some time if there is
only one person) is well known and thoroughly implemented.
— Who is the main implementer of this initiative?
[0 Research Lead [J Clinical Trial Support Division/Centre [] Support Staff like CRC
[0 Other ( )
[J In addition to the main CRC, a deputy CRC is assigned, and the CRF is created
independently within the period requested by the clinical trial requester.
— Who is the main implementer of this initiative?
[0 Research Lead [J Clinical Trial Support Division/Centre [] Support Staff like CRC
[0 Other ( )
[] The responsible physician conducts a final check, particularly on content related to safety

and key evaluation items, before signing to guarantee the content of the CRF.

If you're doing anything beyond the above, please let us know.

8. Do you have a system in place to administer the investigational drug properly to the
subject?
Purpose of the question: This question asks whether you have a system in place to prevent
mistakes such as misadministration by ensuring that medical institution staft involved in
prescribing, dispensing, and providing/administering investigational drugs understand
their roles correctly, after establishing a system for managing investigational drugs
(securing storage locations, temperature and inventory management, handling when the

investigational drug manager is not present, etc.).
[J No [JYes— "Proceed to 8-A"
8-A Please describe the specific methods, etc.
[J The people involved in the transport and collection (doctors/pharmacists/CRCs, etc.)

confirm their respective job allocations at the start of the trial and during its implementation.

If you're doing anything beyond the above, please let us know.

51



C. Staffing and Talent Acquisition

9. Do you have a system to cross-evaluate the characteristics of the trial (trial schedule, disease
area, difficulty, etc.), risk, and the aptitude/workload of the medical institution staff and
allocate resources appropriately for each individual trial?
This question is about whether you have a system in place to distribute tasks, including the
use of external resources, by cross-evaluating the workload, considering the experience,

qualifications, and skills of each staft member.
[0 No [JYes— "Proceedto 9-A"

9-A Please describe the specific methods, etc.
[J Discussions on personnel reallocation related to trial tasks are held in accordance with the
progress of the trial.
— Please tell us who is responsible for implementing this initiative.

[0 Principal Investigator [J Clinical Trial Support Department / Center

[J Other ( )
[J After estimating the workload from the trial schedule, difficulty, subject enrollment
schedule, and Visit plans, resource planning is formulated.
— Please tell us who is responsible for implementing this initiative.

[J Principal Investigator [ Clinical Trial Support Department / Center

[J Other ( )
[J There is a system in place to ensure that the support system for a single project is not
composed only of new CRCs.
— Please tell us who is responsible for implementing this initiative.

(] Principal Investigator [ Clinical Trial Support Department / Center

[J Other ( )
[J For international collaborative trials, there is a system to allocate staff who are proficient
in foreign languages.

— Please tell us who is responsible for implementing this initiative.
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[0 Principal Investigator [J Clinical Trial Support Department / Center
[0 Other ( )

If you're doing anything beyond the above, please let us know.

D. About the structure of the medical institution

10. Do you independently perform accuracy management of the equipment and devices used
in the trial and keep the records?
The intention of the question: This question asks whether a system is in place for regular
accuracy management of devices to ensure data reliability, and whether those records are

appropriately stored.

[1 No [ Yes— "Proceedto 10-A"

10-A Please describe the specific methods, etc.
[J The person in charge of management maintains records of equipment and device accuracy
management, and performs inspections and updates records as necessary.
— Please tell us who is responsible for implementing this initiative.
(] Principal Investigator [ Clinical Trial Support Department / Center [J CRC team
[J Other ( )

If there is anything else you are doing beyond the above, please let us know.

11. Does the medical institution staff have a system to consider CAPA (Corrective and
Preventive Action) and share information after a deviation from the clinical trial protocol or

an in-house procedure violation has occurred?
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Intention of the question: When a deviation from the clinical trial protocol or a violation of
an in-house procedure occurs, it is necessary to contact the event occurrence (in-house
contact, contact to the trial requester), identify the cause, develop CAPA, and share CAPA

information. This question asks whether a system has been established to work on CAPA

throughout the hospital.
[0 No [ Yes— "Proceedto 11-A"

11-A Please describe the specific methods, etc.

[J We have created a procedure manual for the in-house process at the time of deviation from
the clinical trial protocol or when a violation of an in-house procedure occurs.
— Please tell us who is responsible for implementing this initiative.
[0 Principal Investigator [ Clinical Trial Support Department / Center
[0 Other ( )
[J We have set up an organization or meeting to consider CAPA.
— Please tell us who is responsible for implementing this initiative.
[0 Principal Investigator [ Clinical Trial Support Department / Center
[0 Other ( )
[J We have decided how to share CAPA (setting up meetings, etc.).
— Please tell us how you do this.
Method:

If there is anything else you are doing beyond the above, please let us know.

12. Do you have a mechanism to prevent fraud as a medical institution?
[J No [JYes— "Proceedto 12-A"
12-A Please describe the specific methods, etc.

[J We regularly share and discuss information on compliance, such as fraudulent cases,

among medical institution staff.

— Please tell us who is responsible for implementing this initiative.
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[0 Principal Investigator [J Clinical Trial Support Department / Center [J CRC team
[0 Other ( )

If there is anything else you are doing beyond the above, please let us know.

13. Is there a system to evaluate medical institution staff based on their contribution to clinical
trials?
Intention of the question: This question asks whether there is a system to improve the

motivation of medical institution staff towards clinical trials.

[0 No [ Yes— "Proceedto 13-A"

13-A Please describe the specific methods, etc.
[J Before the start of the clinical trial, we evaluate the degree of involvement of each
department (clinical trial department, other departments, nursing department, examination
department, radiology department, clinical trial management room, etc.) and document the
distribution ratio of research expenses under agreement.
— Please tell us who is responsible for implementing this initiative.
[J Principal Investigator [ Clinical Trial Support Department / Center
[J Other ( )
[J We recognize doctors and others with high contributions in terms of the number of
consents obtained and achievement rate.
— Please tell us who is responsible for implementing this initiative.
[J Head of Research Institution [ Principal Investigator [ Clinical Trial Support
Department / Center [] Other ( )
[J Research funds are distributed to the medical department.
— Please tell us who is responsible for implementing this initiative.
[0 Head of Research Institution [ Clinical Trial Support Department / Center
[J Other ( )
[] There is support for participation in training sessions.

— Please tell us who is responsible for implementing this initiative.
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[1 Head of Research Institution [J Principal Investigator [ Clinical Trial Support
Department / Center
] Other ( )

If there is anything else you are doing beyond the above, please let us know.

14. Do you have a system to present a feasible number of cases based on clear evidence before
undertaking a clinical trial?
Intention of the question: This question is about whether there is a system to understand

the achievable contracted number of cases before deciding to undertake a clinical trial.

[0 No [ Yes— "Proceed to 14-A"

14-A Please describe the specific methods, etc.

[J We respond after conducting chart screening and checking receipts.

— Please tell us who is responsible for implementing this initiative.
[0 Principal Investigator [J Clinical Trial Support Department / Center [J CRC
[0 Other ( )

[J We respond after confirming with multiple doctors.

— Please tell us who is responsible for implementing this initiative.
[0 Principal Investigator [J Clinical Trial Support Department / Center (] CRC
[0 Other ( )

[J In regular medical practice, we ask patients if they would be interested in a clinical trial if

one were available, and list the responses.

— Please tell us who is responsible for implementing this initiative.
(] Principal Investigator [ Clinical Trial Support Department / Center [1 CRC
[J Other ( )

[] We have created a patient panel.

— Please tell us who is responsible for implementing this initiative.

(] Principal Investigator [J Clinical Trial Support Department / Center [J Other
( )

If there is anything else you are doing beyond the above, please let us know.
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15. Do you have a system that can screen all patients in the hospital without omission?
Intention of the question: This question is about whether there is a system for screening all

potential patients in the hospital without omission.

[1 No [ Yes— "Proceedto 15-A"

15-A Please describe the specific methods, etc.

[J We have opportunities to confirm the presence or absence of potential patients within the

department.

— Please tell us who is responsible for implementing this initiative.
[0 Principal Investigator [J Clinical Trial Support Department / Center [J CRC
[0 Other ( )

[J Screening is implemented even for cases in other departments.

— Please tell us who is responsible for implementing this initiative.
[0 Principal Investigator [J Clinical Trial Support Department / Center [J CRC
[0 Other ( )

[J Regular chart screening is conducted by CRC, etc.

If there is anything else you are doing beyond the above, please let us know.

16. Do you create a case registration plan before the start of the clinical trial, and implement
measures to promote case registration when case registration is struggling?
Intention of the question: This question is about whether there is a system to make a case
registration plan from before the start of the clinical trial and take appropriate measures
when there is a delay from the plan, in order to surely achieve the contracted number of

cases.

[J No [JYes— "Proceedto 16-A"

16-A Please describe the specific methods, etc.
[J We are implementing efforts to promote referrals from other hospitals (sending letters to
other hospitals, utilizing local networks, etc.).
— Please tell us who is responsible for implementing this initiative.
(] Principal Investigator [ Clinical Trial Support Department / Center [1 CRC
[J Other ( )
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[0 We are implementing efforts to find potential patients within the hospital (recruiting
patients through posters, websites, etc.).
— Please tell us who is responsible for implementing this initiative.

[0 Principal Investigator [J Clinical Trial Support Department / Center [J CRC

[0 Other ( )
[J We regularly review chart screening methods (including changes in search conditions).
— Please tell us who is responsible for implementing this initiative.

[0 Principal Investigator [J Clinical Trial Support Department / Center [J CRC

[0 Other ( )
[J We are making a plan for subject registration considering the results of screening and the
acceptance situation of competing clinical trials.
— Please tell us who is responsible for implementing this initiative.

[0 Principal Investigator [J Clinical Trial Support Department / Center [J CRC

[0 Other ( )

If there is anything else you are doing beyond the above, please let us know.

E. About the Institutional Review Board (IRB)

17. Please tell us about the review by the IRB for international collaborative clinical trials.

(D About the IRB to which the review is requested

2 Please check the applicable items.

[J Reviewed by IRB installed in our institution

[J Utilize central IRB — What percentage is it?  ( %)

[J Other ( )

(2 About IRB review materials

Are the reviews conducted in English?

[J No [ Yes — What percentage is it? ( %)
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(Free Description Field)
Please write down any opinions you may have on the establishment of an environment for
promoting international collaborative clinical trials in the Asian region, as well as any

problems or issues you are struggling with.

Thank you for your cooperation in the survey.

The information you provided will be treated as valuable data towards the establishment of
an environment for promoting international collaborative clinical trials in the Asian region,

and will be collated accordingly.

Researcher in Charge,

Yuji Kumagai, M.D., Ph.D. Professor Emeritus, Kitasato University
Mika Maeda, Ph.D. Lecturer, School of Pharmacy, Kitasato University
1-15-1 Kitasato, Minami-ku, Sagamihara, Kanagawa 252-0375, Japan
Tel +81-42-778-9775 m-maeda@kitasato-u.ac.jp
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IS HN S H R A B 2 o AT H%,
BUffIE 1970 FRETENERLEEDF K,
FrFHEDOYUE, AR GO A PE, £ 1L T
HEESORREEIRETD2BORZH AL, 2
IZ&D, A RIETH SR Cled R IR AL AR 23220
ED—2L70, 2D A& DEIELLT 7EANR
] EL7z. #N2f%%, DCA & DCR (Zfkfe L Cff
&, A RO RSB O R L7272,
2) 1970 X ~2005 HF-tH

1970 4£21Z Indian Patent Act (> RRFFFIE) 23
Hill7E, 1972 HITHEATSH, ENOEIESAEFEDN
TERAL LTz, 2O, BEIR G OWE RT3
DT, BUERFTFOAEZRDDHHLDOTHY, A RD
TR ERKGPEEN DRI R T LB LT
1980 4=(Z1Z, Indian Council for Medical Research
(A REZIERF# S ICMR) 23 MR # %%t
LT DRI E T D BRI AL B T 55 )
DI FEIAEREL, 1988 1T, FRICEKR
% #1195 Schedule Y 73 DCR (2 A SHL7-.
1995 ££(Z, TRIPS CHIHYETA HED HE 5 B O
BT D 1) \ITIEA L, Fni i i & f AR R O
#-9-% I'product patent regime S5 R 7l £ | 235

Drugs



ANTBZECED, WS ORIESA A RITHEH
FTHIONTIp oz, £ D%, 2005 AT HK L B H
FHORFFRENRAIFNICROBNDLHITD,
ENETOINHEEDA—I— N =R V&
iz B HICBERGE D2 8IT TERLR o7
00, WyE R E S BEASH, fIET TR —
VBT HREEE T ERD LD DD, Ll
BUE, A NI RHER T — 2 Ot S AR
B RUE § 2 H OERRFEH 21372, AR
BRI X2 72 = R o 7 [ FE R SE 0D 78 B 2
Fel, EROEE~DT 7B AEMHRT HE0D
NG ERERF L TWD. ZEFED eI E K A
IZEoTUE, T —#REDRMD, AR TDA)
N—2arZETLIERNTHLEERHL T)D.
3) 2000 4*tH~2018 4t

2000 42, ICMR 235 A K71 "Ethical
Guidelines for Biomedical Research on Human
Participants” % %17 L, 2001 4£|Z (% Central
Drugs Standard Control Organization (CDSCO) 73
A R®D GCP 57 ARZ4>"Good Clinical Practices
for Clinical Research in India" Z%/TL7=. €D
#%, 2006 “-121%, ICMR # A K7 A > "Ethical
Guidelines for Biomedical Research on Human
Participants" 23tk sT S 417 0. £72, 2007 1
Clinical Trials Registry - India 235%32.340 8, iR
BRI KIEIZHINL 7=, Ll BRRERERIC T
DI HIDHNNCAE D ARG ANE, A2 74 —24
Rear 2 hORFIEE W7 MED L, %
BYESDIREND 2013 I TITRF R FER S —Rf
ARSIz, AR RIEE DT — 212858,
2015 £E) 5 2018 AEDRENC, FRAGBREEDIE
CEHFIEFE 130 fFiESTERY, K7 2018
FEITIL SA R DB AT S, 1 EEAE ] T
H 2 o7 9. 2017 HZIE ICMR HAR A
VS E W ETS4, "National Ethical Guidelines
for Biomedical and Health Research Involving
Human Participants" 23581 7417= 10,

62

4) 2019 FE~HILE

2015 FLLBEIZ BT DA RO BE IR IR BRI B
THFERFRPORRRT, MEAESE T - EE
IR H G (SAE) IZX DB ICE P LT,
T, A v REURAS 2019 128 LWERI A
MAT9 5 & ST DO—2Th 7o 7.

2019 4, />R CiL New Drugs and Clinical
Trials (NDCT) HLHIZMH ESH D, Tmv2n8E
HYbEA, FEDOERMDILRS . 202343 A
(21X NDCT BN S ES AL, FES) K O MR
ORER S5 BD ANTTIAR, NI T T
v, BERA Y a— T VT EOIEB S
FOEMAEORER F k) NEASh . £z,
2024 4= 8 HZ, Drugs Controller General of India
(DCGI) 1%, B ~DHFNRFIED T 78 A%
DT %7212, Rule 101 1ZF:5%, P B
[ 3K L RO TR - - MR TR B L e R D R 3K
(ZOWT, HE6 VE CKIE, EU, &E, AA, &
—ZANZUT, FH) THABINEIELDOEN
i PR 3R D 7 B D $I K (Expanded  Waiver for
Local Trial in India) 21 E L7 1. 7235, 2025 4F
3 HREFRT, Fox OFATIE, [EWNERRRER
G R A S T CHEBRIOKFE SV [ 3R AL I
ARSIV TUNRWN 1), 202541 H 16 H MW K& T2
H 6 H @ Subject Expert Committee, SEC
(Oncology) 12T, ZDOHIEZFIH LA REN
TOHEMARRBRGERIC DWW TEISE S eS T
5.

F72, 20244-9 H, NDCT HHIDO S EAFEFRE
7= (2025 4 4 A 1 BIZHE{T TREESITUVADS,
20254 4 H 4 HIRESCTHRIATIZMERR L TUvau).
Z DOk IE T, Clinical Research Organizations
(CRO) \ZkF T 2 o e B A S 8 A STz
16), $£7=, 2024 5 9 H 2, Draft Guideline on GCP
MIATSIZ . KITARTA UL, OA 7+
— AR ar b O R ALIEsa 2R~ DELE,
QMM ELAFFREH, QAR —/h
BETEMOBEGSEE=XI T, T —H5%E4E



PELCEEH, ®U 2T /Herbal Remedies and
Medicinal Plants/&#HiE G/ = ok o Bl i
HARTAL NI TND. KHART A DFn
REUAHER L LU T, RREZITIRM L.

2. AFERRABRICEE 4 2#H) 182D

BUE, A NIZBITDERRBROEE, 7K
A ZH Y586 /KL CDSCO Thb.
NDCT #LHI (2019) ® BLE (Z4E vy, DCGI 73
CDSCO ##ifhL, MRk D FZhizr vl Off 5,

IRFER Tl 9% = 3K dh D Ik 52 36 L OV A oD
Ml 22 L C\\5. CDSCO (% Ministry of
Health & Family Welfare, MOHFW (1> R«
FREW AL ) D Directorate General of Health
Services, DGHS (frfid 7)) O F TiElE S TUND.
CDSCO FHr 3D 7KFR, B KRB D Fh, EHE
i JEYEDFENL, B A RIS O SE O, JEY
FOBE ORMEZITV, F-EH G ORI, ik
78, Tl 3 oM DT A AFEAT 2 R Dl
A LT,

The Drugs and Cosmetics Act, DCA (1940) X
" The Drugs and Cosmetics Rules, DCR (1945) (Z
X%& 2, Drug Technical Advisory Board (DTAB)
& Drug Consultative Committee (DCC) 73 DCGI
B %2175 & &7 5> TV 5b . Medicines
Regulation: Regulatory Systems in India(2017) (Z
FoL 2, HFEETHS DTAB I, HEMIZETS
BT 22 RIS R O B2 DW T, 1R BURF
SINBURFIZBY S+ 28 B 2 TR S T
%. F-EFE S THD DCC 1T IBUF &M B
DI B 2 TS, AR THEY)
LB E D e BTSN D LI, FRBUFE
MBI, 3L DTAB I[ZBE 2795281785 TC
V%, F7=, Subject Expert Committees (SEC) I

*}J
e 5

PR SN RRBR H 35 3, TRBRE (T Al
’fEﬂi%ﬁ BLOWIZE protocol DA ZHH Y95

IR AR T M F TH RS h T,

512, DCGI FMEITSLT, BB IO
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TR 72 34 B 0 [ RE A FEA 3 2 7- 9 12, BEE
D EEMETS 1 S EOEMFEREESE
THEMZE TN — TR TELZENHESNT
5. CDSCO @ SEC #F9ix
New Drug (IND) #2273l 35 7- DD B
AL TND.

, Investigational

3. NDCT #iHl 2019 iz2vT W

'New Drugs and Clinical Trials Rules(NDCT
AN, 2019 11, A2 RIZET 207 3B 38 LG R
AR OB 2 RIBICE P EL, ML EDHT
LA HNELT 2019 4 3 AlCHifTSiz. 72
KL TRLOMEYTHS. IHFHIE, NDCT #HlD
iz Table 1 (2R L7z ). F72, AU RIZEBITH
NDCT #Ull&, KE, EU (281 DGR HERIZ AR
DDA L% Table 2 (Z/RL7Z 2.
1) AR aERORE LEFEHAMED M
OFA WO

B PR SR 0D 7K 3R 5
MEIZED DI,
A FENTHRIESNDEREMIZOVNTIZ30 A
LI,
MRS CRAR ST EEIC OV 90 A L)LV\?

ZOHIRWNIZ BN RWGE, B
RRENTZH D EAH72Zi% (Deemed approval) ]
LV HENRGEOBLENS T DAL,
QKGR 7 = AD T Al Retk & B M

LAY Jm & o FfT A % ( presubmission
meeting) DO 23Z T HAv, HLHIFREE O 11 7]
REME ST A B LTz,
-e-labeling DE A FHrOR G EHREA LT A
THEFRTES e-labeling D HEE
2)  FRPREER D L BRI HED5RAL
Ofw#ZE B4 (Ethics Committee: EC) D& L
e Rk B AL

B B OWERL, BERE, Bk, BLUOHME
(ZBIT B FERICRIES NI, ZEEDAV
I, ERBARE TS TR, RS PO

L9258 A T 23 1

/\n?ja

IN— T



HAZL K TTRONRELEZENDLIENEE
b,
QWA DL L HE

ERAR R TR E NMEEE ARG,
BEH L TR ESNTZERE D RHE IO
.
< BB RO AR M A B D 356 D Ml 18 T foe & 3 W e
bz,
GRS TS, BEHEP AR THL LS
I, MU AREERIED WA, HRBRAE ~ D HH
FEAt (Post-trial access) 23 HES 7.
@7 T Iy VEHIRRR D TE R LHLE

KPP RN FEH T2, 3 CTILRRSN
T ESE S OFUVEIE, & 5/8, HE, #E
Z A& U7 BR AR (R O RE IR ERIR) 12D
THFEMZRHLE DR T D,
ONAFAT VB L ORI TR O TE 5%

= 38 bt D il R 5Bk LAAL O N [ % kb G & L7
Jeb, A FEZEDER#S (ICMR) (28> TRIE
SN RELA AR TANGE DR LS.
ek, AARK AU NIZBITHIRBRICET Db
% Table 3 ([2F& 7.
3) [ENBHFE DIELE L REE D & FE 5 ~DELE.
OB HEG R FABR O F bR

FEOECKE, £E, A, =77,
T A, BN CREICAGR - IRFES L TIY,
HRRTPHEOLEELRAFEFEIRESN T
PRVNEERIZ DN, A RENTOREERBRO
BRI B DGR FF AT SN G E D DD.
FRIZ, B9 R 35, AR - M e va i Y
bh, N Ty ZRECE S AETEE, ERHBY
DFHE, BUTAEETEHE L0 R IE ISR L7287 38
MXIGEL72%.
@/ VP97 Fi =3 5L (Orphan Drugs) O & 5 S B8

ARENT 50 5 AU TOREENRETD
EF A AR HER ML TERSH,
IRFBRE A3 bR, iR RGR O BLE R T
bz,
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@#HTHE (New drug) D & 75 & 1

it ¥ B & @ & 3 5 ( Phytopharmaceutical
Drugs) (2 OWTHHTTZIC BRI, JoimiaiEEEd
GBIV IRFEIER T, FITHEE ) A3 IR
LB % Central Licensing Authority (2157458 H
5 4 FETHLNY, Bk - e RHELH], Novel
drug delivery system (NDDS), V27 J >, r-DNA
HORE . AERE A, £/ 7a—F L HUR,
AR - B IR R S E X R A el D
— RO W T HF IO SR b Adesnb 2 &
Lot

4. AURITBITHERESORERRRO FH 102
AURIZB T DERR RO 3 TR Tt

DBV THD. A > N CHIRMIEZ EfT 55

1%, WFZESINGE Z2848%3 D ailc Clinical Trials

Registry - India [IZFRPEERT D Z & BE|EOIUT

ST\ 5. J#H, 1)2°5 5)ETH 3-5 7 H DOH

a2 5.

1) SUGAM 7R—4 /L% i@ L C CDSCO (ZHI55 T 5.
SUGAM &by X —GETHhnnRd 0, fifi
H LW EWRTHD. SUGAM R—4 LT,
CDSCO ML T2 e TN F U AV AT L TH
v, EEM AP IZBE T 28k 2 2 HHI 7 e
AD Z D ENERI2A L TA T TN T — Lk
LChRET 5.

O SUGAM R—F /L DA T A — DT EFIH
ZE AL, BELRARNHEREF LT vy m—R
3%. CDSCO A7 4AIZ ID, HFHFEH, (E7T
DO/~—Rat’ —z4E L, CDSCO DKFETF
b, n7 A RAEE A TS,

@ SUGAM "R—& iz AL, AR5
FFATHEEE CT-04 OFEAZITV, ERARRER
FhiFtEEEOMLEEHOT v 7 a1 —R L
HE179.

2) CDSCO THEAENTHOID (FEN B = 3 i
30 H, ZMDfthfe K 90 H).

O WIHFEA :CDSCO M EIZ L2 g EIED



SERMETF v,

@ FHOER: FREREEL W sh 54,
CDSCO #H Y BN MO EM L, 2%
Subject Expert Committee (SEC) %% B
RCRETHFEAZERTS.

@ SEC (2X% Technical Review: 6-8 4 MO3KFH
FHENERIERTE, EFRGARE
o P K O T — 22 G T IE

IRFBR T — 2 OFEM72 7 AT

o TKFRDIZDIZAR Y =D DI S Dl
IRFER T — 2 (55 | FH~5 IV #H)

« DCGI ’iﬂ“é %ﬁ%ﬁi@ﬁﬁf%ﬁ%ﬁ@%
i \ZBAT kR & Ao i T TV — DR SR
Eyﬂﬁioi()\ﬂﬁ =5

v U752 r-DNA HEG A ST L

FRIB IO PRI RO FryE

[E] BR AL [FRER

ERNTHD TEASIDS 2 fiEL Lo

FEHI DA A

KR BEER AT | RS D2 T

IZ MOHFW $ L<IZ DCGI DFE R.EL T

HFEOYE & LELETDEOMDEL

fiir A I

(SEC KV HIFshIZBEA, zd—"wf—

Technical Committee |2 X201 IN5EE4 BT
&5.)

@ CDSCO (Zd5 The Chemistry, Manufacturing,
and Controls (CMC)7 — ¥4t

® FEERRB LUK T —2F A FERR B LD
BRRT — 2 BT DR EE, T EhoH
F#Z 823 (SEC) Llihak D L TITbis.

® MBI A EIC 31T 5 YA D H
PRI B SIS

@ EC 7KGBOHERE:CDSCO I, % S Miaak 23
VT protocol IZHE~T- i EEZ B 2 OGRS
Y A QYN 2 (T A R

v EC OFAGEF 4-6 W, HBEIcLo
Tl 2-3 5 H»72%). CDSCO %E&gﬁ
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fTLUCEMSND. B4 i &

FHIREDOFREZIT.

EC OA&GE. KRR D 155 2% H LINIC

EC 7 DCGI (ZilH195) .

Hallrioo EC KGR A155. sl

EC 22054, 50km LLINIZH DB D

BRI EC 2 HkRESS.

DCGI ki & iklp sk C EC Kil%

542,

DCGI 7% SEC DS I SRk Ea T

3) #5 kB s% C Ethics Committee, EC (ff FEZE B
&) DERBEGD. (PRI ARSI
5)

4) K

2N

RFERBALARTIZ, ICMR @ Clinical Trials
India (CTRI) (EfARFERL 2 ARY)
(https://ctri.nic.in/Clinicaltrials/login.php) (Z %%
5. BAIOBNNE 28 DRI, CTRI
(SRR A B G DN DD,
BINENOAL T H— LR 3B NG5,
ARRBROZINE 2B NOFRmICELAM 7
F— LR N RITGD NN DD.
AT H—LR artvrh FabAdt—T 4
FEV 27V (AV) fLdklE, CFEICKDRLERE
T, DCGIHZ &> TARSNIZ T~ TO R
BIRER CULETHY, BRIRMFEER BT
L5570 2 INFE LG5 TRWSINFE O 5%
HREL TV, UL, 2019 4FIZekiESH,
oy HE GO IKRBRIC T D lfa85705
NN KRR Z DT,

Registry —

5)

5. FRRFER B 3E (Bl X RO Ag) 1. 19).24)-26)
1RBRIK (IND) DAGE 7 aEAD —EELT,
CDSCO D Thsd DCGI (T H LT it
RWERIX, PO, RRO7 2 —X, [E3K
mn BRI 7 mE AD R, BIOVEITHABRO A
BINC L - TS, MBELEINDAREMEDHHIE
WA, L FOUANMIGE#E L (UL FoAHE
%, BEICLo TUI TR TEMERET IR EIT 2],
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1)

2)

3)
4)
5)

6)

7)

8)

9

10)

11)

12)

13)
14)

15)
16)
17)

Form CT-04 for clinical trial application [
IRFRER R E5H 7 4+— 2 CT-04

Treasury Challan receipt demonstrating
payment of corresponding fee or transaction
ID FHCEEIZITEA] 1D OSFANEFER 7
% Treasury Challan L3 —F

Chemical and pharmaceutical information {t.
ESSENONVSE SUiE

Animal pharmacology data B4 38 55— %
Animal toxicology data E#) it 7 —#
Human clinical pharmacology data b i b 3
T —X

Active ingredient information (for INDs and
global clinical trials (GCTs)) A %0 1%
(IND BILOE B RS (GCT) Al
Formulation data (for INDs and GCTs) il
7 —#(IND BLOGCT H)

Therapeutic class (for INDs and GCTs) &%
77 Z(IND 5L GCT H)

Regulatory status in India and in other
countries >R 3 KO [ENZ I 1T 2B HHK
L

Proposed study status in other participating
countries and any approvals, withdrawals,

discontinuation of approval, etc. (for GCTs)

DS NNENZ IS 1T 5 FBRET ERR DL KGR
fEl, AGRH 1% (GCT DAY
Affidavit stating study has not been

discontinued in any country (for GCTs) &' ®

E‘(“%ﬁi%ﬁﬁﬁfﬂﬁ:é%@\fm\$ﬂ%§?£ﬁ
L EEMRE (GCT LG

Prescribing information %L J7 7 #

Testing protocol(s) for quality control testing

A B BRERBR OO 7260 O RBR i

Clinical study protocol [i A a5k 5t &1

Dosage form Fi%- H &

Justification and schematic diagram/flow
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18)

19)

20)

21)

22)

23)

24)

25)

26)

chart proposed study and design (for INDs
and GCT)fE RINT-HB K RNT 1
(IND JUF GCT Do fy) D IE M K& UM
X7 1 —Fp—h
Number of patients globally (for GCTs) and
number of patients to be enrolled from India
(for INDs and GCTs) a1t BHE % (GCT
e ) RO R b B gk 2 B
(IND &Y GCT DA)
Details of all sites selected and assessment for
suitability of sites and investigators (with
contact details)i3& E SAL7- B fiak OFERM, i

RIS LONRBRIE AT 1= Al oD i ME R A (EE A S
OFES i s i)
EC registration status of the selected sites i3
TESIT sk D EC B g

Relevance of study, investigational drug, or
any specific study aspects to the health care
needs of India > RDEFF=— LBk,
TRERIE | F72 I3 E ORI 1 & o B E
Innovation vis-a-vis existing therapeutic
options BEAFDIR LTI D 508
Unmet medical need in the country (as
applicable) ENIZEITDT L AV AT 4 H
S ==X (LT D)
Any India-specific safety/dosage
concerns/investigational tests to be done 1>~
NRsA OZ M &2 T 2R S F /5
Jii 9~ &R
Clinical study reports should be submitted per
the International Council for Harmonisation
(ICH) Common Technical Document (CTD)
RakBR & &, ICH OaEr - T7=0
/I/-l*ﬂF:L)(‘/}\(CTD) (> TR 52 L.
Protocol safety measures per toxicological
studies; early clinical studies, approved
product insert for marketed product, and

published literature % 5 B R ER = & D



protocol ZZAxE R, WG IR AER, AR
Fi R L TNAT SO, AFRSHUZSCHR
Investigator’s Brochure (IB) JRBRFEA 2
Investigational Medicinal Products Dossier
(IMPD) (for (GCTs)) i Bi 3K #f 2 &
(IMPD) (GCT O¥54)

29) Affidavit stating the IB information is correct
and based on facts (for GCTs) IB & #/3 IE A
THRECESHNTVWIEOEZEMRE
(GCT DG4

Source of bulk drugs (for INDs) JR3ED Hip
(IND D5E)

Treasury Challan with Application for Grant

27)
28)

30)

31)

of License to Import New Drug or
Investigational New Drug for Clinical Trial or
Bioavailability or Bioequivalence Study or for
Examination, Test and Analysis (CT-16) (for
GCTs) i K &/ B & L < X
Bioavailability/Bioequivalence #XBR LUy
B (CT-16) D7=sd DT E I TTRBIL O
AFFATHGEELIRT LI AEEE (GCT M)
Sponsor authorization letter (for GCTs) AR
Y —0IKEEE (GCT D A)

Details of biological

32)

33) specimens to be
exported and the online application for export
no objection certificate (NOC) for biological
(for GCTs)

(See IND-1 for the application form to

samples on the SUGAM portal

request a NOC to export biological samples)
(Refer to the Specimens topic for more
information on specimen import/export) i
T2 AW FRREOFER S SUGAM R —
Z VT DAY B RRER O i H B FIE B
F(NOC) DA FA v HGEHE (GCT M) (4
W ER Bkl 572D NOC % HI G
T DO DO HFEEIT IND-1 25 /) GUED
i A Z BT 25X TR IR O R Yy 7 25
)
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34) Case Report Form (CRF) i #i] 4 45 &
(CRF)

35) Informed consent form (ICF) and patient
information sheet (See Required Elements
section for additional information) /> 7%
—AK -2 b 74— A (ICF) K OBE
W —h GEMERIC OV IS EAEFED
HaZ )

Investigator(s) undertaking 755 &= {E:EFfi4
EC approvals (if available) EC /&8 (ATF-7]
REZR A

Clinical study report(s) i A sk B i i 2
Investigator list in India and site address 1>~
ROVGER AT LE AT AN ETRER 5 e 2= i B
DAEFT

36)
37)

38)
39)

6. A NIZRIDEBRIEFRIRROBIR
1) A RIZF1T 2 ERR L FETEER 0O FE kit

K[E @ Clinical Trials.gov (National Library of
Medicine , https://clinicaltrials.gov/expert-search?
term=global%20clinical%20trial%20India&viewT
ype=Tableort=StudyFirstPostDate) (Z33 T, A2
R CHEME S TODE BRI RITEBR A4 SR L7 i R
(FR5E B 2025 4-3 H 10 H “global clinical trials,
India” CHi%%, BRIL All, 1998~2025 4FTH
), 730 EOERIRRERSH Hanz. Lo, A
IR, RN HEHFRICAHA L, 74—
LD EMEIC AT SRR i R AR 7 5 (NCT)
P HEN TS Interventional 55RO A%l H
L7-&Z5, 638 1 Th-o7=. %77, 638 Db,
Behavioral studies, Device, Dietary, Procedures,
Radiational studies % [& %, Drug, Biological,
Others DA TR LI-FER, AR TiThb-E
BRALFERERIT AR 553 fFTh-o7c. &bIZ, kit
LRICHRZRIZEY, WA 2017 4E)~5 2025 4R 2 Hl
FRUCHAELIAE R, AN CEBINEEEL
[FRERIE 197 f:CTho7-.

T VT EEHI ST L EER L FR R A



DDA RDOEIEITHONWT, R A 2023
FEFTOHFAEZRELTCND D, ZTORER, 7
T IO WFT ARSI HeREREOFI S
THDHE, 2017 F-0 33.8% (74 £ 25 1) Z5%12,
ITAR 20%7°5 30% I o Tz, iz, E3K
o [ A% 2R R B HE A (PMDA) 0 7 5 ot 5
(2011 4 4 A H 5 2023 4= 3 A ITAGRI 7B 3K
DT —HZHANNZEDHED 2, 7T HE T E
ERIL R ER O ZINEE GE~E) ONERIT, £ 1
BN T T (A RDH) THY, W7 (E,
B, FE, FHE) K T B, KETUT (XA,
NRXRF A, T4V, TR —V, L —U T,
AVRILT)N 2 Ea T, :nfo@%?&
MWD, ARIET V7B EERILFERRIC
WT—EDHEEZLD TNDHDD, ﬁ?‘/?a%
[ &3 H ESMEIE TR MERNICHHES 2
bz,

2) ZINE () BILRIZEH D= - Hisk) 20-32)

A2 RIE 2015 HEIZ ICH O 7 — =72,
EBRRIR T ART AL DE EFHEITEZ D TND.
ICH DAL R—[E CKE, MINES, BAR, )4,
AARA, elH], HE, #E, TR, BiER
E)VRA T —N—H(TTVN, L —7T,
ASEAN, APEC 72&) &1, [EERILFENRERO Ik

BWTHEHE R/ X—hF—¢7205%. FFIZ, 2019
E%EEIJT*, BEDEIRBIZHOWTARERNT
DGR N REREIN D35 C, 6 LR CK
[E, 5eE], AR, A—AN7U7, BF4, EU) B E
ESNTWD D, ZNHOE 2 TRRBSNIZE
flE, AR CHRRBRZUICRGRS LD Al RENE
WdHT=0, EFEIEROFB BN BLEINHES 2
Hivs. Fig. 112 2017 4-~2025 BT H 1R
E BRI RS INE A R L.

2%, AAL A Fi%, PMDA & CDSCO &
BT, ERELOBHICET LIV U RT T L
ZEHMICEIE L TV D, Zhug, BARREN
A v R CHEHEELFIGR 4 Ei T 5 L To Rk
IR oL b EXLND.
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7. AV RIZBITHERMOEBEILFNGROAY Y
T AU b 20-29)

AVRIZBITDEIR ORI, JTE K&
ez B TWD =TT, IKIREL TV DD
BRAZ TS, B RSSO 0D
0, SERICHENEES 2D Tlidewn. BUTF

2, A RICBIDEBEIERITRIROAY Y h&T A
vhEEbN S RERLDT.
<AYwh>

1) BB BB TR E BT

AURIIHAREE 120 N OEHEL, FERICSH
ISR A Z D BE B IMEAET D120, FFED
B A RO BE RO RANERTED
ATREMEDS .
2) LB RERE A

WK E S H AR E IR LT, A RIE AR
T 5 e DML ME 2 5.
3) ZARIBIRIITE R DB

AURIFZRIEEZ THY, IEFICEHEER
s RERF O N2 DETEL TWDT20, HH O
IR L RO RIEAZRGET D L CEERT
— B EEDENATRETH S,
4) RIBFRBE (FA—THBE) DS

% O T+ 72 BT 7| AR,
FFE DB BT L CORIGR D BE VL LIFAET
5.
5) JRHIAEFN OO R L PGE AGR O I HENE

2019 FTHAT A7z DHT 5 K OVRg A G BRI )
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DFHZRT b D TILIRNN, FEELRHZFFZR (Serious Adverse Event) &S,

EIERA (Adverse Drug Reaction : ADR)

@) PEAGBESR L EREGS O%E - b P TEFEENITRBRE NI HETELL2ER L
A ERS,
(b) HRLOARAGROIGBRIE TRBR RS N O AL RS (T72b b B ROEE

FREBIC K L TR EN TV AW OREA  HEZMbTER L AWEEKIS,
TADR] &5 fHEEIL TAE) LI13E 5, ADROBS . MHEAEEER LABRILDOEIN L O
FHCBER B D & W) GEI R AREENH D B2 6D,

ERARER HEIC R VTR, — R0 Ll ER G, LU MRE LR O o EESK b & O AAEHIC K
STHALGE LI ZVWER EOTEZE BADRE LR IND,

7k (Assent)

TIE SNDWIE OB A PRS2 DI+ 3 724 T H 2 DNERICIRE T 5 B R O 72U N 185 AT D
FAEZEDHFIEICSINT D &V ) BRXIIREBICK L TEED L THEBEXIIE/R T 2L, Tk
MTIZZFDOEFMTE LTEH LARDA > 7+ —L R arty NRUEL RS,

BEZE (Audit)

R ORISR & T o T2RRBR SRR D DB DN, T — X Oitkk, fi#lT. T OEMRWE NS
0 ha— b, SN HIEREEE TIEE (SOP) | ERMLOBERBRO IR OILNE (GCP) HA
RZ A ROGEA S D HEIBEHICHE > THTTON D ENEHET 572010, ARV — F—
EARAEE (BIRRERZ 0K [CRO] Z&Te) UL ERMEBNC X - THEii S =ik F
FENTAR D D 375 M OV ek 2 (R R B DINTIZIRGES 5 2 &

BEAFSEBHE  (Audit Certificate)
BN TONT I & AR T DAY I L DR E,

EAHEE (Audit Report)
B O F2HE & G RIS O W TR L 72 R,

BEEASEER (Audit Trail)

B EONTFT —ZIE, WY T AEAICIEa s B a— 2L AT A TOEBKITBE LT HEH
SNt (FEIUIES)) OFFMAERRETHIZ LIk - T, FERBOFHEZMREETH AL
T — X ek, EEARERRNCIX. B, PIRANKOT —F 7 4 —)b R XIXFEERA~DOE T DIE, £
NooOFEME, Fhi A MO YT 25 E B2 RTZE, I Ea—F L R T AT,
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BEAGEMNIE X 2 UV T RS, 3 Ea— 2 THERIN, A LAZ TR 2 &,

NAFT_LFEY T4 RB, (Bioavailability study)
INAFT XA T YT o3RI, EELDEHFD ORI S, RIEER I CHRIH FTaE 72 kg &
72 R E R OVE, T 72D BIEREAL COEIES ORI H FTaetk: 2 73 2 3R 2 B3 %,

AW RIZMERE (Bioequivalence study)

HE IR B ER & 1. A 6 AT SR 5 WL FE e ORI Bt e [ — = /L 1) il ORI
ST TR SN R—A R A ORI & Hls U CREHFPIIICH BREN & D0 E 1%
oz T 2 BRE BEW®T 5,

EMFHIRIEN/ NA T XA F 07 0 RBRMERR  (Bioequivalence/Bioavailability study centre)
NAFTT XA ZE VT 4 ROVEWFRIRFEERB R & 13, HOEFRLDOANA T AT )T
o B S A IR SRR O B S — SR BRH OET /S — 1 00 i 07 % ST % 72 o 12
B SUTAIRE S 2 Mgk & BT 5.

BRAL/ Rkt (Blinding/Masking)
Bt 214 UL EOFIERURE N5 SNTIGEONEZ IS SRV E 51T 5 Tk EAER |
DFik,

FEHIER4EE (Case Record Form : CRF)

KRB BINF T 2T — ¥ R OMLOEHRE T D207 1 b a— W& bETEE
INDHE, JEFIREEIL. ST —2 0o, FoR, BEE. BEAEKOEE 2 1EMEIC FEii
TEL 74— RKOBERDEDET 52 L, CREIZAIRENTZHERNTHEFHRERNTE LU,

PRAEFT X5 (Certified Copy)

HEEADOEL (HEHENTWAEEOEEAZRIDL2RV) Tho T, 4T LA DEERA %5
— A HED, GTEEAREFIUERZAL TWAZ ERMIEESNTWA LD (+74bb, BfAD
DBL T LERERIN T A TR L D ERESNLTWA D) |

R aRBR,BEEEAFSE (Clinical Study/clinical research)

FrED NI NOERZEHESIN ST ADRE LG L, XUIWE A MEREEE O T8, 165
K OZWrD7=dlc e hinbgmRE T —% (v FOITE T ARRE 2 &) 2RI+
L5,

WA BR,HFFE (Clinical Study/research)

HTHE SV BAFE BEPE O FEIC B 2 BRIRERER IR & 1. F ORI S BH T B P DT EE D 22k
HIMESOIBEBFEEEZALNCTHZ 2B E LT, b a5 E L THE B RSB o Fr3E
ARG L, () ERIRPMER. (i) 3EBRFPAEH GEN%, EYEhEs 5te) XX (i)
HEEAZ R A IIRAET 27200 T — 2 250 2 L2 E%RT 5,

<A 71 F—X (Micro-dose)
~A 70 F—ADEZHFIZIE, b bExRE L TERLOEYEE 0 7 7 A NV EHLNIT D
72012, WD CTIERAE CEBIEMZ RIS WHEB CEERLEZEHAT LI ENEEND,

#2048 (Phase Zero)

BIE K OB 2 B2 HI L <. BRRBIFS O BEAIc v 25 & U CERWIEHIVER o FiF
KOS EhRe-— 3L RO M A fsE L T 2R EU TOHE TCORBEMOHFEO v S E
B 53R,

#1FH (Phasel)
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ZOORERO BElE. BIREBEOFRIEE b MWD THRE L TLEEMM OREEEZHEET S =
L ThDH, ZOBREMORBITER ., BFEE AL LW, FEESINE T E 0
HOBEEZMNRE L TEBEINDILGAEND D, MlaEEMEERS 7 EOBEKR2EFEEDN TEINDE
S TEE . BEEGRICRBRIN D, BURRBR HFEIL. SnEEmEBICBR L TE=4
VI T BT OISR T E DR T T, ERRIEERIC BT 2 BE I A 5 TR E
it DI ENEFE LV, FBUHTE SN SRR TITET . LD Y D15 TEE M AE
DOEZHNEREIND :

(a) KM E : OBKRR CHLEZ/RD Z N TRIND HERHOZEMEEZIA SN L,
FRIPTREZRBIMEH OMEZH 50T 5, 26 OB TlX, HEkE L ERS O 53 1TH
b,

(b) SYERe, Txbb, EIMOWIL, oA, & OHEM O ReEREAN

o XD A BRIT, BIREEAE L CRksE SN DA, RIAIBHREZBFL L, HEAEOZ Y%
TR T2 OITRE &2 72 B CTIHRYENIE T A — X B LT D20 EREIND DRI,

(c) ) RER G OEIR L R OREHIE B 1268 U T, 3R 7300 % OV 3 i BE 12 B
A RER R ENRE TR FERER) WMEBER T T 4 T BN IR RO BE R
EhE SNDLAEND D, IR OVIER 728 0 2 /R 3 224 PEDSiERR S 7= i U 72 FE A IS FAE T
LA, BENOELNIEIFNT — 2 3ok Tl S o &M OHEOHIWA B & 72
HIENDD,

(d) [ 3 5 OVEME O FHIORIE - W ME XTI ER 718 FAC BT 2 TR0 72 3Bk 23 55 140
TREIRBHE LTEMEND ZENHD, 2D LI 7RRBRIZ. 20 TWOESICIT% O THEE
ENbHN, EELOEENZOFROREECHEE Z SR E L CEM o 5 TE S ICHIE RTEE
RGHEIITEYI LD LR B B,

#2Ff8 (Phase ll)

(i) ZE2FHRRER WFZE D EHH X, R E O ISIE IS X D [EI S OB IIEZE T OFER G5 B
ZHTLHEELERGE UCEHME L., ZOEELITE- T L < 25N 2 EORIWER LYY
A7 EHLNNITHZ EThHD, F2ERERO RIS &3 5 BEREZRINT D EEO LA T i)k
WT, Y R EME R D X T 00 L, ZNLORBRITMBICE=4V 745X
X Thd, ZOMOEERBZEL, FEMRBR M EOHELOHEEZRET S ETHDH, FH2
WHTHHT 5 HEITER (72770, L3P TIEARY) | FUETHEAT 2 REHEL D &V, i)
F2HFREBRDOZDMOHAYE L TiE, F2H ULFEIMRICBIT 2 F D% OB O 7D |2 HEE S 53
BRoORME H ., AL (DFHEEZET) KOVEAELEN (f] : IAENEIEDY) ORMINE 2 5
Be ZIUDHDHENL, RN, —EDT — X OREEM OFRER 52 TOBEE O FHLIE H 7%
WL TRETZENTEDEZERD S,

#5348 (Phase I11)

(i) E3FARERDO EEH AL, 1RO LI UIMHFAETH 5, HIERERIT. TE SN DHL0EE -
R R O Gt REM TEIRIE N2 O TE 5 &0 ) 220 TE L L= P 72 fiE
WEHRTDHZEEZHMET S, 250, BUENRGEEAR OO DO+ B ila5s5 = &
ZHMIETD2ON K, BIFFRERIT., HE-SOGSER (H&E, mhEmEE. BRDREOBER) |
Kk % 7295 B ORI W RIS 63 2 E K G O U3t o BESR L & O L7238 02 2 K O %)
PEIZOWNWTH S BITRBWICHRT 220355, (i) BEHEGSPERINTHWDEELOL
A, BERSOEES 2 0E 0 R Bk HFgeimE CHIIREIM TEM SN DA, T FE24E TR
BEansZ b dbsd, 20X RRBREFEIMTEET S LIk, EIHEO+5 72 Bk i A
DOIRPL & T2 T2 OB EWMARI O = LD,

a8 (Phase 1V)

O AR XTI B BFIEI, = OEIE OAGERLIZEHE S v, AR S 7z s 12 B
ZLTWB, ZDO&k ) RER eI, ENF CICHEHIFESN TE I YZERN O, a3t
FEOHEBEOERIZITE EE 50, 20X D 72l ik, RS, AR EEE THY
ZEEGL OB GHIM, BEORIED T O Y533 O FIE A DO LB EORIR 7 Bk A 7e B
B2, AR S CTIIMAETH D ST S TW R WR[BEMERN H 5, F4HEER WL &
LCi, BRI EANEN . -G X2V, KGR S U728 S AE 63 5

79



B AT B0 DR BIET A > (B S ULRRRIC BT 2Rk, SRR 2h 5,

R aRBRHFFE DAL (Clinical study/research inspection)

BRI ERER WFIE DS INE DO ANME, R OEAERE L, 150 N2 KRR W07 — % OfF
FEME S OS82 22 SR EE T 5 72 80 12 20194F 3 38 K OV PR E BRI HINC HE U 728k % 72 Bl o HUE &
GCPDE T & fifesd 3 5 BT, FRIREER TR HE D 2 B RERER WFZE IR fiak . AR H—
CRO/fiHlZE = AMET S5 Z &,

HERRBR #FFE 7 1 b =2—/L (Clinical study/research protocol)

BRRRBR HE 7 v b = — ik, BRARRERICBIT o . HRY, ERRL, 791> Hik (I
RE. EEL, . T, AEFR. Pk HEHERRBRLORERRFICET O FHE G ) &
nﬂéﬁbtiifﬁé

BBRL YA MY (Clinical trial registry)

Clinical trial Registry-India (CTRI) 7 &' 165 IR BRIRITZE 4 Bk T 5720 D IEX7R2 7
v T — LI

EEPEFHA (Clinical Investigation)

BRIRERA & 13, b b axig s UCBRREMEOEEREEG DLl MR SUIA M 27 i § 2 7#5%
R 2 BT 5,

BEFRFFZFHE (Clinical Investigation Plan)

ERR R A S & X, BRARTRAICB T 2 3R, HEEXOER., 7 A > W FE S L5 E
Br. FEfE, 5% (MERE, &P, AEFHEG. Pk, HGEFENRBE, LERELZET) 2o To
T2 Gl L2 SCEE BT 5,

EEARMEREREMH (Clinical performance evaluation)

FRARPEREREAMN & 13, BT OB ERESR IO W T T OMRELRHET 5 7202 e FSINE )
DRI L 72k 2 WD THRSREVICAT b S PERERIR 2 %9 5,

b RF¥ L PVRB (Controlled Human Infection studies : CHIS)

b Fy L UREBR (CHIS) Lid, BELSN-R M T T MERSREE 2 F5E O A SIS,
PR ER IS BERICIREE T D FEZ VO ZOREBRIT, IREOWIEER K O 105 O BRF,
U7 F DT IREITEORBR, WONTHEBILFEWE (NCE) 5l 00 22 4 K O b M D R Aff
ZHBET D,

XFHRZE (Comparator Product)
ERRERER,AFE Cbie Oxt i & LT SN A ESES (78R &5 .

#Hf& (Compensation)
AW 5 R OMBAERFTE~D BN L 0 — A9 L < I3KBERI e el B . SUISETE 28384 L= 3
BITHFESINE XTE OIETEHE N L T8 WaiThnd Z &,

W DL (Confidentiality)
ﬁ%%m%®@A®ﬁx%?~f®E%%%%%abt774%/—%7m%:~w E B
TWDENUSNDENN ST D Z &, BEMRIAT. ARV —IRET DHBEWMPFTF] STV
WHIZBIRENWE I IZT D2 e bxtRE 2D,

RS (Confidentiality agreement)

EERE, HREOFEMARNEND Z Mo FIC Lo THASNZWE S ICTHZ LA BN E
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U 7= S (R0 S PR 220,

EI GBI RERZIEHE (CRO) (Clinical Research Organization/Contract Research
Organization)

BHRS ES Rt R &1, AR ZE 3 2 A SUTHRRIC K- THrE STV 2 B FRIBERE . APk
BIX Izl T —IZ@T 28 TH-> T, AMEfbd, AR —ERHEER 7T
NIASA FT XA Z ) T ¢ R UTAEY TR SRR B 3 20 . 2B KO XUIERBE D
IR A EFE IR LT 282 BT 5, 2B EOEFE IR MO YL IR LI
DOWTCIEERR TITLR T IUE R 6220,

#FH)E (Contract)

W EFRERICES 55 224 L EO Y EE | T b OIgBRE(LERM., AR — XFEEEFR
BRI DI COEEBIZOW TR L7 B R OEA A Y OEm, @, ROECIIETo M, a8k
72 EL D RO e ONVE DO B SRR ED bD, e ha—uv) 28 [E9E ) ORILE 2%
LEmnbdb b,

avEa—H T AT ADNY F—3 g (Computerized Systems Validation)

I Ea—H VAT LAORFEDBEHNFEH NG AT LAOFEIEXITH VAT LA~OBITICED
FC—HLUGZSNDZ &arl, XFELTLHTrtR, N)F—va x4 257 7 e—
Flix, VAT LOEH BRI LT AT LB3ERER S WFFES NN O IR K OFER,/WFFERE 2R O 15 1Mk
W E T T RIEEME 2 BIEIC AN Y R 7 Gl S RETH S,

BB HER (Co-Investigator)

WrgeE & e DL EREZ A L, IBRE(LEMN O ZOBEMLEO i 2T TIN5 H,
HEIEBREM (Principal Investigator) #ZM o = &,

F—2EEY— (DAT)

7k a— U IHE o TRIRRER WD T — X AR ST — X R OMHRET 5 A X 57— & & IUEE
L. ZTOF —Z ZIRBIKEE ICHRE T D0 T VA v anf, fii— 20 Y — L XULBE Y
—b, THAERPIL, B & (B SINEEERE TR A 2 o 7)) | B (B U
TISINTFRA AR —) RITHDHSATEANLRDY AT A~DF — & DEBFHEE
(] : BB TR A S 2T A b 0F — 2 Ofit) OBAMNH 5, DATORE LT,
CRF. HENSAHM (IRT) . BEHRET Y b4 (PRO) | FRIET 7 b L5Ef (COA) KX
T =T T TIT R, A (WL AR EZ D AR) BRI LENDEN,. ZRHICERE SR,

SBIUEEIRABR /HFFE (Decentralized clinical study/research)

Sy ORIER IR AR WFSE (DCT) 1. FRIREER,WFFE D 285 O —H T TR RERAY 72 i R R
WG FE iR A OGP CHEME S 53R MR TH D, DX D RoEETE LTE, &
FHOHE, KV OBEBRIER ILEBOBREKRE R ENBZ b5,

H#ZEEE (Direct Access)

R RERWFIE DO FAMC EE 72 sk DR, oW A OREEEFFR[ 752 & TH Y . B iL
VEe— hCEGEINDA SR D, EFEEOLFEE (B ENAORGIYF., AR —D
T =K OEREHYE) X, 2IEFEOH LT —%, W AR —ZIFE T D ERO
BEAFT 5720, #AH I RHEHORFORBEN CEEMN 2 THiHBEEZBELD Z &,

TF—EE=FY U TEES (DMC) /T—4REME=FY TITEES (DSMB) /T —F%&
ey v J7EELS (DSMC)

FERaREBR WP FEODMCIE, MLl EOHITH O R RER e SEB I N5 T — & 2 i
LEa—7 %, BT 52EMMAEGT A AOEMATH S, DMClE, AR —Izxt L, 3k
S WRGESINE R OVY 5%k BR B ZE IS A AL AL S D B D22 M Ok M OV 5% ik Bk F 52 D
T VE R OB 2R O IC DWW TBIE 21T 5, BHEORR WMEOE=4 1) v T EH—D
DMCAH YT 54545, DMCORELK NEZIZHT A2ZEFHITHE —ORER Mot =4%1

81



7 %47 9 DMCOLE EMRFRERCTH 575, EBTE OB EH LT 2 It b 5, HlZ1E, #
ORI ZE T D5E. DMCOEE Z EIHIIAMLEE L 72 B /[ REMEN H 5.

WTF—FE=2Y v TEES (IDMC)

WER ek B WFFE OMERIRIL, Lt T — &2 K OV 22 A MR TE B A2 72 ke TR L., A
R —IZ B AFGE Ok, BFE TP IEE2EISE T2 2 L2 HE LT, ARV Y=k - T
REINDLZENHD, WS LT — 4= ) I EES B F—2LeME=2Y) V7%

B

BREEEEFHYE (DSUR)

AR —IC Ko TEMR E L AHDSURIZ, IRFEEBOFEIZ 06T, LLFD (1) 6 (4)
FTITHE S X IRBRIICES L CHRER SR I IE S v BT 2 2 e M o a sl o+
W ENTEZERLE 22— L MlizRT 52 THD ¢ (1) AR —23F0E R iz
AFLEHFERNBERIBEO Z N FE TIZHONTWEZEMEERE G T 20 E T 5. (2)
IRERER DS IMEREIEE L RIETEBENOL 55 LWEEMEOMEE R dT5,  (3)
B &=V A7 FOVBIER Y A 7 (2R3 2 Bk O BE & i 2 B35, (4) BREFHE
BRFEFHE ORI & BRERAE A BT D e iE R 2 1295, DSURIZ, AR —01BBRIED %L
T a7 7 A VOB EEUNCER L OREE L TV D 2 & 2 YRR CTx A IEH 2 iR
WZHER T 5, HAEMBHE T ICHO N2> 2 Z2EORBEIX T X TCDSURF TER I 1D &
Th D,

SE#LZEE (Documentation)

RO, EEEORESR, OIZHE T - E I L CRldi SUIisk L=+ X Coitsk
(B : ERRESE DEE., AT A N/ T ay 77 PoiEEE UITEXICL 58] &

FHIAF Y T — & XPEEZET) . sEERHZIX, v ha—b, A o FEELBHY

K OMHEZE RO ORHER R OVKGREDOE L, IGBREMLEMOEM, REE, t=%—@®&

. OEAGEIAE, BEEA, RRYEEPH, AT — ¥, AJTEADCRFE OEREHREENEEND,

VZE 3 (Essential Documents) & & MD Z &,

EFRE (e-Consent)

BIALT7H—L K- artrMI, 7% A, B, FE. BIE, KNy R¥y X b, ZSEINL
OB =7 A b, BEEFRIET SA AR — N —F—70 PO O E AR 2R H T
HEFVAT AR TrEAEFHA LT, RBRICEET IEREMLZEL, A 74 —L K3
o ARG L TR T DL,

BHEFIREE (e-CRF)

eCRFIZ, FRRFAE Y 0 b a— it > THEL TAR Y —(CHE SN D KIS 1T 5
THROBEA AR E Tk CTh 5, eCRFIL, HKRMAET — X ORGSR, L E = —, &EL,
RAT. AT R ORES & FTREIC T 5,

B8,/ LA ¥ = —3FK 15 (Escape/rescue medicine/treatment)
7T AR RERER ISRV CRER eSS ERE ISR ET RIEEBIC L > T &R Z &
MDIER AT 5 Z L 2 HIYE LT, BFEMEMOIZDICHRE S5 liB 7 a3,

WASE 8k (Essential document/Record)

VEFEER S 1T, BERRER WZEICBEET 25 6D 2B OLER T —F (KOEE#EA X5 —X)
ThHO ., R WO 7 E B 2R U, 15 5N 72alBR WF7E OfE M 2 Bl -5 7291z,
EH =71k, AR WFIEIC 2 A ] T 3 B R K ORERF 98 26 I B S A 7= #51E 2 Rl -
5zl WONTHRER HFFENGCPH A R T4 v M ONEH &5 Bl Bt > CEmS -2 &
RS 52 L ERANICITIEE T2 b0 ThD (I F=v s UR L) ,

wEZBE< (EC)
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fE R B S L X, BRRFZEOR 0 & MG ELEE 28 I 2 R 2N s EZ8 S
Thbd, MEEEST, BENMEEZEES (EC) M MHEZEZES (Ind EC)  (SEhEEREMEIC
IHTE L2 &2 bbb, ECIE, ES BB ME LK OES:FFOIEFEMFEIZ L - THE
Ei, REBIZSMNT 58 bBNEDOAME, ZEROEBUEORELHERT D2 ETBET D,
ECIX., N7 L72 i TAY - RIERBEELAWMIET 5, ML LG cCogsEIT, Va ha—
V] IBREEER R OERE oSN, RBESmE»S o7 —L K3t b 2RE
L CREERT D7 DICH BN D FIEROVEE, W ONIRE ORED T2 D DORPR O+ MED T K
UK 2 BB PSS CTATFICIT ) Z I L o TRADIRIF R 5 %2 5, ECOIERIHIAT ., KRk,
FERE, 1R M OV _E oo B 132019401 35 K OB AN ED BT Y . T X YWECIX
RHA RTA NTRET DGCPITHE > THEBEITH Z LN TE B,

HFREIAEYT (Interim analysis)

HERTIX., RER R DOSIME G DN T — & 2 43R B W O FE i P ICMEET 5 Z &
Th v, EXRFEREEPITONLGEICRESND DO TIERY, FHEMET THOW B 5815
TR L LTk, NR=RTA T =X, BENOWEOT —% | EYEhReT — %, O%T— 2
D NRA F~— T —F —Z INIAIMEORER DT — & 72 PUFIELL ERE 2 N5,

B#esE (Final Report)

b FSINE & P R S VT IREIE, TR I WK O ER WFEIZ OV TR DR
IR L7230 C. MBI D52 T % ICEREIN - $EH P70 50k . 3L & OENT 21> D
WEEICHEBL CE LD LD, TORNEICIE, EBRIOKL OG0 PIEROEE, fRO%
TRMOGEHE, FEEHERAT, W ONCRER B, R R OER o BEEARFHEICOW T OREHEAE £
b, IRRELEMIC L 2RBOK TESITREHREED —HTH D,

ERGLOBKRBROEmMOENRE (GCP)

GCPiZ., REBRDOFHE, FEhi, E=X VU 7 T, BE&., T, w5 &ROSCEE B8R LR
BRI ERWFFEIC T o UETH D, T — X OIEFEME L OIEREME, NS INE O AR, A
K DR OB DRI DD TAICRIES N D HIE TR FE i S, M5 shsd Z & &5k
FEITT 5, GCPIX., REAEFIICEHE TE 52 L KO NEBRIE ] ORERIIMEE 2 Uik S
NTWDLZEERIETHZEEZHAET D,

ANIERNEE AN (Impartial Witness)

W BIRSE L, BRBARE N O AR Y R E L Z T D ARMEO R WHAFEE D TELE TH- T, &
A KO/ A3ZE DLARD SN (212 S 2 [ A SCE K O O o B SCE %2 5t A CTEUR T &
RWBARICA Y T A —A R artr bO7 R RELE HH,

RENALE (Informed Consent)
ZINEDOBIMO BB EICHER, FRICET2H 5D L MEND OMBEANR SNT-H%IC, Y%
BFZEIC H BB BINT B B8 OB B A MR 5 B4 L OHAM A Y OCE,

#£%£% (Inspection) -
R aRBRHFFE DA ER (Clinical study/research inspection) % £/,

Hiin EESED,BRIR B AR MEERR  (Institution/ Clinical study/research site)

MG PR AR, BF eI fEa% | &%, BRIRERER IR 4 Sl 3 2 7o DI B 705k i & F 3 2 Wb
U <UXEFHER. St O ERR MR

ERRaRER /B2 D HREEE  (Interim clinical study/research report) : HIE#EHT (interim
analysis) 2F&,

IRBREREEM (Investigator)

B PR ERER, WF PR IR I Z B W TR O EMICBE L CEM2 A7 2%, IGRETERMIT. RS
I DN, PR OEALIC B L CEEEZ AT 2, sBIBRDSEBRFEM MR 23V THFSEE D F — A
WX TEESNDHE, TOF—LD Y —F—L L THRA SNHITEFIRSRER (Principal
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Investigator) & 3%, ESIAERER (Principal Investigator) & 2,
BBy HEERT (co-investigator) =,

T1BBRIEER (Investigational product Labelling)

ARBRICBILR T 2 EEE M IR S - FRoR,

1B6BR3 (Investigational Product)
B R U CHEBRIE TR RIE S L TH WO D RIS GHIRE L 5 Te) , 16BRIEIX. A2k,
ITRHFNE L <ITT T ROBEEND D,

TBBRHE (Investigational new drug)
NEBETHE ] i3, WTHOETH EHRES & U CTRIERTEATE 2 Ifs L TV 7RV SHT UL F - X
FEME A EWT S,

BBREMEEE (Investigator’s Brochure)

EREALEAMATICT — 2 2R L2 b O (TEIN TV LREBOFEMRIEZ FTe) Tho T,
R WFIEDOBRIGERTA B 6 278 o TV D IRERIEICEE T 5 T~ T OERIRTE % OFERR R 1 >
DRSNS, TEIINTWDRER WFEOMEE, S AK OEmBIMOBRMEZ <L, #ifFsh b
MR ORI 72 B HFHO M BN Z M T 572D+ 0T — X it & Th s, ik
WFFE D Fhii P T 7 2B S BT 27— M L N7 GE81iE, IEBREMEEOTHNE %
BT L2 T v Ze 5720,

EEREAN (Legally authorized representative : LAR/Legally acceptable representative : LAR)
RERE ST > CTIERITKR SN SIMT D2 &, XL v b a—LiZit-> T2l
B, BEESE LI THEES T2 oW\ T, ENXIEEFMERICIVELRETS Z &
MNTERWBINE PRE 705 L RIAEN5EH IR D> T S5 B XX FEHERIZIEES
ERIBET D ENTEDLE,

EEME (Medical Device)

PRI &1, 20174 R ER LIl (Medical Device Rules 2017) @ (i)4e73 i FH S 41 5 (K532 T,
A ONZHNE R . SVBHHE . SR A7 — 20 SR HRES SR, RS R MR K DML R AR
SRSy 7 (BUEEE R O U OF B2 D7) (A S D WE ., 201745 R ZR LRI o (i)
RICHESERTHEI SN TV LOMBAIRHER (22 F—24, FENBHER, FEHEED 7)) |
HEA R O RAZ S E.  (C) EROEFEISFAIFEIHE () SRAVICES SR Em S 5
Mz BT 5,

EFHEE (Medical Management)
EFHE R & X, R RIRIRE A4l 5 72 DICEIR 2 12459 2 72 O OIEH XL E O o M EE 74T
FEBEWRT D,

A & T —4% (Metadata)

REDOT — X2 BHRAEFMRT D12 DICNE R a L TH A MER, AXT—XEI, T—XELb T 5,
BT S, XIXZOMT — 2 DR, EHE L ITEHREELS T 2MELSNTERTH D,

KIATA RTA BN TIE, BET L2 %7 — & L33 M REROFBICLE R D TH D,

£ =% — (Monitor)

R R OELRM DT =4V > Z ROHE, WNZTT — X ORRFED T2 DI AR Y — EE
S BHREBZ R (CRO) ICXk-o T4 Sh=E, E=#—k, R FEn7m ha—i,
FEUESE RS FIEE (SOP) | 3N OERKRER O LU (GCP) KON A & A 5 Bl Z: 2 i
STHEM, FEEAUHESINTWS Z & E2RIET 5,

E=4& Y JEE (Monitoring Plan)
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ERARRER IR o8 =4 U » 7 OMlg, Jihk. BELROEMZREHE L7 3CE,

=&V 7HEZE (Monitoring Report)
Mgk O SRt =4 U v 7 ¥EBH%OREE,

2L FFAB (Multi-Centre Study)
D7 b a—/LIcftv, BB OERMR T, L2 > TEBOBREEEMIC L > T
HEhe S b BRI R e,

EREIEFERK BB (Global clinical study)
[ B e [R] il R R & 1, RS DERIRBRFE D — 8 & L CHEE O [E T HM S 4 5 KB 4 B4
Do

FEREFRRB (Non-Clinical Study)
b R ERGE LW YRR,

FESMAFRBR (Non interventional studies)

I AGRIBRIL, A K DA DGR DG B NIRRT OV TEZR Fik e O TR 5
R EERT D, I EWAOE=2Y 7 &2aT) 1T, FENIED bR e 7w b
T »> THTDO N D DT TidZe < BATOERBKOZIZ L > T T 5,

EHR MR FT#E (Periodic Safety Update Report : PSUR)

EMZ MRS (PSUR) &%, BEAROEIREMICEAT 2LeMT — ¥ 2 RIICHHAE L
ToRER T o T, WE R HRIED B O TR TORET 5 FriF & O HBF O T — & 25tk L.
= 38 5 D LS AR FEAGRIR LA £ & O Tc b D,

EHK L (Pharmaceutical Product)
B, P L IE@2Wr., UIAEEEEOE(E B L T 2WE 3B DM A EHLETH > T,
bt h~OEEICHE LA TR EINDH D,

Hit:EZK S (Phytopharmaceutical drug)

MRS (21T, BRESOIEFEOZW, 18, BRI THODIc e M XXUIE~DHNH X
ISNHZEZ B & L’C;?jéﬁﬂjfﬁq‘%ﬂ@%@**ﬁﬂﬁﬂﬂj% ICEENL TS ﬁiﬁ@ﬁiiﬁﬁi@i%ﬁﬁ
W SO E GEMER R OVE BRICEEE) 2 &8 T 2N E SN EENn D, -
72U, 19454 IR - LBkl (D&C) MHIOKIHI2 (eb) ICHE SN D IR N CTRESND
b DEGDIRN,

BLERRFE%IIZE  (Post marketing surveillance)
PMSIE, BIEBHAATZIC RS TR RO R 22 E=4 ) 7/ T5 2L ThDH, PMSIE, i
EINZATON D Db HIVXARFEELTHN L DL H D,

BT —_A T 22N E L RERERAE. IBEE L IFEMARBR (Post
marketing surveillance study or observational or non-interventional study for active surveillance)
ZOX S 7R BT, BHEENE S > THRFFAIYFICK > TRRB S e b a—uicikon
Tﬁ%@ﬁ%@% B T THM S LD, HERE OB SUIERIME. ALT71E ST BEAGRIRAT 3T
ICHE U 7 LR IS » TIRE SN D, 2O & 2 2B cix, RBRIEIT 7 v b o —/Lciifk
éﬂfb\éﬁ&ﬁ%@#ﬁulﬂéﬁl: ELBEDIRIEDO B TH D5, FEORBRIEM S 2 Hiil EoHE
KOTA T A % EELDNT TIROEREARE 2 BUF L TV 5 X5 258 1Zi3@EH Sz,

BEIRBREM (Principal Investigator)
L% 5 FIFRIR D B 012 1B b e 2 7R CRBRIC BT 2 572 5 KOO 1A IR B A1 6 0 70



B2X o HEZ AT DIGBREIEER,

7ua h=—/ (Protocol)
REROYE, BRY. FERIL, 71 > Hik (BFEFG., TILfR EORY - HikxsETe)
MO TR 72 ZRICHOWTEIR L7 30E, R8s 325 L OV BT 2 B>\ T h itk 3 5,

7' b 3= IR RS HE CRICoWTE®RIE T 5,

7'u b a—)LONFEKROTERIL, S SN HSOP, Bl 2 &k OREH & 72 5 GCPO I & & 4
RETH D,

FRICHEDRWED . 7 ha—) b)) HEEE, T X TOMNER O ERE L T CHEE
Nod7v b a— )LOEHUEGETREBER LTV 5,

7a ha—LdHET (Protocol Amendment)
71 ha— ) IMx o nEZRETCERICHRSNTZH D, X To e ha— LORGETIEEES
., 78 ha— LDOBLFICL > TELINALERD D,

B RAE (QA)

Eiﬁ%ﬁ/fﬂ”ﬁz B4 5 N TOEBROCEZRRINICTMNL L TRAET 22 L, ZRHDOEAT
T Pl SN EBE PN BUNCEB S NN E Db T— 2 O Gk, AT R OVERER R

75)712 ka— BREESEFIEE (SOP) | M SN DM OGCPH A KT A > &5y L TIT

iz & AT D,

mEEHE (QC)

BEIR T — & OfERk, I, BD v, TR OREN 7' 1 b a— v, SOP, i S 4 5 i & O
GCPH A RTA U E2HETFLTITONTWD Z EZ2MAET 572010, R AFZEICBET 5 7 etk
ZNZONWTH T vt A4 —F — N FEBAYIC T3 5 E W 7 EH A e i,

$E{EA{ (Randomisation)
BB 2 TV A (IR U IRBEICEI 0 T 5 ik, EIEAIL TR, A 7 A E8HT 5
7212, TRTOSMEBEBBRNT NN ORE UUH?%ﬂéﬁﬁiﬂb %5,

HHIY T (Regulatory Authority)

A > RCHERRRER ez a4 2 B B, 1> REIEMLE PR (Drugs Controller General of
India) XIXZHIZ L > THRA SN ERAHGIE R L 25, BlERIE, AR 2 b a—r 42K
WL, mHEREEE L., AR FERT D,

A5 —% (Raw Data)
BT — & Lk, BRER SO LK OGN B 72 i R AR BR 12 38 1 B B R BT 7. M O A AT LA
AT D HEFE DT T OGRS UM & G2V 9, JiiT—4 (Source Data) H MDD Z L,

U7 U—)L 5 —4 (Real-world data)

RWD &1, B4 2R EHIE S H HENCINE SN D, BE O/EEIRENR O,/ UIER O #ZREICE
57 —XThd, RWDOFIE LTiL, BrEERLEEOT —& | [EEHRT —& ., 85 3%
HBOLIUA NI DLEDOT—X KOO TERIE (B : 7 X~V AN DOIESNL T —H
Th o T, WEHIRIEIZEET 2B E R 0 55 7 — 2 % b b,

U7NT—),L R 5 2 (Real-world evidence)

RWE & iZ. RWDOFENT M LGOS, B OMA K OBENSR2 7 > b X3V A7 2B
LR T A TH D,
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HEERAEEESL (Seriou Adverse Event : SAE) XIIEEBIWER (Serious Adverse Drug Reaction :
SADR)

AESUZADRD 5 6 FEIZE ST D, ARz BeE Lich D GRBRAA K THEE SN TV
A AR OERE 2 LEEE Licb O GRERDSAPE CTHEME STV 2EA) |« AR XITEK
IeRERERREICHE > 72 b O S REH A KT LI b OXUTZ OMAEMEZ BN Lo bDE VD,

BEEDAHEES (Severe adverse event)

[EE | [IFCOFRRORE (BEEE) 2RI 7-DIMEHEINDIZ ENEZW, TEHE] T TEE)
EWFFE T CiEZe <, TEE) 1TREFOLEMUIKEZE T HLZET S BE FL0is)n X
IIXSEEEIZE S DO TH D, EEME (EEETR) Y R~0WEREEZEDD ET
ODBEZLERD,

P— v REEHEE (Service Provider)

AR H—_ CRO, THREAEATEAI T OBEHEEE O W Inck LT, D120 Eoillix
WFSE R3S 2 T3 5 T2 O IR R ERER  WF 28 30t H IR H S v D — B R 2423 2 fE A X%
Ak (PR, IR SUTZE Ofh)

B> —# (Source Data)

R 2 EAREZRDT, TOLELELITT—% (BHETLIAXT—XZ2ET) . It E
FHLL T — ¥ ORFE EEE, Ziaid, R RS INE o EREGLe: R AT T
¥— b, RER A WESMBEBNAND LT —% (B : BEEHRET 7 N4 [ePRO] ) | R,
AL RE K OV PR FRBR B 2212 B -3~ 5 2 D O gk D ERGEFH I L H5tdk, T =7 F
TAF A AR P78 D H BT S DT — 2 BE ENDHEN D D,

AR H— (Sponsor)
PRIRFRBR DL R OB 2R A A D BN, AR SO IHERS,

AR Y —FRIBREEERR (Sponsor-Investigator)

M 13t & JE (A CRE R SR W, BRI TRE BRI 2 e R R OVEi 3 5 A Th - T,
ZOHEBEORRO G EATIBBRIENSIMNE L, WG IR S 5E%2 05, 2 OHGEE,
@ALIANZ G E 22 (B AT A2 5 F 7evy) o AR U — SRR BT EM ORI IL,
AR =L LTOHRE EIBREEEME L CORBOmM NG TN,

BB yHHER (Sub-Investigator)
1RER /7y AR (Co-Investigator) Z#&HD = &,

BNk /H8rE 7 7 A/ BE T 7 AL (Participant/subjectFiles / Patient Files)

RRSINE BT 2 N AFEH AR R CERIERNEENTND 7 7 (b, ZHIZIE, CRETHRMR
SNDEROEIEMEDORAEZ FIREIC L, BBERGEIZITZOERAEA N UIFTETE L L )T
DIBE T 7 A, AT — g VR SUIRN R BINE S ERE T s A VIS EERD, D
£ BB KOS IRE BHIT 5 &% TBEDRE) OEOEDITHE > THEE L7221l
A SVAAAN

RERBINE /#BE (BM#F) (Study Participant/subject (Participant))
IEBRFEDOY G- %% T 53 & U CRRRER WS 2/ A,

ARSI Hek L LClE, SRR WIRICH S OB TSN 2EkeE . AiFEOMEMN &3
RO IRNEFZHMRIEZ A 58 ULIBGFEOHEN L BB O S S EFARPREZ AT 25N EZL LI
60

BB FIEE (Standard operating procedure : SOP)
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PR RRER O E A IS ZAT T 5 1o O OFFMIZFEIR S AR HER e d5 R 2, SOPIE. FFE ORER
(ZFR D D T DORERE K OZEH DRI ARIN 70 Fe it o OBAT DT D DI I £ 72 fllor & 72 %,

B/ wRBREBRY = — K (Participant/subject Identification Code)

SINE OH LI BT 5 R 2 R 5 7o O IR TIER B3 & RS INE HRE 2R 0 410 5
B4 OFBIE S 2 — R, SNEERE R = — Rid, RBRICBE#E Y 5 3R COHIHEIZONT
SNE DKL ORDVICHWLILD,

B DEE (Study Management)
HE, BB, TR AL N RORGE, #atPRLHE, I ONS BRSO,

FRITEX2WEERBIER DS (Suspected unexpected serious adverse reaction : SUSAR)
BRRERER W 7E TG SN EEMICER T 5EBEH Th > T, PHITETEER S D,

RBRIBET CHRE LEAEES (Treatment Emergent Adverse Event)
RIEFICRBLLIZHESR TH - T, RIFEBIBETICIIIEE L TV R » 72 LI BR AT O IR BE IC b
NTHEELELD,

NRY 5 —3 g (Validation)

REBEONY F— g 0 EERFOBRKRREROE O EEDFTANHE-> T, FIE, 7't AHEE.
MEH EH I AT ANEBRICHIF SN IERE2 52D 2 L &25FHT 27| A,

T=FONY)TF =g EREFEOTLHINTND T — R OBIEM R L —HT 52 L%
TRiE L. GEIT 272D E SN D FIE, ZOFIHIE, £F7—F CRF, ara—% Y7 Y
=7, TV T U b BRI R ORI e REE DT 6 LTl S 5,

HEMIZTH ORI H B2MF  (Vulnerable participants)

MR W THEMICTIOIFIC S 238 &1, A RS, REAN, LS ARAIE, /1, B
i 14 L < IXEEBGERE ) oK, IXEEBGEN TEX <25 X9 BRGUIZE YL TnD Z &
ZEHRE LT, BHOOFREESFD Z & DFERE XTI TE RN EEZ WD,
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RER DTS

2.1 TRERIK
KRB O LN I T IEY A R R E AR LD LN TE D LT, RBRIEOWERN « (L2320 K OER
H%%@ W ONT BUFE A % SCBE L7 AUIE 72 B 72, A0 (A8 e OV 0 B 7 b S B

WJO)E%%D DAL G EREER R BEL RN ST ENICE LT D2 &,

2.2 B RRBR DS EE R
IGERIIZEE LT b TV B IERRRRER T — & & ORI 88 T S T 2 3R D 34 M 4 =3
WS EORENDOHE LD THD L,

2.3 “u ha—v
WENZT A SNT2ilBRix, HIc S S, BYUNIHER S, AMED 727 a ko — LKL
ERAE FaR/ R c: 5] ey N

2.3.1 a2 h 22— D ERE

2311 —HRE R

a. 7a ha— Lo, u ka— LOiBEE LA, TR TOSRETHRICITNETE
FROBAAMRGEHINLTWD Z L&,

b. AR — R ONE=Z— CRODL TR, (LT K OSEKE ST

c. AR —D7dIiz7 v b a— R OEDOURTRICEL T HHERAY 52 b 7-FH DK
24 B OBk

d. RO D AR —DEZHEMAFZ DKL, %, E%&U@%%%%O

e. FKER D FENEL ﬁbfaﬁ%ﬁ?é%%aﬁ[%@&% Hehk, AT R OSSR =
W [FIEZE,

f. S ERRAERY . BRI AR e O U O TSR BT P D & FR. (EFT M UNEERG

oS & FEMEIE AL RE M ONBEIE R P O & DR,

2312 A 19K OV Jt AL

a. RERO HEENR OHBE . Y% O OFIR,

b. TRERFE D 4 R M OWEEE,

C. BRI EFE D 3 5 A[REMED & 5 FERE IR RER O B ORI B 0 & 5 iR B O FT
FLOBK,

d. b FBINE T AR R OB 72 ) A BN T 4 v FRHDESITIETFOE
o

e. Mt O EFG R O% R & LT &5 BRSO GRE, HEEO¥EIRIC

DOWNTOFEHE L OFRERY, FAE-NMIGEREZEL i d5 2 &,

f. RN 0 b a— b, GCPRUNHE M S 25 M S 2 35 L CHEiE S5 B oitik,

g. RIS G4 R D R IR M ONBRAN FRHEIZ D\ T D REEL,

h. PR EBEAH Y . RBOERIEFRE 2D LML T — X ~DF K,

23.13 1 PEHIPCIE

a. AR BEIE 4 2 — i) iy BRAOBLRE.
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B PR ERAE ~ DR O FIE K OFEE O BS HFIEIC W T O,
A TF—bRKeartvrhaRkdp0WERELTEEINLSDHD,

2.3.1.4 AT

REBROB 2 RMER ORI OEON DT — X OEEMEITRBRT VA VickE<< EAE&N5S, &
BT A AN ONWT ORI TONEEZ S DD L.

a. SRR R P T BT % 43 ORISR A 73 8 5 B3 T 132 1US DV C 0 BRI 72
ik,
b. RO (EA(L, Wi, S, FER. 7T ERR) | RRFFA > GEfT

M. 7 v A4 —sX—ik) | E@m@ﬁﬁ(giaﬁ\ﬂam)\ﬁW%m(ﬁ%&Uiﬁ)&U
7' Z & AR xR _ou\TO)pa%zo

c. REROT VA > FNE R BB DO,

d. REROBIGERT R O SUTHIB IR SN D ERS T5FE (L AX 2 —FKE2ET) &
A SN2 W ESE S TR,

e. BRI IS T8 STV D IRERIE R ORI X 2 akBRigi. ML - =, BEGRRE

K OFITZAZ DT DREHL,

f. TRERIE DO IE R ORI FIEIZ DV T OFLHE,

g. SINE WS O SN R OSEBRRAERFE (b 25E) 25 073 X CoORBRHIRK

DNEFIZ DN T DO,

h. REROBHBTEH,

i BA DAY 22— )VORRERIL (B : BRI CEIRS DL MR EORERT S
TWNDHNRR, MRREDORIMR EEEEZ D) .

j- RERSINZE O P ik FEHE K OB 2R TR O — o 1 ST o 5L DR,
k. st B 2 5 00 T IR K 0 H A BRI,

l. RGO EAEL B 22— FORE R OBRHETIA,

m. B I B R A L 72556 O F O FLEE,

n. BINE ORI DE=4% ) > 7 FE,

2315 ZUEDEER, ERSFK OV UL

a. ZINE /Pl OBRPUENE « ARlm, MR RIREM, TR TR ABtsWridE
EoBNE (B EFEERE) OFFMaeAIcRET2 28 GRUT58) .

b. ZINE / PerE OFRIMERE (ABERT OBRIMI B4 5 AT OV T O TRy etk 25

U)

ZINE RE o IEERE (b b nBRER L SABRiGRE O F1E) L SINE O
fﬁ_%’f LT _REREH L OF T2 KA, FIEL7ESNE D BIET R E T — & OFE & OUUERE]
SINE M T 2 0E PR O T T 2560 HFE, WNTH I L72SInE OB DWW THE
L 7= FE,

d. ARERITHH A AN D ZINEEL O FEFT FAIAR AL,

T ERORERIL, X7 4w b URTRHE, EERREAE P IET 25 ICIXENIC
OU‘T*E% \—naﬁﬁ—é
f. FEEEIZFI VNI B DR DI BRI OARHML,

23.1.6 JEBRFEDH D >

a. R DL W) BN K ORE 2K T 2720 DR L 5 2 Ly
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b. EIMOFRRFENS 28 (a— FESERE)

TAVVEFBLTUTOLIICTHZ L e THLIEDOXS Al L. BAERICITTBIREAL XX
a—REFT, Ny FRiFTuy RS GEUT 56 BER, AR, RESRM. BB, ST
NAFT A ZE DT BT L < 3EW PRV O EHEAS T7E ST 5 EREE . MR
XATHERR DA TR, BEEE O/ OEFT, GBREORED AN Z il L2 7~ 2095 2 &,

2.3.1.7 BREOFHM

a. T 2 HIMENT A —ZIZOWNTOFERR,

b. B ZNIE DT K Ok T 15 IZ DWW TREH

c. A EEDFLER DI K OEIIRIIZAT 9 228 7

d. FEE DFFHT RO/ T T DA DWW T ORLHE (B SEWENRE, EFRMR A, B
)

2318 2D

a. LEMEINT A —ZZONT DFIR,

b. RN RT A — 2 ORI M OFEER 715 & OVEIRIZAT 2 28D,

c. FEIGEER KO SOIFERESR, WOICPREROMEEZ S X HT PIE L #E LD
FLEkD FE,

d. HERHGIFLIL O NNFE O BYRHA O FEEE & 0T i R,

e B — FORTEICET 1R GREBRa— RN E IS S, BREaFERAERNIIX

WO, EDXDIZLT, §ENREBR = — BT 500 .

2319 #7

a. 9 D BEFHIFIEIC OV T OREHE (FHE ST 5 TR o SR i 2 & de)
b. AER D H B2 TERK T D 72 OISR ERBRS IME B KL OTE SN2 IME ORI & 72
D MR R 5,

C. FalBR i e (s LR DO%E) THAANTEDSINE LD FHEM R NER,
d. il F 9~ % BT ERO A B KT,

e. KT =2 REEHT — 2 LOEIBEIC KT %7 — 2 OEHRTFIA,

f. LBHIOKFHFRIFHE ) B ORBLOHE TN CHAIORERT ARG 2> & OBRBLAFEE L

THEIiE, WE, 7o ha— b RO IREREETRRE L, TORYMEERT L) |

g. AT O G & F D BINFE OB (B - BAEZ L SN T N TOBINE K525
F 72T RTOSINE ik 723 X TOSINE /Gt rTRE 2R E)

23110 F—FDRIV B R fF—F~ KA A

7o b a— ik, NEBRELER S EREBE N IR T — & JRUE R 2 EREE B Ik L CRllRic
BT =) 7, BER, MEBEZESOEBELCREIYROERELHNT S §aHETLZ
ks

CRFOEBE LT u ha—l&bbl L, bz, UToiEMERTZ L,

a. RO R O O R K O FFROFLEDO I Y K OILEL D FIE,
b. FHRRBINE OE B R OB LEORFEOTFIE, FLEkIIE -~ OSME 2 RS 1 Fr
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ETED2bDLETHT L,

23111 JhEEPER O H IR GF

HEOBEEEONE=X ) VT ok bR EmT H 2 HE LIEx 2 TREK
Ui WCBE T DB E DFHE,

b. HEEND T 87 b a— b ORBIZEET 23600 & O RFIE,
C. WF7eF— LN TOEB KL OBEFO5HE L T 6 O,
d. RBROME GRUBROE i FIER OEBNOMEH L HEGOFIR) 25D AX v 7 ~DfF
IREHIH,
AH s 7 D3RR, WFFET — A&Lf&%ﬂié N TE HENEONERK LR/ L,
. WEREICET oM BAELESES) (BT EEHEE,
g. 7B O FNE O 508 & 2L,

2.3.1.12  #IWR OYRGE

a. AR 0D T2 o OV A IS B 30 5 @8k D STHAN NS DWW TR THE Y Red . TR AZER
LTH vy
b. BRI SR ORMIT (B - K, RESUIAE R, AR — GEEE) [2o0

TOMHRELIMT D22 & FRRIC, KHOBSGHTIEIZO VT ORI T2 2 & (B« ZINFE~DHA
W\%W%®%%®%WEL\%%@@E’ﬂ?éiﬁw\&miﬁ\ ar B DM WFFETF — LA
YN ITRY D FHCB SUIMER . IRBREEEA SRR AR O KA

c. FO LD IRIERPIARIIICEEIR EN TR WIES . AR — BRBIE3EE  FiE
@ﬁ%%\%%ﬁﬁE%®WT®A%WWDR®

d. FRBRIC X BB E N A LA 2 CTRERS I I+ R &2 03T 5 =
&o

e. HEROBHAGET. BURE (BRE(EERM., AR — s S22 &)

DIEREARICHOWTHREICEE L THI LR TR B0,
23113 AFICHETSH D D

BIROAEXLEICHEH IN T ARWGEIZIE, AFRICEITIMYROEZ 7 0 ha—/LIi#d 5 2
ks

23.1.14 FrEilr
NH A BT B HIEIC O W T O EDHB,
} R DR K OFEH O S5k,
c. HER A PR B L 72 B0 OSPS5OV T O REHL
232 TR O T 7

7a ha— VI FOXEERMST DL L,

a. RS INE ~D I M OG0 7%
b. R B T ~DIEREIE
C. BBl 72 FINEIZ DWW T OFEH
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2.3.1 FHTHIRBIR B BT

1) LIFOBAITIE, WH7RDERLTH - TH R RFFA Y [ S IR B 78 %
FEhid DA 25 NI NED ET D,

(i) TR ST 2 BRI B 2 R AR ERER WFZE DS BRI E . HTB % R . BT
FEIHHBIIC O OWTEMIFEO 252 BRI E LTV D54,

(ii) () DB R FRER WFZE 03B R AR ER W22 12 BT B B E BT L 2 BT &R%Z2 I
B L7RICBE STV DA,

(iii) YL ERR SR B SE TR DAV A R A PR FE R Y RIS T D M E RN T WA
(iv) WAL R R T TR DAL TR R A ISR B B THRE A LR WS,

2) LA R SRR BIFSE & BRI ERER P28 A L T 5 FTREMEDN & 2 A TR BR

MWENAREN2GE, MEEESIIREZEEZIOE (B UNICZEDO R EZ R L Em TEDOFEH
WA Y FICBHT D2 LD ET D,

(3) MEEEESDIEMEZZE LTk, TRFFAY RITZ OB ZMRGE L, Yiki@mmosz
FHHE B30 EDUNICHABEO -0 ZERCTHT O LT 5, FREFATY /Y mEEE
BRIk L TCYEMEBEEZEES DD OWEEMOZMEH 530 ¥ H UNICHLERBEMEITOR WA,
HFRFFRI Y RN OFF AR BERWNWE LR IND D LT 5,

(4) TRER ST AR ERIRERER BF IR, AT B B9 L 28 LR SIE . BT G
B B SO T ELAIE C O Al J OVKER S AU 72 2 380 ST 3K O BRIRFERWF 58 D FE Jifi R I 3R~
WFRSINE R E D NME, BRKROEAEEIRET D 2 L 2T 270D KGR S 7 BRIRRIER
SWge 7 a ha—v A v REFPRFEHESICEL V@A ST % [National Ethical Guidelines for
Biomedical and Health Research Involving Human Participants (& b Z x5 & 3 24 mAF - B2 RFE
BT 2 EFRmEEE) | ICHE SN TV S mERAERI A2 #ESF L CET D b0 E T 5,

FPIT AR IR EAERFZE) 13, &2 HFENA T TR S TV D EFS O IREERHFZE T
o T, FBLEIGE ., HTRR G T & SUIBTHFITE IS OV TR . Al B SO oeeé
BAIC Ko TRt S L, Z ORI ARSI AR DOARITHEHN S NS Z L2 e L, MliEX
FEF B THTNNDOEOHG L RO AKRBEIRT 22 L2 HNE LTV ARV D2 EKT 2,
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1.1.3 EPEEDOIRA] (Principle of non-exploitation) : AFZESNFE 1L, BFFEICEE D <% >7
4y PR OEHEBRBESCER 2 S AEICE S SN D L) ICAFITEIRS LD, SR THWLY;
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EolZEtm S, FEish b,
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1138 NRRX7 4 v bEKREOFHI (Principle of maximization of benefit) : #fFE DT ¥ A
FOERIZ STz > TEZ, HFRBIMEF RO UTHERIT L > TOREKT ¢ v N & EEN LB I
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FIEBRE XA O OTENIK L TEMEZA O, MEAFEEHCHE U7 ER) | i) R ONETERY (T
I, EEER SOOI, TR TOMERBRE MR THIHOTH D,

1.1.12 REBREDOFRA] (Principle of environmental protection) : iff2e3# 1%, BEfF DO H A
KT A 2 ROBHENZTEN, RO T X TOBEMBICE W TEREL DY YV —2ADRELRUIET 5 Z &1
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FERTDHZ EDHEERE L THEITHAAILD N E TIXZ20,
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2.4.4 W HZFEFEOMIE T, INFE ., AERFE T T — & o L BB SUEH
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RV DBFERDAGRITIMA T, "FAZ L ERANBOEREMMmMEEERICIDEZFEL LD
FEEOEKGEDUETHD. M B ROFAHPSEE, Zatimds, g EF%HI33 T ICH
E6(R2)IZHEHLL TV, ¥ RZ L TOIRERIL GCP HEIZHE SV TEfENL TN,
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Platform; ICTRP) f§#DA L FA L F —H~_—2Z
(https://www.who.int/observatories/global-observa
tory-on-health-research-and-development/monitori
ng/number-of-clinical-trials-by-year-country-who-r
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1976 4E(ZHil) B S 7= 391k (The Drugs Act,
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I, BN, 2R, BIOMFEFEERIETS
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= #t ¥ BY ( Contract Research Organization;
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)RS LTS, IBIZ, BRKRBRO B5E
MR T NEEAC, BEEATLATLEODOH
FHEEF v ZUAN, DRAP O =7 HAMnb A
FTE.

C-1-5) & &S

CTS, CRO, BA/BE Bt % —, Fizid A
Ao TR BADFF AT HEE X, BR-1 (8 k 1-1) 12,
VEEHE Y TR AR TR 5. F72,
i PR BB 2 S 3 5 720D O AT HR i IR
(&R 1-2) 12, BAIBE #Ba% Ehi 2720 DFF
Al HEEIIARC-IIA (BB 1-3) 12, CTS, CRO,
BA/BE Bt & —, 723 A4tk 0Z
A B ATHHGEIIERA-T (&R 1-4) 12, 23
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(ZHEV, AT -CSC 1z ETHboed
%. ENIZBWTRBRFICRAE L, BdE-
a3 TR CEARWEEZRENERICET
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M TEMEENTHLO TR, ZOMOE
NOTRITERWEERRERITAST, Wfigk
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IZRLHE S T = 3K S O B PR R 0 FEHiE oD
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