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K7 AFNFCTMNT FVEUNDT 7 A V&S
DT bR,

analysis

%ﬁr~ﬁfzb&07uﬁ7A%%%Té7
FIVE,

RIZFNH LTI #NEFUNOT7 7 A NEE
DT LR,

adam

ADaM F— &y PRUTa /7 L EHNTH7
FIVE,
$71W¢uTﬁ7¢W?u%®774w%a
DT BRW,

datasets

o)

ADaM F—Z ¥y FEBHITH 7+ VHF,

programs

ADaM F— &ty NERUERZRDERIZFEEZ 0 s
FAREWT BT A NVH,

adam_j.

BT ADaM F—F v MR T B HAET —

1#Eey NEBRBTBETZANE, K74 VHFITH

AREE AMM7~ﬁ?/bu%®774w%%%b
TR LRV,
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RO R ERTS—F 05 5. OOISCE
AL DT DT— & BB T A N F
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ADaM B CRWVEITT — &y NRUOT s S
LEBRMNT BT ANV,

K7 HNVEWTHT A NFPRADT 7 4 V&R
BT BRYY,

datasets

A%Muﬂwfﬂwﬁﬁ?h&f/%%%%¢é
THNE

programs .

ADaM A DR OEITT —# ¥ v PEURERD
ERIZRD 70 7T KEBNTH 7 2 VE,

misc

analysis, tabulations DWW 7 +AFIZH
BT eNBEChNnWT -y FEEWH
TATANH,

tabulations

WBEOF —F PRRICET 5 EHE—ERE
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TENEE = ]

BT A NEIZTMNTANTUNDT 7 4 VoE
HTIRER DI,

legacy 5 |SDTM u%mﬂ"tw—%ﬁﬁfﬁ@T“&? v e
o BT D7+ VE,
sdtm 5 SDIMF—& &y MW TET 3 VE,

9]

~ sdtm_j HHT SDIM 7y MIHIET 5 BARET —
FEy BN TEIT7FNE, RTFNVFITH
A SMMTHﬁtzbu%®774w%%ﬁb

TR B2,

3.6 HFEETFT—HICBET RN F—a 40T

N B AP A PN UTRHENERFETT —Z I L, F—F oS
Ul F—a VIENTOh D, N F—va VORI, B—2 34k
SEBEUTHRFICOERSNDS, 28, 3.6.1 (7) HTRIA—MSERLTH
é$%%%7—¢_omrm AREEELREHIA T CIEELEET, £T
OF—F FERNTE EMEFE L,

5 — F RO — & VYA Hﬁé{’ﬁqﬁk%ébtir-komﬂi H— & LA
A MNVTFAZ SO EDRERITO, BRERITS L,

3.6.1 mmcﬁmT“&k%Téﬂ)Thya/

PMDA {2 CDISC ¥EA7"— #1736 L. Pinnacle .21 Enterprise % V™
RYF—2 g 21795,

NYF—3 g VIZRWB =TT, BHEA~OBE S L AR
ICRIT 7T —ZFIADES S, PUDA BERNTIEET R EBERRBT — 4 O
H. BT PMDA IZRBITHEEERERT — & ORENRFBEZERELT, &1
—NOREEBEZL TR ICERELZREL TS, BEXEOBRMIZLLT
DEBYTHD,

(7) BERLTWABAITIMEES NS ECEESBEB® IRV L—L
BEERRRIZOVWTHETHLTF—F 2y NOFEELEDEFEICEE
i —

() BRLTWDHEIK, FAMCHBARRWESINIMEEESNS ETE
BRI RV IL—

Z DEHE. RERRUORETA FIZBHBIZED R TNAAL—L
ThHY, ERLTWVWBABREITIRFOEBAKMEENRAIEREEI
DUNTHFERINC PMDA ITHEEE L, X BT —& 1 FITBWTHEAT
BUBDH BN~V :

(V) BERLIEHAETHSHT LHZORAERDBVA—L

2B, LB (7) ZonWTh, BERRT — X OEOBAND, BRD
BHIZOWTHHEHAZ RO IEERH D, '

PMDA IZIBIT B /N F—v a VORBEREDOHEM, HxoN—N, RO+
DERMEOEHEIZ-OVNTIE, PMDA D WEBY A v (http://ww. pmda. go. jp/) T
ABELTBY, ERRBIHE > CTBEERBEBETT — X LT
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JF— g VEITVD, M—VGEBR LTOWA B2 EE L L CRERSE
21T 5 BERD D, V—MZOWTIESSIERANCIE S 2R
HHZLIHEEL, BEEFOBREER LELTAY T —va Vv 2 EE -
TBHTE, BB, VNV ORERDHBIFEEICE, HEBOAL—VOBEAE
TR—EDHMZ b o TRENERTFEENS, |
3.7 RUZELRVWEHCLYV S — U= VAT AOF A BREEHEREE %
e EDFEOREERE
B NY A P EERTIBBEEVCENLLZRE - FHTITFT—F V¥
—l A F =Ry bEERTAERICEFNSEE LEGEEOL I, F—
YA Y RAT LOF AP EEERBEAICH TS~ b= VAT AEN L TH
BETFTF— X OREBITLROCTRRMESSH S, FOHE, PMDAZROIRTER
MBEZLTH OT, FRCHEREERVEFREICREGEENEF 77V
CERBOCRBTARIE, T, BERBRT —FBRIHNEEF TR EX -
(TISV 77 AN) TERL, bl 744 LRARCEEBLTRNTSZ
o BB, TSV 77 A NVDERFHEIZ2OWVTIX, PMDA @ WEB ¥4 b
(http://www. pmda. go. jp/) KHLEEIHT S5O THRBTH E L BIT, 3.5 IT
EDBTFT—FEy b7 7 A NVAARDREIIENMEED 7 7 A VA B S
THIE, . ﬂ _

4. BET_EBHHEETFT—FECONT : .
4.1 CDISCARMEICHEIL U/ HRRETF 7 — & R UBHE T 5 3CEIT >\ T
411 BHTZTFT—FEY

4,1.1.1 5 o
BRPRERIR T — & DIBHICIE L Cid, CDISC #E¥E%FIA 5, CDISC &
Y ABHOLEEHRHRLEEN A F (Inplementation Guide : IG) . BEFEIR
W IE ODISC @ WEB ¥ b (http://www. cdisc.org/) ZBRT BT &
- CDISC Iz & B BERABRICIBW T CRF Fic L W IR S e 7 —F O —
ERBAT—Fy FOEH L LT SDIM 28, T —& &y hOg
¥ L LTI ADaM 2MREES VTV S, PMDA BRI ANFREE LTARL
TWBA—T a0 SDIM, ADaM BHFHERPVREN A Pz, FES
hk%#?%wr%—ﬁ&i&b%ﬁ?%:aa f
.CDISC ZEH#EL R AR TMB SN T —F Z HBERITRET 572D
(o, HIEEE S CDISCAEMEICHEIL U e o UT B35 &\ S JHME S TS
Bletd, BBRRBROFEOBRM, D, HERICAEECIEN LR
TOF—FREPRDO LN D Z L E2FHRIC, TF—FINEXHTEIRE
BNTHZEREELY, 2B, ThbEBERAREECBVTLE
RBEPRBOTFT—FEHBEZR LEbO TRV, FEKRRRICE
WTIRETRE T — F I3 ERB R OEA OREEEE 2 T, BAlo
B RO SEFE L CNCHEBRE OREEFHRICHERIEE 28E
TEHIVERD D, BRIZEN LT -5y MERERTAIZHED,
EARRBROFE X IIINET ST —# OBMIC L VEROREFERE
2oNBHE. BHLITHSENCHFERRERET A NIRRT &
DSREE IR 22 R385 D H/EICIT, FRNC PMDA IR 5 Z &
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BB, T—F¥y MERRRCIX CDISC BHEZ XU, FET I
RUAESCHECLER SN EXEL TR EERATI L E L, AN
UV IRRLTF  IXFEORBEER LRV L,

41.1.2 SIMF—&E> b

SDTM F—Z & v bk, EFHIC CRF &t LV IREShWEF—4 %,
ANB/3—=2a OSDIME TSI G THESh S Kz kY,
BESIE FAL VTHEMLUCTRET S, BHEEICBWT, SDIM %
NET5ME DX CEERRRT — 28 HE L TWBEAMRH B8,
ZDHEAETH. ﬁw?57—&ﬂzwimm&0$m4mkﬁot%
DICEHT B &,

SDTM 1238V T, Z¥ % Required, Expected, Permissible @Cﬁ}iﬁ
LTWS, MESNET—ZBEThIEHICOWTIE., Z0458EIC
PPOLLTHRERBY 2ETOEROT — X 2RHTBZ &, 2B,
Permissible, Expected OFEED 56, LATOH DIXTFRELRE Y RHT
BRETHB, ~
» RN—RTAUTTT (BERRE, M IA¥1 0, DER., Eipk

B, MAEDERERS)

* EPOCH designator (FRHA#IEET AZEH) :
. ~-DTC, —SIDIC, —ENDIC ZBEEEHIHAED, FHRICHET S

Study Day Z# (—DY, —STDY. ——ENDY)

SDTM 1, BB LT —FOEZZOEERMHL, BETEX ol
F—FEMTE L bOEEDRY, #RLETF—Fi ADall F—F kv
MZEDHBZ &, .

F—HIEEOREOTTY, #2idBAEEOERITIE IS0 8601 %
AnaZ e, —DYIX0oEEERNT L, 72L Z CRF T Yes/No TF—H
PIREENTHBEETY SDIM I Y/N & LTHIT 5%, BoRkigr
HANCHED = &, | .

HEEBEEZEL THs 0HREICH VY THNS ID 2EMT 3
TeHDELE LT, USBIID BAEERTWS, SIAITSIHERRLE £
NIcKE BHIRSRARSE, BERORBRMT— A0EREICET 35—
FEENTHLETMEETAED, A—HRECIIDEENSEE
B L CHEE/R R Y [F—D USUBJID 2o L S ICEBT AT &,

SDTM {2 W T, E SN BRBRBOHEIICE T 3 FRekHt s
Trial Desigh Model D KA A Y (IS RAA L) [TOoWTIE, Efix
NIERRBBROMBICET 2T ARBRE S T- ., BEH A FiTT
WS —Z RFRBRIRY MU TIRET A e,

SDTM "Gl SDTM THE S TWRWEEE 4% 5 7= iz SUPPQUAL &
WS —HOTFT—FtEy hERETIZENTES, “hbDF—&%
- ¥ M SDIM OF FAA VCE DY TEZ LDTERVT —FIZH LT
FBTDHZENTERN, EARNIZIZZELEITICEET S L O RE
BILZNIZED D& TRIEW, SUPPQUAL 1T, $RICEEN 1 Fiois;
DR, EFREEIC ﬁwrﬁga%zaﬂéﬁﬁ&ﬁbé:e%ﬁ%
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LTWABREITX, EEIIC PMDA I L, EBRICEDEEEITIET —
EHA RIZBWTHATAZEBEFELYY,

INE LT — & OBz X - Tk, SDIM OBEFED FA L VIZEYE L
RWEARD D, ZOLIREBE, BEFILLIZMEDO ALY (B
T IHRFARALV) LD, ) 2ERTHIIENBDLATND
QT\?—&ﬁ%ﬁwF%%/;&ébtm:&&%%bttf
SDTM DEFEN A FEPENI AT b AL VRIER LT —F2RINTD
Tl HABAFAAL VOBBIINEL o BHE L BIZT—FH
A R T s, £, VAFZLRAL ~OF—Z OBRMNER
S-S, ERNT PDA IZFEET 2 Z EBNEE LY,

41.1.3 ADaMFT—%EY b ,

#EHFT— & = » M CDISC ABAEITISIT B ADaM IZfEVERR LIBT3,
ATREEICR S £ TOMTIZONT ADaMl 7—F &y b ZEH
TAHRBRETRWRS, BRI TS BT, BIRAENT (ZEFEE
Bz 3Rk CEEREIREEE B I 2484T) . B2
B4 3 X EATOE EERICET 3 BAMREN, Retoahikic
BT 32 BEELRRTFOREEBRIT I EDOMITE. Tk, 22D
TEAFEEROAE BFEOREORMICEDLIBERBREREZES
72 DDFREWITOWTIL, ADaM F—Z & v eI A Z &, BT D
Sy FOF I OVVT I, FERTIC PMDA IR T A Z EBREE
LV, ADaM ¥ —& v b TCiaWF—Z vy &AW TRBRRIERE
BEOMITHEMEE SN TWAEAK S, Lia0oFHhE, BRE&tEo=x
ERBREROAY - AEOREORILICED 2T >V TIX, 4%
FREOEENTEER ADaM ILESBETT —FEy FERIHTDHI L,
B, ARSI HEERRAEE~DEE D HICEE L e
[z oW, BINTRITT — 4% v FRRETHHBREILR,

ADaM IZiX. #EEAE L~ L5 % ST Analysis Data Subject Level
(ADSL) 2WH 5 —Z &y h3H Y, ADaM F—FEy NERRHTSHE

REElzOWTHT IR ERB LATIER B2, £, ADaMt 5—

ey Mo L BEENTERS T D7h, — I ADSL F—F &y b
CEERD, RREMHESCERENISTORERZ TR LR
5L, BRAIE LTE ADaM F—FEy MZa®HZE, ZhbHOE
HoHE LT, £EBICMA T, Rk GRREHHESESES) . £
MEMER (EREs) . Huf, H. ST oheimm, Ehl. £, B
5. %ﬁ%@%w#77ﬁ&U§E&«~x74/Lﬁféwﬁ%*
FCETAEER D B,

ADSL DISAD ADaM F— & v Rk, B & T B E % QR ORBEICES
UCHEA REROERE EVEDII LD, BEREST —F V1 FIC
LANBOHBEREETHD I LIZERTIRETH S, '

ADaM 5 —F £ v MIIBWT SDIM F—& v b R CERZANTHY
BEAKIE, TOERORK. ABRSIRAKL T L.
4.1.1.4 F—2Ey rOT 7 ANERIZDONT :



CDISC #EHEIZ #EHR U /= SDTM, ADaM 7 —# ¥ w hiL. SAS Institute 73
AT AT FEET 4 —~ v N THBD SAS XPORT 7 7 A Mg 7 —
< b Version 5= (BLF [SAS XPORT =) &9, ) T, 1F—
Fey bR1T77A4NE UTRHTEZE, 2B, SAS VAT AILL S
YERXEFIZ i SAS CPORT Procedure IIfEM LR 2 &, HAZ TORRHEA
MHENOBENEEZONAIEE (LT TEAEER] vy, ) B8
ENBF—FEy MZBWTHRERRIZ Y 7 4 ATERUT SAS XPORT = &
L. Tﬁ&t/b@&ﬁkﬁw%hti%f/bXHﬂﬁkﬁﬁ%T
—F A RIZEDBHT &, ,

SDTM & TF ADaM F—Z v Mz oWTht, F—B by MG ET 7 A 1L
AER—E3B3Z Lk,

41.2 F—F¥y FOEBERTEOMOMNET 50E
41.2.1 F—Zy FOERE o

SDTM, ADaM 7—% kv MZEET 3 EHBITZIFh CDISC 1Tkt 5
Define—XML TERUZ LV, NBEDORFRNRFALRRAZ A L — b ~DER
EEDXMBROT 7 A NCELDIE LT, T A5 —FEy bR
C7ANTITEBEAT AN — P HITBRMLUTRETS 22, €5
BEDT7 7 ANGIE Tdefine. xml) £33, EBEOHEL LTI, &
—FEy b, B, EERORVEHE, ROEFHEECa— RiZEY
éﬁ%ﬁﬁihé HELEDERICITA—Va a2 sIl,

BEEDIEDICANLNZ BEERHIB VTR R ENBENER
J:ﬁ%?r—ﬁ“lz/ P EDEBROBBERAES THAHZ L%, BERRF
— AW RAREELTMIBREDAT-DICEETHS, LoT,
ADaM F—& & v MIETAEEZITI, 4. 1. 1. 3R TFOM., ek
DEERFEREOCRHE - AREOBREORILIZE b 5 BERBRER LS
DI D DRI ONWT, BITRHR L METAMITT — 2y PR
SNDERELOURERTHENRREA X5 —4# (Analysis Results
Metadata) BEENDZ ENEFE LV, BITEEA XF—HIzBNT
I, BEITICOVWTEATORESEFEND Z EREE LY,
© RREERERCRTR SN ABITRR L T TRRESERUETA
o fENTONE L ERER
s FRTAENGA—FLZLa—F
o EITHELLBEE
s ERTBRTF—HEvH
o fEPrHE L 2D L a— FOBIRENR
. MW#E%_kﬁéﬁmféﬂﬁ AT 0T M, BRATHEED

RIS
o RITHEICHET ABITA v ST AR

IBITFERAZ T —FOHBRI OV TIITERBED CDISC k3
Analysis Results Metadata Specification for Define-XML %223 b
THZELTEHEN, EBBRSOTERHT I EBEERESICE,
eCTD JEAN B TR eCTD BV MBAMIZ L o TED BIVTV5 PDF 12 & Y BB H
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THZENTRETHD, B, EBEICBNT, SMASAEAFEICX
DEREh T THELI LR,
41.2.2 WA & PSS (Annotated CRF) o

ERM EEFHREE (BLT lAnnotated CRF) &5, ) &, CRF IT
IVNBESNATF—FOEEBL, F—FEy MNCEEhIEKRER
BEETERERLEbDTHD, CRF DEBIZRIET 2R L LT,
CDISC ABUEIZHEML L7=F—F & v MZOWTIE SDIM OEEE AW 3,
HROFHFEIC OV TRk, CDISC i2X % SDIM Metadata Submission
Guideline (SDIM-MSG) MBE LR 3B,

CRF IC KV IRE ST —FIXTEERRY SDIM T —4& & v MIEMH
ShTEHENRDZZEREEFLVE, BREESLBWT—ZEHEXHD
EAITIE, Annotated CRF ETIHEBHFT—F ¥y MZEERLTWRNWE
BINBERETHE LB, FERRVEBEZT —F VA NICRE
FTBRL, L, ZOEAFPALMR LD OWVTIIRRHTLISLE
7w,

Annotated CRF D7 7 A MEEIZ. AL eCID AR eCTD BV il
T L > TEDBNTWS POF & L, 77 A V41 Tacrf.pdf]- &5
T, BAIE LTSN T —FEy PRI 74 NVFITHEMNTHZ &,

41237~aﬁ4k '
%Eﬁ@%ﬁﬁ kB35 =4y bORNE, HEOERRERE
fé&&%u\?%%Li67“5?/F¢&L&LOT®T_&F.
HEOF| R OEE B AR E AE LT 570, SDIM 57—
¥y FRO ADaMl F—F £ v FOFRENIZOWT, T—FEy NOE
BEEMITT—2 7 A REfERL, BRE LTHIETET—F &y
FERUZANFICHHBILTIERETSZ &,
SDIM —& & v MTETHT—F VA M_ 27 LU TOEE
EEDBHIE LT D,
o [EERRRA. 7‘*5&%5@%@%%%%
o BEERRERFEICET3HHE
e AnbhieiENE, SHRE, BERVEDOSA—Ta v
. WERET— X O . - . .
o FFERAOEMEICET A (RN F—Ya UERICEET S
) I

gﬁAAMM7~&t/Fh%?67*ﬁﬁ4b TIXBA T DIEE 28&

FRBZERAE LW,

«  ERERA, Wﬁ%ﬁﬁ%@‘liéﬁ%

» T —F¥ v b %@#éﬁ%ﬁ%ﬁ%@b_ﬁﬁfénﬂ%
. Fﬁ‘/\roi}’bﬁ_%i%\ Wl A EE. ﬁ%&()‘%@f\‘—‘ﬁ/a/
o BEOTF—xEy MOEBRTIBRER

o F—F¥y bOERICETLIEER .

« F—ZEy FORHA
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o T HERE~DOEIMEICETIHE N F— e UERICETS
#FHA) :
SDIM, ADaM 7 —# v b ENRENDOT—X HA ROERRIZH =1 . DISC
EECBOWTIET =2 A FORBRRT +—v v MIREES TR,
FHEEIZEDHAFITONTHE, BLTOBREZ8EICTHZ L8 TE 5,
s SDIMT—%FEy MCETARAF—ZHAL R
http://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer s_Guide
o ADaM7F—FEy FETBF—FH1 F:
http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide .
F3CE. R «CID BAKR O eCTD Bl BENC BV TED HILTN S
PDF CIERR L. 7 74 /4% SDIM, ADaM Ioxffts L CER-Eh [study-
data-reviewers—guide.pdf | [analysis—data-reviewers—guide. pdf]
B, NEPABLRDT7 7 ANBETHEZEREE L, RB, F—
CEATA FIREARFBCERLTHELIT LR,
4.1.3 FEHTIEHEDAA—Da ATONT a

CDISC BHEICHEIL L /o7 — &y PR EREZBRTAICh- v {EH
9%, CDISC AR¥E, MHIHFE, FEHFZIT 2T, PMDA [TBW TSI ANF
BB7ZR 8= 3 4 PMDA @ WEB Y b+ (http://www. pmda. go. jo/) EBRT 3
ZE, BB, A=V a OFANTEIX, BHEENARHEBEIIEMHTS
%ﬁﬁﬂﬁ%%ﬁk%%?é
- A BN TRARDA—Da VR EET S LIEELR LAV, F—
BERRBATHR - LieAA—Ya a3 L, A—EERBRAO—IE
D RAAL DD TDNN~D g VEBB LB, ERALEA—Y
g VROEOBEBIZOWTT—FH 4 FIZBWTHBAT A &,
BEOBERRBROFSMEFOT —F ¥y MCOWTH, FEERROS
—HEy FEREI =V VBBRSTHWABRETH-TH, Hi—LEAS
—Va VIZEWMERTAZ &, N—Va K kKELTEBR LAV
v DOEERER, ﬁ&éh—Va/#B@Eﬁk&tbﬁﬁbtﬁ%kow
T, T—# 04 FicEE#+3 L,

4.1.4 BERBEROEBMEITOWNT - _ |
BE, FRBEBEFAEOT— X 2HINT 50, £ ORBIZONTE
NENERBIESRAERE (Therapeutic Area Standards) 7%, CDISCIZ L WA
BINTW3, BEICEERABRENTWAERIZOWTIRFDOEREF A
THRZERNTERN, FALEEE > WTIERT—%Ey NOEBER O
T—EHA i35 &,

4.1.5 HAES—ZOBYHFNCONT

BAFE T —FINE S, mo%n%%%LEﬁLK%Ak~E®Fﬂ

BRI BN HZEERIZOVTIL, AARFETOTE IS HE D)
THY, BRETER LT —% (UT [BERBF—#] L3, ) &
HTAZ ERFERTHD, BAGE maiﬂéT BHED & DEHOFI% HIHE
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2R, THIZRD bDO TRV,
. BABEARFAAMVIEEENIEEOBRET —FOT—Z Yy b~
DREMFTIER CREFHFIRA S LTUTOLEBY &35, 7238, B3
Wl &R,

FWUTBE RAL Y (F—FEy b)) konWT, BXEF—FEy b
BOEREED ASCIT THREENTWAX Ty hOARTHEREN
FF—2Fyv b OUT EHEFT—FEy M 05, ) ©2250D

Ty PERERTDHI L,

AAEF —&Ey MIRAEEBDAREZ BARFL L, LT
BEF—FEy P ER—ABROEEFLEOT—F & TDHL,
AAEF—F ¥y M EEETFT—FEy MIBAEEEB L EhIC
ot AREBEXFEFIOT - EOBVEBRE2L A—0EEE L.
va— Rk, La— FoJEEb 2250057 —4%y METR—& T3

Tk, 2B, 7~&tzb®ﬁ%§m%ﬁ*”—&tyﬁtﬁf5
%@@ﬁm@ar;w
%ﬁ$?~ﬁfyh*@ﬁﬁ%ﬁﬁﬁﬁ%f&%mmm\%%@f
— A TIRARWT & & REFEXFS ( TJAPANESE TEXT IN
SOURCE DATABASE] %) 2%+ 22¢, 7—FROHIRDOD
AARET — & BB OEBUIERDO v a— Rl THEWT 5.4
BERHIEE, BEFT—F 2y MROMETDH La— Pz
UIRRE N FTI RN T D L,

= OBEEXEF ( [JAPANESE TBXT IN SOURCE DATABASE] ) 131

BB TIEI—BLTHR—DLDOEHAW, 5F—F A FXIIF—FEy
FoEsEE (define. xml) WKHRTBHZ &, :
B A58 %ﬁngmi%:—bjz%%Lﬁﬁ?é%ﬁhﬁﬁ@t%
RNFIEECEFIRRMAT B &, B, EEXFINEERNT D5
B, FOREXFHEREIZRITH2UNERS L 2D, RKBICE
B &0 3% SEMICE RS EZTRY () : TJAPANESE TEXT IN
SOURCE DATABASE 01] ., TJAPANESE TEXT IN SOURCE DATABASE
021 ) . TR RAFEL OMNFITET —F A FEIZRTZ &,
BRFET—F 2y FEFITED 7+ VFILEDHBH T L, wWT—&ﬂ
v MZHET 5 BAET — 2y M Tsdtm_j| 74 AFIC
mm?*&fybmﬁm#éaﬁﬁf—&ﬂybmrmey7¢
NEEEDBZLE, T—Fy MARPTZSNVEIEX2O0DT—5%
v PCRI—DHDERANDZ &, |
BEABEEZEERD FAL VIZOWTRERFOT—¥Ey b0
HEFEDT A NFICED, BETIT—FEy MR LAV
Eo |

A%, FAIE LTRARET — £ IV Tik: SDTH & UF ADaM & b iz R0
BT CORMT 52 & L3508, BAREF—F AL ERRROF —
Z BRI D TERDDIHEITIE, TOHMEAFIT-OVTERNT PMDA 1248
T BT EREE LY, |
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4.1.6 7md5AOEBHICOWT
4.1.6.1 #£HT BT A
amcﬁﬁkﬁ%bt$%%%7~ﬁk%@f67uﬁ7AaLT@
- 4. L L3 IR ESNE, REEOFELREREL U - AREOBREDBHUC
b SR RRBRIER BB e DDOTIZONT, DaMF—Fty MERET
277 LEUITA T v 7T A0RHERD B, £70F5 A3, EEh
FENT R DZEBAERR OBROIEEC, 7N ) X ADRERNER BN TS
D, 4TLY PDA DREIZBWTEDEEETT B2 L BFEEAERAR
WAL UTRET DML, £, BEOY 7 My 7Roi—Pa iz
TRETD bOTIIRVE, Ta s T ARER, ETULBE (ER L
—¥a VY ART L, V7 =T ROEDS—Pa ) (KB AERICO
WTHRTT—F A FItBWCRitT23 2 8, =7 uZflf L= n s
LEEHALTOEEHE, v 7u7/ns 7 5b0ECTRIETA ZERZEE L
B, w7l a7 AORMPEERES, i, T—FEy hoFn s
ADVERE E R SEBSERICERRE L TR Y 1 S5 A B EORH AR
220, %ﬁ?»ﬁ)zA@A@éﬁﬁ%%@%&f%bﬁxmw
4.1.6.2 7T T ADT 7 A VR
41.6.1 TRTELEBY, 7n77Adﬁﬁ®/7%¢z7¢AMVa/L
RET D DO TRV, 77 A NVEITIIFTY 7 b= 735 Ui iiiE
FEEDDH L, FIRFHRNT 7 A NAOBENLT 7 A4 AVERICET 55
%7 —F A FIZgbd oL,
4.1.7 #5718k, %ﬁ%ﬁﬁﬁ%@ﬁﬁ&ﬂ%ﬁ%ﬁﬁﬁ@%ﬁh%Tb
CDISC B HEL U 7 77— 2 &l o T
o LR, FEREHERREORRE CEREEIROMTTET5 ISC
RECHEIL U RFET T — Y EOMVEVT 4 1.1 25 4.1.6 LFFETHS
B, FRCEET_NESEHERLUTIORT,
41.7.1 SDMT—F¥E>
EE ST A —F 1, ENRENEAICET A MeERTF—F 2 LT
EBZBNDT D, FMRET —ZEHBM LI PC RAL ViITNZ, &
HENTFTYBIE ST A—F % PP AL AT L CIRET3 28, IC F
AA L PP RAA DT —F ¥y MOBHRIL, SDIM IG 1233 RELREC %1
B UTCRREFT B Z &S E LV VIS, SDIM IG I ESW - fERt S s nee e
(CRF—F A FETHIATH I L TELIZAR,
2%, CDISC BRI =S DT —SEy b PC FAAL L PP
FAALNCEHBLUTRETZ2HEE. P—VE VT B+ 55%E (PC
RAA & PP RAAL L OVERFIR, ZHROBEREDPC KA L PP F 2
A NCEENDFROER) 27— 2 HA FETRATA L, B, b
—H YT EHATBHANTC, PC KA U BEYEIENRT A —F 5 F
B4 208037500,
4.1.7.2 ADaMF—FEw b
A R ORFPIREEC RS KB R F OSSR Bh i/ 3 5 — 2 2 v
% ADaM R THRHT B BEIE, BMDOMTERFRET ADal F—F & v b
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R BDBIAPBE RO THL, ThbDF—FZ 2V e 2075 &y b
WEEDTHAILITRHLTH X,
. FENTIRC FIV e ADeM TERBIS DT — & 2 v h B RGREE ﬁkwmﬁ%
I UTIRET S, EROTCEVWET—# Y FORHIIRETH
b, TIEL, T =&y MO S L—F Y T 4 fEFNEEZRBETH 2T
- PR G CTHHEETL. é’ﬂ‘*—é? Ty MEREH LiLJ:'CnEEDﬂﬂ‘é bogip
T& 5B,

4.9 5 14ERE, ﬁﬁ%ﬂﬁﬁ%@&ﬁ&ﬁ%%ﬁ@ﬁﬁ@ﬁﬁh%Té$%%
F T FEOUNT
Fﬁ%%ﬁﬁﬁ@%%fwﬁﬂy&~9%%%1ﬁ@m%%%ﬂﬁﬁ®$%
EFF—2 ROT 0 ST AEQBEHERHABIZONWT, BT XBIEL L
TR, .
4.2.1 [ERISREROET T —F Ry r—UBE! o T
(EEREGEMEMOBFT— & o r—UHHE] 13, REEFT—4%%
Fe b Tzl VAT AL VRHETAEIER—FNT A P ETASIENS
BEERBAER 7 — 2 RN OERM S PDA PMER TR Z &b, XEE LT
BETAZLRABETHD, BB, VAT AEERLERBICETF I 7NV E
ZmORHT ARICIE, 3.7 HIZRLEEBY, TSV 77 AV EREHT D
LTI,
mmbkwfFﬁ%%@ﬁﬁ®%$7m&ﬂ/&~/&%gj%@&T
AR HEREFEBRIITRROEBY TH S,
o Study ID (FERBR%ZEIT 2 ICFF) _
o TrALNARAR (TrANREEL) , RB, F— bV zA VAT AT
774WAR%§@%KﬁAﬁﬂLb T A NINRADATITLEL,R
RN
. %méntﬁﬁwﬁﬁ(ms0@&%&%%@%@%) POP (fHEM
FEAT) . mm(éﬁ%%%%ﬁﬁ %Tw)xmomw(%@M)@
%, %%%ﬁmrlﬁf@ ) o 7238, STS IZiEHERY IR FIMENEE
HEHT & Rl O 7 1 TRt & ntﬁé%@]ﬁﬁ/ﬁja TR E T,
. 7?4”@W&®£%0%774»@%@%@0774wa®%%%
C PREETERLOEMERR TSI L. k. Aﬁ?%é%ki%
i3 100 35 TH B,
4.2.2 HEETFT—F OBENRREARICONT
HE e S B BEAEAT, AR R OSSR A SR B R %Twﬁﬁ~
DFNEFNIZ DN THITREFREZL TIORT, 28, FroEEIC
3N T“&?/F&MSHWH%TTF&T%%R@ f—&fvb%,
LT T ANBREA—LTHI L,
.5 1R, BAEERRS OB R ORREBEIROMRITICE
T5$%E%7 D5 H, wmcﬁﬁ WHEL L7 T — DT,
4.1.712% ‘ '

4.2.2.1 ﬁfﬁﬁﬁfﬁé%%ﬁﬁﬁ@ﬁ
REHEA R SR RRARATIC B 5 HEEETF7 — & 120UV, ADaMBIS DR,
THT T — &2y FERHTAES, @y —4Fy PR —ZEy bE
| REOBHMITROLBY THD, |
@O 7T —F &y b
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. BEEIRB ARG A—F OB AW T — &y P RO
SHENRE SUTIR ST A — & OB B B — &
Ty b GEREHEOBEHOAZIToTBAIIR) 2RHTE, 7 .
7 A AMERE, PIZIEB T oRRNsE X B:h/é
*  SAS XPORT =, (% xpt)

* ASCIT Format Data Files
»  Phoenix Projects (%, phxproj)

- *  WinNonlin Files (* pmo, *.pwo)

@ F—Fvy NEEE .

o F—FEy FEERIZE., SR L L ERLRVEHOBAL
BHDHTELL, B4 2BBIIERT DL, BB, BT
FHREEFCERRBHIBEIL. 208 EZY-VEHRT
DT ETELEZ RN,
o Ty AR, Emmeﬂnﬁﬂﬁoemnm&wﬁﬂ
TEDHBATWAPIF 952 EEE LW,
4.2.2.2 BEMEFR (EFMVICEIL VvIab—varial, )

BEFATIC R 5 MEE TS — & RRHTBBE. BiTr—2ty MK

VT =&ty NEREOEMIITREDLBY Th B,
© -ty b

EAREFN, %%%ngéwmféﬁh%%%ummt\4232@
WRTETNADT 0 T T KT 7 A M U@t —4 2y M3
H3 5. 77AAERIR, FlILIEUTORRNREZ 5,

*  SAS XPORT 76z (k. xpt)

* ASCII Format Data Files

@ F—&ty NEREE
4.2.2. 1% 2RT52 &, - S
4.2.2.3 EHEZHEMEERETNVEN (ETNVEEIKVIab—

alEEte, )

AR BT T VARITIC T A BB — 4 2R T 5E4A.
BHTS 77N, T—FEy NEOTF—F Ty I*E%%’%@’%fﬁii’t“ﬂ@
LBHTHD,

- O EITICAWETET VOIS, &ELL%%&UEEA7} 2O
1E. MW$E¢F%®¢F”%¥@F%main6774»
77 ANMERIL, RO TELZ LR,
®_m¢%ET~&%% FERRBOF — & v b

WEDY 7 Ny =T CHITTER LT —5 ey bRERIIMNT
LTWABEITIL, YUEEF 7 7/ (Simeyp PE Data Files (xml 7%
R) B PRHTZZEFEE LY, 2B, BEOY 7 My =T7HIC
TH&t/b%%&ﬁmmzbfm&w%A@774w%ﬁm £5
DR TELI LR,

ermﬁ?/bﬁiﬂ
: 4,2.2,1Q0%&RI D L, |
4.2.3 775 rEORENRBHABTICOWT
4.2.3.1 B¥EN 2 IDENIRMRNT

BRSO IR B R/ FE R BT B AT R E U T U TR

TREFHROFEMITROLEBY THD,
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VERR 0 75 A7 7 A NEERIT S, £k, VI 2b—va ik
EOBRICET A7 —Zy bELRAWEEAIT, UEEREEHT
—2y MERERHT S, BB, TrS T AR TERWESIE
FAIY AABGPAHRERRETZ L, 7n77A®774»
HRIE, EEOHRTELI IR,

Fio, a5 AFEELEHL, %@%ﬂﬁ?ﬂwaﬁbk?6

o IS5 ARETTIEDOEHFIELTERTIHDOTHS,

o i lY, TuTFATFANARPT 0T T LAORAZED
bl L, BHEB 2&BIERTHIZ L, BB, BHSh
TulS ARERTBIChio T, RALDORES, R

 EETIXLERRVBAIE. BERNICT e ST AFIREDR
HIZFETH D,

5. ﬁ%$ﬁﬁ®$ﬁﬁ%¥~#%kwm&b%%momr

5.1 HFETT—FEL CID OBR
BRI LT, 2@TORFEFT—FX, CIDAY I R—UNHLEREND
T EREETHD, LHLRRE, oCTD WK T oCTD BBV Vs R 5
ER LY eCTD 2 BHT AL, eCID Ny 7 B—V R eCID 7 4 N F 1
WHEEFT — X ICRBERIT 7 ANV EEDRNI L, Ltb %1%
@%H%ﬁ—% @@?é$%ﬁ%7m&®%M®ﬁﬂ%%¢% NIt 13
TBHIE,
5.2 f»&»%%%h;éwmﬂﬁﬁv®m%
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XiIZATTT 5, (HIEROFIILLTOEY TH B, BB, €TOEE SN
TRHOENCERE, BRXIZAHZRD B O TV, |

Q)

*

2 & & & & 8 5 & ° & @

B, &%, EX, F77 b, ER2Z05)
7a NVASE SDESs

eCID 21 E5

EHERES

X (73— )

FRFRR Sy

e B O—fR84

BB B DRRFEA

- UANARF 2y 7T BBR

WML A Y AE VAR (lID Ay 7 HR—=2) DF =y 7 LEEKE
Lo RS

SEERE M T TR eCID B DA

=

RO & B, %mzmxﬁbtﬁ\ﬁm?5emnmb/7v~w7xw
HamR—F YA b ETREL. mmh%@fé fhaw%4biwﬂw
AR ERBIC O W CIRBIRTR T,

5.4 W—FAHA PR UTRB S D O

PMDA IE32{E L7z eCID ITRH LA NARF = v 7 BUANY F— g U B ET
L. ZORRL L BIC oD ZHEAE DM R L REEICEET S5, eCID
CRHTHEANY)F—vaAFE, KA E LT PMDA @ WEB ¥ A k
(http://www. pmda. go. jp/) WZABIT 3 eCID BRIEY —NDFRMfEv=2T L
LEBRERTI L, |

5.5 - eCID T4 YA Z VL HFETTF—F ORE%

FREET T — FIEREECRNT_EEHO—MThi o b, B
Fr—FEER GBMN, BRI 584, CIDEHRETTH LN
C WEITH D, CID L HBETTS —F ST CRETAEA. 3.3 IR HEE
EF 7 —F BB B RERET A L O, YBABELF—F LigET
% eCID ORFENFREL 12D, BEBTFT—F &RET2ICHD, BITO
'5(‘@%;%?5 &

eCTD FEHRILFFICIRHT 2 BEEFT— 4

PIERHNCEET 2R ETT —F 2R L, PDA DD HEETFS—4
ZEEKR TR BRI, DERHICEETZHEFEFT— & 2 BINEY
TBZLIETERY,

@ BEICHTIERCTTIREETFF—%

18



BT T3 EZICHRMATIHEETT —F ik, HED CTD EHER
HEFLEESET. @Kmﬁﬁéﬂabrfwaw%4b%4br%m
ERA
® eCTD WETHHCIRHT D HFEBETFT —F
j o LROTRHLUCHFEFT—FD 5D, PMDA 2 eCTD BLETHHC
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5.6 HIFEFT—FBHROEERE
mmxﬁ&m&ﬁﬁh$ﬁ%%Thﬁ%%MTé%Am [T E I DA
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CRT S — F U= A VAT L' FAVTHET Lz CID 2_HT 51X, €O
WAEERL AR,
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BENPHEBCBEETT — Y2 RHTSEEE. B SBTT— &% (3.5
WMEABEOHBEEFT—FED0EHITOVWT] @ [3.4~3.7) QIETHET D
FEICH U TEFRICRET A, BEAHE B lc IR (3.1 BEETT —4
%%mQ%KMﬁﬁhJ\&0r33f~&w%4béﬁbt$ BEFT—FO
HT/H) X, UTFToEBY &35,
6.1 HIFETTF—FEBRHOERNRIEN
HEEE L., PEEFT — A EHEREREZEATS ¢ Ebic, FAIEL
THEEBRFEO 1 ~3 VAR, ERERICT, BEERBICRITIRHEE -
%7~&@%&W&&Uﬁ%§$%ﬁ%%komrPmAa%%%ﬁ5_e

2B, EMEROERIC -k, BEERERICRHTECRBEETT
— X OAEE [MITEIEAERS ERESRAHIENIT S MBS, FEH
HRAESOEHREREICSOWT) (Frk 24 £3 8 2 BT RBRE
0302070 BIMSIATEEA B ERESRROSEEEREM) OBHK 8 TH
BETFT— A RHEERARERE PAWVWTE LD, EHT S &,
ZD%, BEENERECRE U BEENFETERO S BRI 1 8H
CHIETORICE—FNAYA IS BETERTI L, 0%, R—F )Y
A M CHEERBCHETZEROAN - BREUVEEERFEICLERE
TI77 AN (FDHEHET—F, BHEETT—F%) PEETDHZ L,
6.2 B—FNIA bE2NLEHBEST —F OFM
REEFT— Y ORHICHT Y. BEHEUTOMNERE N —F A
b ECEE, BIRIIASATD, T EROFIILTOREY THD, 2B,
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o 77 ANTEOMBIF (ISO/IEC 11578:1996 B TR ITU-T RecX. 667 |
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HERETT — X FRHOEAR RN . RO [3.4 HEBFT—XEDT 74
NFAL R W, UTFRERBY &35,

7.1 HEETT—FERHOERKRTEN

- BHEEFTETLIHEIE, BEEFT—YENEEARSLZERTSE I,

EE & L’Ci‘ft%%fk%%ﬂjﬁuwgﬁuﬁﬁék’f REETT — X OREHAFEI
OV PMDA ICHERRZTTS = &, B, EHIEROEMRIZH - Tk, R
EREHRCEHTFEORBETT— 2 ORNEEY I ITBIEAERRER
HEASHEAT O NEEN S, AR RES0ERERZIIOWVWT (F
B 24 4£3 A 2 AT KIS 0302070 BINSTITEOEA B S, s o
BEEEeERmm ORI 8 IMFETT —Z RHERHEREER] 28
TEED, BHITBZ &,

D%, %ﬁ#%@%&%ﬁﬁ@5ﬁﬁmm6%ﬁ#%ﬁﬁﬁiﬁ®ﬁu
DEREFIT AN (FEEFT—FE) 2REEEIZIVERTHZ L,
7.2 BEBTT—FED77ANYA4 X

T =2y FUADT 7 A VIOV T eCTD AKX T eCID BB T
EWD POF DBRRT 7 ANY A RAEBIRNVWI L, =&y Mz 2V TH,

1207 7 ANVYA XBEXHTNA FUEOBESIE, FEENC PMDA ITHS
PR

8. Ol
HEBEEFT - ORHZRDAINEZHED Y b, RBREHFHMERBHLTL
HCID THB I & BRDTHARNEDITHOWVT, éMmﬁwﬂ%$ BT ER %
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AARIE B TR D 5 B P

Term

The DVTERM values will map to the controlled

terminology in DVDECOD, such as

Domain |Variable . : CDISC Notes (for domains) ,
Prefix Name Var_lable Label. Type Description (for General Classes) Core
., Reason not done. Used in conjunction with --STAT
d£3H - |--REASND Reason NotDone [Char |~ NOTDONE.
Relationship to An opinion as to whether the event may have been
58 -|~-RELNST Non-Study Char |due to a treatment other than study drug. Example:
' Treatment "MORE LIKELY RELATED TO ASPIRIN USE."
DM INVNAM Investigator Name |Char |Name of the investigator for a site. Perm
_ |The text of the comment. Text over 200 characters
Ico COVAL Comment Char |can be added to addltlonal columns COVALI1-[Req
COVALn.
. Description of Description of what happened te the subject during
SE SEUPDES Unplanned Char (this unplanned Element. Used only if ETCD has|Perm
‘ Element the value of “UNPLAN?. ]
sV SVUPDES Description o.f ' Char Description of what happened to the subject durmg Perm
Unplanned Visit an unplanned visit,
cM CMTRT %:ggtlfffe lia;a:e of Chiar Ve_rbatim medication name that is either pre- Req
: * Thera printed or collected on a CRF. .
py
Modified Reported If CMTRT is modified to facilitate coding, then
M CMMODIFY Name P Char CMMODIFY will contain the modified text. Perm
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA Perm
HYPERTENSION.
, Reason for Dose Describes reason of explanation of why a dose is
EX EXAD] Adjustment Char adjusted. Perm
SuU SUTRT Is{sggtr;‘tzgeName of Char |Substance name. Examples: Cigarettes, Coffee. Req‘ '
SU SUMODIFY Modified Char If SUTRT is modified, then the modlﬁed text is Perm
. Substance Name placed here. .
Substance Use Substance use consumption amounts or a range of]
SU SUDOSTXT Consumption Text Cha: consumption informatilcj)n collected in text forrg}l, Perm
AE AETERM Eeported Term for Char |Verbatim name of the event. Req
, ¢ Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then '
AE AEMODIFY - frerm Char | EMODIFY will contain the modified fext, | o
Describes other actions taken as a result of the
Other Action event that are unrelated to dose adjustments of]
AE AEACNOTH Taken Char |study treatment. Usually reported as free text.|Perm
g Example: “TREATMENT  UNBLINDED.
PRIMARY CARE PHYSICIAN NOTIFIED.”
Verbatim name of the event or protocol milestone.
Reported Term for Some terms in DSTERM will match DSDECOD,
DS DSTERM the Disposition * jChar [but others, such as “Subject moved” will map to|Req
' 2 Event controlled terminology in DSDECOD, such as
: “LOST TC FOLLOW-UP.”
Reported Term for Verbati inted CRE term for th dical
MH MHTERM  |the Medical Char |¥CTOBHM OF Proprinte ferm for the mecicaliReq
. condition or event.
History
' Verbatim name of the protocol deviation
criterion. Example: - IVRS PROCESS
DV DVTERM Protocol Deviation Char DEVIATION - NO DOSE CALL PERFORMED. Req

TREATMENT DEVIATION.




Domain |Variable . CDISC Notes (for domains)

Prefix Name Variable Labe] Type Description (for General Classes) Core
Text description of any abnormal findings. If the
examination was completed and there were no

Verbatim abnormal findings, the value should be NORMAL.
PE PEORRES Examination Char |[If the examination was not performed on a|Exp
: Finding particular body system, or at the subject level, then
the value should be null, and NOT DONE should
appear in PESTAT.
‘ Verbatim name of the question or group of]
Qs QSTEST Question Name  |Char questions used to obtain the measurement or Req

finding. The value in QSTEST cannot be longer

than 40 characters.

(2% . SDTM Ver.1.2, SDTMIG Ver.3.1.2 &L

B, FREUI—HEER)
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Hﬁ%f~ﬁ%%ﬁ&@ﬂ

Fl1) AAZEOEMTSEAZELERETEOEERNT2EE
AE FAA v (GEEFT—FEyH)
. BARFETCTF—FIPELETHRA NEE L_owc IXEBEIFEF] ( FJAPANESE

] APANESE EXT Y o
123101 |1 e il 12005-10-12  [2005-10-12 Headache
JAPANESE TEXT IN[200510-  |2005-10- )
123101 2 SOURCE DATABASE |13T13:05  |13T19:00 Back pain
' JAPANESE TEXT IN Pulmonary
J1a310t 3 SOURCE DATABASE |*005-10-21 embolism

1 (cont) Ncrvous system dlsorers ) T APPLICABLE
2 (cont) [Musculoskeletal and connective tissue disorders |V DOSE REDUCED  |PROBABLY RELATED
3 {cont)|Vascular disorders MODERATE |Y DOSE REDUCED  |PROBABLY NOT RELATED

RECOVERED/ 1 1
RESOLVED :

RECOVERED/ 1 1
RESOLVED : -

RECOVERING

3 (cont) /RESOLVING | = Y Y 9 AFTER

1 (cont)

2 (cont)

AB KAAY (BABT—FEy 1)
- BEE TT*&HE%LT_T*‘X hE B IS OWTE, EIZIK %%@ii%ﬁﬁﬂ“é

Row [SHUDYIDE DO USUBII [0 ERVIRAE S LODTEYE AL
1 ABCI23 |AE 123101 1. J'?E}ﬁ‘ 2005-10-12 2005- 10 12 Hcadache
; 2005-10- 2005-10- ° .

2 |ABCI23 |AE 123101 |2 HEH  |13T13:05 13T19:00 _ [Back pain

3  |ABCI23 |AE 123101 {3 AR |2005-10-21 Pulmonary embolism
[Row BODSY 'ESE AESERE FIINEN AERED

1 (cont)jNervous system disorders L SEVERE N MNOT APPLICABLE ' |DEFINITELY NOT RELATED

2 (cont)|Musculoskeletal and connective tissue disorders MODERATE |N DOSE REDUCED PROBABLY RELATED

3 (cont)| Vascular disorders MODERATE IY DOSE REDUCED PROBABLY NOT RELATED

_|Row
1 (cont)

RECOVERED/
RESOLVED
RECOVERED/ N " )
RESOLVED _| .
RECOVERING v
/RESOLVING

2 (cont)

Y 9 . AFTER

3 (gont)

#12) BXOBABLERTHZ LAEBETHY . ERT IEBIEF A XS
TERERDHFE
Qs I«“;br/ (%i‘& ?“mﬁdzy I~)

s 1231 QSTESTI

JAPANESE TEXT IN SOURCE DATABASEQ] .

2 ABC123  [QS 123101 : 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2

3 | [ABCI23 QS 123101 3 - |QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(3

1 ABc123 Q8 123101 1 : QSTES'I‘l ﬁﬁmﬁﬁ%ﬁvs&ﬁm
2 |ABCI23 |QS 123101 2 QSTEST2 | E5 AN TEEFTH?
3 |aBCI123 |Qs 123101 3 QSTEST3 FEAIBE L TR ERTTN?

DEFIN ITELY NOT RELATED
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(BE) 7—Fky N EEE

Dataset: : XXXX ( [X00XK) 135 —&F v M)

No, Variable *1

Description *2

1

1D Unique subject identifier
2 STUDYID  Study number
3. TIME Time of the event relative to the first dosing of the study drug
4 AMT Amount of drug administered
5 bv Plasma concentration
Number of the compartment where the parameter was measured
1 = Daosing
6 CMT 2 = Parent drug
3 = Metabolite
Missing dependent variable data item for DV
7 MDV 0 = Valid PK measurement
1 = Other {missing or invalid value, dosing event, start of urine sampling)
X ' 4.6.9.¢

K1 R R BT b
X2 EHOBHERET AL,



il

(B%) s T LAFIEE

No.

Program file name

#1

Description *2

XXXIXX

CERY 7 FUT 0 OO Ver,@

‘[ﬁﬂaﬁ%: L. i:ml’\f::o
ERFORER :

37&%7/b774W%mﬁfb7iwﬁETﬂ®ﬁT%ET6°

CXxxXX <-"SAA"

®¥—ﬁ774»%%##57%»#&?%0ﬁﬁﬁﬁ?60
XXXXX<- u}\“zﬁ "
-Tﬂ@ﬁian#7A%% T4 5.
exportData(XXXXX)
Eﬁbt7xwy@mmoLmﬁéntcw7y4w(FumJ)hﬁ

LT, YIal=vavAD . - - T A (oooox) B2ETT5,

TR Fy T 7AN (oxxx) &, ETHRELEZ#4F (ooxx) 12
HFET 5. ‘ ,
s TROFTHL 70T LOETFTEFRAL, RELELT VN 2 774
M xxxxx) BFES ZHETT Do

xx00x <= importData(3CCEX)

HBRYZ =27 OO0 Ver.@®
HWREM: -« « BN, '
HERFOEE R : '

%1

RS AT A NARERRTHIL,

¥2: Fu /S A0RE @AY M =7, ERAER, ERNOBERE) ZREBTHZL,



