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TRBLER: SRR R — DU
_TABLE 1D CTR
e e =1 -
VARCHARZ (20)
VARCHAR? (20)
00 : &1+ 57F+/Receipt
VARCHARZ (2) 101 - E§3F &+ /Regist
02 ; Hif/Deleted
VARCHAR2 (10)
DATE
— TVARGRARZTTOY
DATE
VARCHARZ (10)
N IRE S B DATE
margraia UMIN ID1 VARCHAR2 (10)
SHFREEEIE UMIN 1D2 VARCHAR2 (10)
HRErarE UNIN 1D3 VARCHAR? (10)
EESE TITLE e ) VARCHARZ (1000)
TITLES HTHMGES! VARCHAR2 (1000)
ITITLES e ) VARCHARZ (1000)
TITLEBJ LIS S 2 (B 2RGE) VARCHARZ (1000)
[REGTON RERTTIE s 01 : B2/Japan
02: 77 (BARLS) /Asia (except Japan)
03 : jbi&?“orth Amer ica
04 : BI#/South America
VARCHARZ (500) |05 1% = 7 /Austral ia
06 : U /Europe
07 : 77 YH/Africa
COUNTRY F VARGHARZ (4000)
BETI DISEASE BEETE TET) VARCHAR2 (1000)
DISEASE]  [SifEm s (B4 VARCHARZ (1000)
DCATG X451 T T
1L85mB% GE{EY) /Gastroenterology
03 : SEALSRPIRIS (BF - J8 + 1) /Hepato-
biliary-pancreatic medicine
04« TEIRARAFLS/Cardiology
05 : SFI 8RS /Preumo ogy
06 : PI5Yids - {RIEAEL4E/Endocr inology and
Hetabol ism
07 : iinjg - [ % /Hematology and clinical
oncology
08 : ‘&%h@mﬂq—/ﬂenhro!ogy
09 : FiZAE %/ Neurol ogy
10 : BBIRE - 7 LLF—RF2/Clinical
immuno logy
112 D gERFLE/Psycosomatic medicine
12« BREFE TS/ Infectious disease
13 : EERRSE/Ceriatrics
4 : AR~ /Surgery in general
VARCHAR2 (500) s HAC8RsNE GHILYE) /Gastrointestinal
surger
< JHG8RshEL (B - BB - 1) /Hepato-biliary-
pancreatlc surgery
17 : IR/ Vascular surgery
18 : FRORSESMELS/Chest surgery
19 : P9 s /Endocr ine surgery
20 : FLIRSMRISE/Breast surgery
21 : EEFRAFI%/Obsterics and gynecology
22 : INEFN/Pediatrics
23 : fRE52/Ophtaimology
24 : %1% /Dermatology
25 : FHAIERIS Psychiatry
26 : E A MEMEFIS/0to-rhino~laryngology
27 : B/ Orthpaedic surgery
28 : SBEREEFSE/Urology
29 : Ut EE S /Radiol ogy
30 : FEERFISY/Anethesiology
91 CIRRAEAN Nral surear
CANCER FERSH? 01 : AYA/Cancer
@ |02 AABUS/ Others
GENOMEYN 77 LERORER D 01 : 1ELV/YES
VARCHARZ (2) 02 : LMAE/NO

CE]

0BJ

EEINES)

VARCHAR2 (2000)

0BJJ

|

OBJECT

EIEINGES)
B2

VARCHAR2 (2)

0BJO

0BJOJ
TCHARAT

VARCHAR? (2000) !
01 R21E/Safety

02 : H3pE/Eff icacy

03 : Ze&tk - Hhik/Safety, Efficacy

04 ; &£3208Y - BEERAIRIS1%/Bio—equivalence
05 : 249505 FBfE/Bio-availability

06 : ZE4 1/ Pharmacokinetics

07 . ZEJ3%/Pharmacodynamics

08 : FEAELE - 3EH/PK PD

09 : T its/Others

[VARCHAR? (1000)

Ha2 ~FDIhEEM (RFE)
5
RO

DY EESH)

VARCHAR2 (1000)
VARCHAR2 (2)

01 : #REEAY/Confirmatory
02 : {EFE8Y9/Exploratory

TCHARA2

HEROMUN2

VARCHAR2 (2)

01 : 22EA#Y/Explanatory
02 : S2¥51)/Pragmatic

PHASE

READT z—X

VARCHARZ (2)

107 % 1 38/Phase 1

02: %1 - D48/Phase I, I
03 : 5% I 48/Phase I

04 : 5511 - M48/Phase 1, W
05 : 5% I48/Phase I

06 : IV4H/Phase IV

07 : Brit9"/Not applicable

g

PRIMOUTC X
PRIMOUTCY

Il

VARCHAR? (2000)

VARCHARZ (2000)

VARCHAR? (2000)

=
=
I~
\H
>~
&
5
5

B

£33

VARCHARZ (2)

VARCHAR? (2000)

01 : 9+ A/Interventional
02 : §8%8/Observational

AT TA

ERTHLY

VARCHAR2 (2)

TEATEA L Paral Tel
02 & O RAA s —~FRER/Cross-over
03 : EEF 1 v /Factorial
04 : BE2/Single arm
05 : ##4% - iK% 4 /expanded access

EPZ N

VARGHAR2 (2)

01: 5 24 Lsdk/Randomized
02 : 35 > & Laft/Non-randomi zed

SUHLMEDEE

VARCHARZ (2)

07« {51/ Individual
02 : $:F/Cluster

T34 FiE

VARCHAR2 (2)

J'/0pen ~no one is blinded
02 F—TUERMEBNRT S v Fihgh T
%/0pen ~but assessor (s) are biinded
03 : REASMBEHN T T4 > FleEh TOBHER
/Single blind -participants are blinded
04 : f AZMEE - MEHEHN TS5 FledhTd
BE#E/Single blind ~investigator (s) and
assessor (s) are blinded

Z@Hi#k/Double blind -all involved are
bl inded

[ConT

STRATYN

EPAN=E

VARCHAR2 (2)

o1 ﬁ')'b'i‘ v L¥TIR/Placebo
02 : fAHERER/No treatment

03 : ii ARAEAM TR /Active
04 : FEE{ME/Dose compar ison

05 : £A MU AL/ Histarical

06 : 438 /Uncontrol led

Al

VARCHAR2 (2)

01 : 15LY/YES
02 : LMAR/ND

DYNALLYN

[T

VARCHAR2 (2)

07 : [XLV/YES
02 : LMAE/ND

INSTFAC

REREIEIER DS K

VARCHAR? (2)

01 WA T ORCEREAREFELTVS
/Institution is considered as adjustment
factor in dynamic allocation.

02 : HEBRETO Y EHB LTS/ Institution]
is considered as a block.

03 : FEEE A L TLVELY Institution is not
considered as adjusiment factor.

BLOCKYN

Javsi

VARCHAR2 (2)

01 : [£LV/VES
02 : LMME/NO

CONCEAL

WD —FERLHE

VARCHAR2 (2)

01 : R Egk/Central registration
02 : $fii%/Nunbered container method
03 : #5 > 4 Lift/Pseudo-randomization
04 : 415 BEA L/ No need to know




