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v MCETHESREICIL, 4 1. 1.3 ITRTAHINE, a0 FE 28
BROHE - HEOBREORILIZEE D 2 BRI R 2155 720 OfF
Bric oW T, fRITHRE SR & RPIn T 2t 7 — 2 & > NOFIH S5 2K
2 L ORMR B R TR SR A # 5 —# (Analysis Results Metadata)
MEEND T ENEE LV, TR A X T —ZIZB W T, &fT
IZOWTLUTOEANGEND Z ENREE LU,

o (R RE ISR R IN DR R 2 R TR E 5HE L ORTA
o RNTOWNERE & i

e HTHZNRNTA—HLZLLEa—FR

o FRMTRIG L 2 DK

e [HTHZT—HFE> b

o fRNTHRIZR LD L a— RO@BPIFEYE

o MRENTEIEIEICEBIT D3NS T DR, MTH T e 7T A4 AT L

DHERE
o FRMT HIEICKHST DT 7 e 77 MO

ENTFE R A X T — 2 O KIZ OV TILATHERBR Y CDISC 12 X %
Analysis Results Metadata Specification for Define-XML %% &
THZELELTHN, TEEICGO TRET S Z ENEREREAITIX,
eCTD v4 BENZ K> TED B TUD PDF IZ LV Bl 95 2 & A afhE
Thd, "B, EEHFIZBWT, SiAENAARGEICIVEhkh T
THAELXZR,
4.1.2.2 RN ZEHIFHREZE (Annotated CRF)

HERA ZEFIHREE (LT TAnnotated CRFJ & 95, ) &, CRF (Z
FONEINEGT—XOKHEB L, 7%y NCEENDEE X}
JESHETRERE R LI DOTH D, CRF OHERBIZHICT 545 E LT,
CDISC FEHAEZHEPL L 727 — X & v M OWTIE SDIM OEH %= w5,
FAROFHE ST EIZ DWW TIE, CDISC 1225 SDTM Metadata Submission
Guidelines (SDTM-MSG) 7™"&BE L 725,
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CRF IC L WIEE SN Te T — Z UL FTREZR IR Y SDIM 7 — & & v MK
ENTI|EINDZENETLWVA, EHSNAAWT—XYHALRH D
YA lZiX, Annotated CRF TIHIEHT — %t v MZEENTWRWVWEN
DINHFTRETHELEBIC, GENRVWEBEET —X A NIZi#ET
HTEk, 2L, ZOHENHLN 2L DIZHOWTIEREHT 2 LT
RN,

Annotated CRF @7 7 A )VIER X, JBHI, eCTD v4 @ENZ L > TEDHH
NTCWDPDF &L, 77 AN04I1E Tacrf.pdf] &452 L, JFHIE LT
SDIM T —H v FERIU T #VEITEMNTHZ L,
4.1.2.3 T—F2HAF

FEGOFREBICI DT 4y NONE., BEBOEREEEET D
bl HEEHRICLDT 4%ty MERIZH > TOT — X IZHED
R AR OVESLEIC BT 2 @B 2 AIRE & T 572, SDIM 7 — X & v
rE Y ADaM 7 — X v hOZFNENIZHOWNWT, T—X vy FOEHRE
A TT =2 A REERL, FAIE LTS T 527 —F &y R &
U7 4 VA ITHM L T35 2 &,

SDIM T —4% %t > MIBET 2T —% A Ficix, KA, L TOIEE %
EHZ LT D,

o ERIRERERA . 1RBRFEMEEEE S
o BEARFBRFEIZEST B R
o T—XYyv MERRFIZHWON-IERE KK HE, BEELOZFDON
— 3 > (SDIM, SDTM IG, SDTM Controlled Terminology, Define-
XML, MedDRA } O WHODrug Global)
e Annotated CRF |ZB89 A nAH
e WHIDZT—HEy  MEOE
e Trial Design ® SDIM ¥ —4% & v k
o WEETFT—HZDSDIMTF—&ty r (BAFZLRAA L, SUPP,
F—H v kR OSUPP O A AGEEFH OE#wAE &)
e HITIHZFOMDT—HE Y N
o WBRET—HZOWMP (WAZLRAAL L OFAEET)
o T —HIEHEADOUENEIZBIT DI
o NUF—va VRFICHWOLNEZEARY T —2 a3 Y — L EDRED
N— g
o NUF—valVRFIIHWLNTZEANY T — g L b— D=
=iV
o T HEMEA~DOWERPWNEICRET LY (ER OB Sz r—v
OB T T R OEREEZ G, N T — a URERICEET 5
B)
Flz, ADaM T—HEy MIETHT—Z A Nicix, KA, LTFo

ISy MERIFE AN T g VRERFTRAR DG N T a VIRICAV bR
fen—=Va vk 57— S EHE~OMEPWEIZRT D18 & LTy 5.
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HHEZEDDHZ LT 5,

o BRIREERA . TRBREMGEEESE

o fEMTT — &ty MIBET DB EIZ Y9 2R

o T —HXtyv MERFRHCHWO R KHIHE, FEELRE
DX— g > (ADaM, ADaM IG., ADaM Controlled Terminology.
Define—XML. MedDRA } TX WHODrug Global) ?

e HHOT—XEy MIIETIEES
o T—Xty FOERIZET AR ER
o fHTIHEZT—HEy MEOE
o ADaM T —#E v b (HAGEFEHOEHRE ET)
e EHITIHZZEOMOT—HtE v FE
e F—Xtvy LDl
o T HIEHESOEEICEI T D 1
o NUF—v g UHFHZHWLNEANY T —2 g3 Y — LK RED

N—T g v
o NUF—T g UIFIZHWLNTZANY T —2 3 LV b— LD /N—Y
=V

o T —HEME~DOEYPWEICRET 5] GER OB Sz r—v
DT T M OEREE G, N T —Ta VRERICET 55
H)
o ur T ANIZEET DR
o MRNTEMBREMOMEH LY 7 by =T
o T A ADaMIERA T v 75 A, RN 0 75 A (BRHTX
RWEAITIE, T T V2 RO DAREEL) O
SDIM, ADaM 7 —X -t~ R ENENDT —H HA ROVERKIZHT=10 . CDISC
BEHEICBWTCIT —F A ROEMR2 7 +—~ v MIFREES I TUZ20 A3,
FHEIZED HDNEIZOW T, BBICTE 2ERDA ST D,
& CE, JFRIL eCTD v4 HEINCBWTED BTV % PDF THERL L .
7 7 A NVZIESDTM, ADaM (2% L CENZE4 [study-data—reviewers—
guide. pdf] =° [lcsdrg.pdf] . [lanalysis—data—reviewers—guide. pdf |
X° Tadrg.pdf| %, WEPHAMLE D27 7 ANLETDHZEREEL
W, BB, T—F A FIFHARGETIERL THE LI A0,
4.1.3 HEHTHEHED/NI—T 3 DT
CDISC BEMEICHER L 77 — Xy MR EREZIERT HI2HT- 0 A
9%, CDISC fZ=¥E, il G, FEEZIZ-OVT, PMDA [ZB W T ANLA]
HEZ2/N—2a VI PMDA V=7 YA NI HZ L, o, RX—TYa D

27—y MEKKEE N T — a3 VERRFCRR D56, NV T —va VERZHVW B
o=y a vk [ F— 2 EE~OEREICRET A2 H) & L CRHET 5,
PSDIM T =%ty FERADal 7 —Z & > MIET 27 =2 A RIZOWT, AN TRt S
NLEFOT 7 L— BRI TH 5,
https://advance. phuse. global/display/WEL/Deliverables
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ZAFVAIERE, HGEE DRRPFEZICEH T 2 HEA B 2 S
o

[F—HFEN TRV a VBT Z EI3ZE L2200, [[—
RN TIIE — L= a VAR AWD 2 &, [F—FRERBRN O —
D RAALNZONWTHDONN—2 3 2SR LUESEICE, EH L A=Y
3 ROFEOHBIZONWTT —Z HA RIZBWTHMIAT S Z &,

B DR RO BT OT — 2 v MZOWTIL, KEERROT
— XYy RIMEIN—=T a UNBRR S TWVWAEATH-TH, Fi— L7
— Vg VITHEVMERRT A 2 L, RNR—=Ta U IR L TR LN —T g
VOBNBE, BAA53R—Ua b OEMBICHTZ Y BEE LT SAEITON
TIE, T—F A RiZ@e#W T D2 L, N—VaryOf—nREgET, tes
BRI —ETN TR D=V a VESB LSS, AL A=Y
g VIEOEROIEHT LT —2 Y b~ORBOFEL  HENDDLILH
WX B =R ONKE T — X A RIZie#ids2 &,

4.1.4 BRBBEROEEIZONT

BUE, FREBEER OT — X 2N T 5720, < OREEBIZHONTE
NFIVE B EIBAE®E (Therapeutic Area Standards) 723, CDISCIZ L DA
BlEN TV D, BEICEAENAR STV B IRBIZOWTIHE OFEHE % F H
THZENTEDLN, FIH LB EIZOWTIEE T — 4ty FOEREKLD)
T—HHA NIZE#HTHZ L,

4.1.5 BAFET—F DEYFENZONT

AARGECT — X INE S, DOETNEHFEICEHE LIZGEIC—EDEH
DN LBNN G DEHICHOWTIE, AARZE TOREDNLE)NOEY)
ThHY, HRETH#H LT —% (UT THARET—%] tvwo, ) %
T D2 ENAMRETH D, HAGENE D a[REMED & 5 2 E D il % BIHL
2ITRT R, ZHUTRDS SO TIEARU,

HAGEEED RAAL NZEENDIHGEDOHARET —F DT —H > ho~
DORMITER OHRHFTIEITFEAIE LT T EBY £95, 2B, HHk3
W2 &R T,

o HUTDHRAAY (T—HEY ) IZOWVWT, HRET—HFEv b
KOG T4 ASCIT THEIN TWA LTt v hOARTHR I
Ter—4%y s (UUF [ETFT—4%Fy b W), ) D250
Tty NEERT D &,

e HAFET—HXEy MIBAFEHBOAZAARFEL L, TSN
BETF—42%y b ER-NEOERFEDT—L LT52 L,

e HAFET—H¥Evy hEFEHKTT—%ty MIHBAGEHRE & 2K
JST BTSN DT — 2 EOENERE 2L F—0REE L,
La— R, La—FRolEFL 25057 —%%y METRH— L9 5
&, B, T4ty NOEREITERTFT Xty MIKT S
LODORHOALTEL, BHEREFTFERTFT—FEy FERILT
FIVEITHEANT D Z &,

o WHTT— Xty NOHARBEBIZKRY T LEATICIE. EEOT
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— X TRz k#%%ﬂﬁ%ai%ﬂ(rMMW%TMTm
SOURCE DATABASE| %) Z#MNT 52 &, T—F2ROHIRDOZH
HAGET — &%@ﬁ@ﬁﬁﬂi@ﬁ®V3~b T TR 2 0
ENDDLIGE. BT T Xy FHOXETH L a— RizkBnT
UHIGE L THN M5 2 &,

o ZmHEESLH] ( [JAPANESE TEXT IN SOURCE DATABASE] %) 1% 1
HRTIT—ELTR—DObDEHN, T—FHA RXIIT—Ft >
FDEFE (define. xml) IZHRTAHZ &,

o HAFEAZSGTLHERMFESLT— Y X MNEICKIGT D EATICITEY) 7258
AR XN IGFESCTFHN RN T 5 Z & &k JERESCTH KA B
B, TOFGFELTFIN BT H2MEND D 51X, KEICHE
v%ojéﬁ&@%_%@&ﬁm%@@(W:FMMW%TMTW
SOURCE DATABASE 01) . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . JTTDOHAKRGEE OMIGTIT 2T —X HA REIRTZ &,

s KT T—HEy NEMED T ANKIZEDHI L, SDIMT —4 &
v MIHINT 2 BAGET—%t > ME Tsdtm_j] 7 A /LFITED,
ADaM 7 — % & v MZHkHET D HAGET — %t > M Tadam_j| 7 %
NEIZEDDHZ L, T—Fy MAKDRTSXNLVAIT 20T —F %
v N TCR—DOHEDEHWNSZ &,

e HAABHAZGERWVWRAAL VICOWTTHEHMFDT —ZEy FD
BEMED 7 A NVAZED, BETLHIT Xty baRE LW
&

7ed. JFAIE U CHAREST — 22U TIE SDIM TN ADaM & 12 FEio

BATETIRET 22 L ET208, BARET — ¥ 2GR OT — 4

ZRHNT D2 TEND HGEIIE. ZOFPHZEIZ OV TEATIC PMDA [ZHHFER

THZENEE LUV,

4.1.6 FuZJr0EHIZONT

4.1.6.1 #/HIT 2T 7 F A
CDISC EYEICHEIL L 7= GEE 7 — X ICBEET 5 e /7 A& LTIZ

4. 1. 1.3 \RTAERNME, Zetto TR N OHE - &0 ﬁ@ﬁm

B840 2 B PRARIRAS A 15 D T2 O DT OV T, ADaM 7 — & & > MERH

07T AROWHT 7 0 77 A0 ERD D, K7 07T KT, EhER

HERT FH OZEAERR OMBFR OIS, AT 7 /v T Y X AOMEGEN F 72 B TH

. MFLE PDA OBRBEICBWTEDOE LI TT D 2 N AJRERER LD

N & LTI 20 BT, 70, FFEDY 7 by =703 —T 3 U

FRET 2D TIHRVD, 7'a T LaErk, FATULERE (EH LA

L=y a VAT A, VT MU T ROFEONA—T g ) ([ZBETAIERICS

WS TT—2 A RIZBW gtk 52 &, ~7uzflfiLi=7mr o

LEFERALTCWAEA, ~7u7a /I A6 CiRET A ZEREE LN

N, wrara s AORNBRE S, £, Ty bR s T

A@@%ﬁ%%ﬂ%&%:éﬁbf%@fmﬁ?AE%@%mﬁﬁ%ﬁ%é
ZiE, AT LT Y XA DHREEE ORI TE LK 720,
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4.1.6.2 70l LD7 7 A VR
4.1.6.1 TR EBY, 70T T NIFFEDY 7 FT =T —T g Z
RET D HDTIERWD, 77 A NAIIIRNTY 7 N U = 7 M5 LTk
FEEDDZ L, YEETDRWT 7 A VA DEGEITT 7 A MERIZEST 551
AT —X A4 RiZghsn L,
4.1.7 FEPRERBGISROMATIZES S5 CDISC EEXEICHEIL L /- BT —F &I
DT
ERASE BRI OMHTIZ B2 (DISC AEHEIZVERL L 7= WS 77 — # S DHLY
PNT AL 105 4.1.6 LERETH DD, FHIEETREFHEA LI TIORT,
4.1.7.1 SIMT—FE&> b
IEMENRE T A —Z1%, EEERNEFRNCET 2R ERT T —# L LT
EHLADBND I END, FEYNRET — X 2L PC RAAL AZINZ, &
H ST 3R ENRE /X A — X % PP R A A T L T35 2 &, PC R
AL EPP RAL DT —H Yy FOBNRIL, SDIM 16 {255 % RELREC A1E
B L CitAd 5 2 E M E LS, SDIM 16 1ZEE W RS N 2 i 2k
\ZIET—F A RETHHT 5 Z & TELI AN,
7033, CDISC AEHEIZHEIL L 7= LGN DT —Z &> & PC RAA & PP
RAA ANZEH L TR 2581F,. FL—YE YT 1 CBT5FE (PC
RAA & PP RAA L OIERFIA, ZEEDORREDPC KA A & PP R A
A ANTEENDIEBROBNR) 2T —X A RETHHT L &, B, bL
—P VT 4 ZHTEHAT, PC FAAL U BEYEIRE T X — X & f
BT DM,
4.1.7.2 ADaMT—#%E& > b
if R R OVR HR i FE L 2 B9 2 SR BN RE N ONSEMEhRE /S ) ) AT — 2 & v
k% ADaM A T 2580 E, IBIMOMNTE/N R T ADaM 7 — X &~ b
IZ R DB B2 DOTHIUL, ZNHDOTF—F2E2UEoDFT—ZE v k
IZEEDTHRA IR L TH XU,
FEHTIRF V2 ADaM TE IS DT — 2 &~ b Z HGEIRHIZ ADaMl R 228 H
L CIHT 258, EROMITICHAWE-T—4% % v FOREITIRETH D,
=72, T4ty MEODO hL—D U T 4 TN EEHT S 9 2 T
RRERTHLIEANIT, YT — %ty Nt L9 2 T 52 0
TX 5,
4.2 ERARFEEEROMBITCET 2BEETT —FFIZOVT
R EGEIR O -7 — %y 7 — R E ] W ONZ G R SR B RE R O H 55
AT — 2 RO v 7T NEO BRI EEHARICOW T, HEILT X HIHZ DL
TR T,
4.2.1 [BEARFEHEER OB T T — &\ r—UFAE] 122590 T
EERIEFFEIR D HFEE 7 — X1, BRIESND T A NERT 7 A VAN
Hex TH DD, PMDA DMEH ST HEEE 7 — ¥ 2R L OFIHT 51
b0 EREBE OB 7 — ¥ Ny r—UilHE] 2HWS, TR
R OB 7 —F /Xy r—VFE ) X, FEEE T 425 — Y
A VAT AZEIVERT ORI~ U 2 VAT ATATIENS, X
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I, eCTD @ XML A vt — UIZ5td S 5 KRR T — 2 RN A O IFH D>

O PMDA 2MERKT 5, THRIREKBFIROE 7T —F v r—VlE] 21E

T A BRI, Analysis Type TAJI S L7z z2 H W CRERIEEL R IR O

Tr7ANEEELTWAZ G, Analysis Type Z U ATIT AL

N5,

B, ROEGLVWEFICLVETF 7 v A V2B OB T BT
eCTD @ XML A v E—U oSBT LG5 2RE, TSV 7 7 A VAT T 5
ZEThu,

PMDA 12\ T [RAREKBGEIROE -7 — ¥ /Ny 7 — ViR E ] 21BN
HERIHEH SN ABEHRIITRLO LB TH S,

o Study ID : &alBR A #5135 LF5

o T ANNRRAR :imb THFNAENEDT 7 AINIINATHY, 77 A NVELD
Bt Z 2o BGSND, B, HiEE 7427 —hU=A
AT MMZEVIRET25A1E. eCTD O XML A vE—U b5 T 55
BEERE, Y= MU 2 A VAT AET 7 AN A& HEIRJIZGEAIA T
-8, 77 ANSNADATNILE 2N,

e Analysis Type : i S N7 fiEMT OFEER (STS (FEYERY 72 SK W) ) B8 fiF
Br) . POP (RHEEMIfENT) . PBPK (EBREMEEMEEE R T L) i
Other (ZDfh) D%, BEEZHWCTANT S, ) . BIERBRT —
2D ) HEGFRIEFEIR O FFEE 7 — X TRV H O GBIRE 1 8) 12
DONTIL, BTCDT 7 A/LTNon—CP # AS19 %, 7%, STS ([ IHiEyE
ﬁﬁi%@%MMkH%@ﬁ%TMﬁéht1%% & /3K ) F AT &
G, STS. POP KON PBPK OWTHUZHEEY LW EEB X O DK
%ﬁﬁﬁ®ﬁ%1i%ﬁ_owTiMMr%lﬁTé

e Description: 77 A /LONKEDFHATHY . Analysis Type 7N STS.
POP, PBPK F 721X Other OWTINOBIEE SN TV AHEAITHEH S
Do K7 7 ANDOHBRMD T 7 A VL& ORERE ﬂ%mf%éiﬁ
PR AERLE T A MER D D, ek, AJITE HERASCTEIL 100 30
Thd,

4.2.2 HFEETT—F OEENREHARICIOWNT

FEUER) 70 SR EhREARAT . BEEE HARHT M OV BRA 10 SR BE G £ 7 VR AIT
DZENEIUTD W THERLT REFIHELL N IZRT,

7pE. BRRIEFLFEIR OMEMTIZBY LC, CDISC AREUE|IZHEHL L 7= HiGEE 17
— X NI %A, 4.1 IEH> 2L, 2L, ZOHATH-TH, K
WyEhHE XTI EhE / H ) I B A AT AR E X E IS HE L TR T
REFRICONTIL, 4.2.2. 1QZBWT 5 &,
4.2.2.1 Z¥ER) 2 Ky EhRBAEAT

FEHER 72 SEENRERRATIZBE 9~ D EEE 7 — Z 12DV C, ADaM LIS D E

THATT — 2t > NERHT LA 0T TREO & B Th D,

O T —2 > b
IEWEHE IS )R T A —Z ORI HW T — 2 > F A
HRMENRE XT3 T3 T A —Z OGN AW T — ¥
ty b GLBMFHEDFE MDA ZITST2HEIRLS) 28T 5, 7
7 A NWERIE, BTN FORNRE 2 5 n 0, LLFoEXLS O
EEDOIATORM S FEETH D,
e SAS XPORT FE3 Gk xpt)
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e ASCII Format Data Files

e Phoenix Projects (k. phxproj)

e  WinNonlin Files Ck pmo. *.pwo)

@ FT—%ty hEEE

o T—HEy MNEREITIX, D L LEBL K OEH O %
GHHZEE L, B4 EZBEBIERTHZ L, ks, TR
RWMEZESEITHLEDHLGEIE. TOF EZYN—VEHRT
HIZETELIZRU,

o T AL, FHI eCTD v4 BENZ L > TED LN TS
PDF &2 Z ENREFE LUV,

@ FEYENE IR ENAE /FE T BT DT AR E T2 T HE T

T H#

o fEMTTNATU XA (FIZIX, FEYBEHE T A —F ORI HGIES)
REE FIRAN DT — % OBHRNE, Fhi L 72T I B9 55
MERESLLOTHD, B, T —% 2> N AKRIZYX
BRPEENDIGARIT., TOEEHRTHIETELIZIR,
Flo, FEATRIEIESZE ICYZIERN B ENDHEIT. TN D &z
H3 52 TELIZR,

o T ANERIT, [EEOEXNTELIZZR,

4.2.2.2 BEFMEN (ETAMZESL v Ialb—vara st )
RHEMRNTICEE T2 HEEE 7 — ¥ 24T 2858 05X e & B0
Thb,
O fEfrs—H v b

BERET IV, BT T NVEEERT 2BICEENICHW EET LD

07T N7 7 A MMTHS LT fjtirr — 2 'y N &2igT 5, 7740

L, I FOERXRE 2 b0, UL FORXUSADEED

X TORM b AETH D,

e SAS XPORT JE= (. xpt)

e ASCII Format Data Files

Q@ FT—Ftv hEEE

4.2.2. 1%+ 52 &,

CRVA=Y A NN Y)Y

BEARET IV, KT N L WO 7 0 75 57 7 A Va7

T35, 77AVERT, BIZIZLLTFORRNEZHNDHH, LLFD

FEAXLUSNADEBE DX TORH L AIRETH D,

e ASCII Format Data Files

@ FERFERSH D EINTZT AL

HEARET IV, BHEET NVEE AW NTRRORERN G EN LM 7 7

AL (NONMEM output %) ZigHT 2%, 77 A VR, [EEOEX

TELIZRN,

® vIal—yaritETsr77 AL

VR ab—va UREREBRERG ORI - HEOREFEOER

IREICHWESGASICE, Yy I al—yva il Ts7 740 %

BT 5, ZOBRAEDOY I ab— g UER LI, BBEEICHET S8

Z A—4 (AC, Cmax %) OFHRHEEMEED, TT /MIIED FHEHEE

EIZEET /R b E s,
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V3al—valilBlTA7 A NELT, vIialb—varT—X
EREIEDHEOOTa T LT AN, VI al—Ta rOFERMIC
ANWETa T LhT 7 ANKERY I 2 b— g UERA R LIENED
VBT 0 77 57 7 A NEERNT 5, BT VMO 7= DIZF e LT
I 2 b—3 3 (Visual Predictive Check %5) BHEDE -7 — X 02
Ralb—ya ORRETERSNDGT —% 1y MEORHIIVATIT
2, FTo, v alb—va NIBHFEOERICET AT — 4t v &
ZRWESEAIT, YEEmEeateTr — 4y MEARET 5, 7B,
7a 7T AR TERWGEIE, T Y X ARG HHEEETE
H3s2&, 707726077 ANVERL EEOEXTELIL AR
VY,

® 7nr/7rFIEE
7T AEFATT L5 OOFMTIRETEH TS b0 TH D, b7
Eh, T TATFANGEE N T T AOMAE GO L L
L. B S 22BIERTHZ &, 2B, B SN 7 0/ T A
ZHHTDICHT> T, "ALDOIEEE., FlRLH 24T 9 M
DI WEEITIE, AN e 7T AFIREORBIIAETH S,

4.2.2.3 ABZHEY)EERET VIEN (ETNVIESK VY I2b—v

aryrxaie, )

PRSI AR T T VAT ICEE S 2 EEE T — X R T A5G

DI TRED LBV TH 5,

O BITICHWTEET VORIE, RELTEEY R NENT A —2 D
E. ATHER., BESITEOERNEEND T 7 AL
7 7 A WVERIL, EEOIATELLZ LR,

© mHRET—2E2E50HEKABROT—% 8y
FEDY 7 by =T THITTE D L0127 —% &y FEERCSUIINL
LTCWAEAITIE, YEETF 7 7 1/L (Simeyp PE Data Files (xml J&
) &) ZIEHTHZENEE LV, B, BEDY 7 hy =T HIC
F—Hty NEVERUIIN T L TOWRWEED 7 7 A MVERIL. (T8
DR TELIZ e\, £, MHRET — ¥ 525 LR EER O
T—Fty NERHTH5A1F. KBS LTT—¥Ey NER
£ (4.2.2.10%20) ZRHTHZ L,

5. FAAGRHFERFOHIFEE T —F %L CID & DEYRIZOVNT

5.1 HFEETT —#% L oD DEEf%

JFHIE LT, £ TOHFEETFT —HIiL, eCTDD XML X vE—U ML
NHZENEUITHD, LLENG, eCTDD XML A vE—UNHLERT 5
A LIAME, eCTD @ XML A v — KON eCTD 7 4 VA HEEICHEEE -7 —
AR DTER NI T 7 AN EEGDRNWZ &, 72720, B 1LHORMNER —&
\CBE G D HEEE T — X ORBOFEZREET L ICRETHZ L,

5.2 HF— Rz T RAFATLE B eCID ZHHBREDOEE

eCTD ZHEH DB8E, 7= b T = A VAT AL HERNIEHE TE B K OW
PWitEdRE AL, eCIDZMFSZEZTETHZ &, LERFEROFENILLT O
WY THD,

o WIS HDRRTEA
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HEEX 5
o HUHRRFE UL EHEEOR
o« IER, ZEDH|
o RHTEH
5.3 F—FrT A AT L% LT eCTD DM
eCTD DFEHIZH 7=V | WEEEIIHIEHRE 7 — b U = A AT N THEEE,
BIRUIANT D, HIEHROFIILL T O THDH, B, R TOHEIC
DOWTIRH O 7= ONTE G, BIRUIA N ZRD D H O TIL7au,
o IER, BF, EMXED]
o H— U AZfEE
o (D ZfHEH
o RHNEREEE
o X (=—1)
o HFEXSy
o HIFEM B O—MAL R
o HIFHMN B OIRIE4
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Domain |Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Core
\ Reason not done. Used in conjunction with --STAT
4 -
e REASND Reason Not Done  (Char | 1 N OT DONE.
Relationship to An opinion as to whether the event may have been
e --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
CcO COVAL Comment Char [can be added to additional columns COVALI-Req
COVALn.
Description of Description of what happened to 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 during Perm
Unplanned Visit an unplanned visit.
Reported Name of . L L
M CMTRT Drug, Med, or Char Ve.rbatlm medication name that is either pre- Req
printed or collected on a CRF.
Therapy
Modified Reported If CMTRT is modified to facilitate coding, then
M CMMODIFY Name Char CMMODIFY will contain the modified text. Perm
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA, |Perm
HYPERTENSION.
EX EXADI Rea}son for Dose Char Dqscrlbes reason or explanation of why a dose is Perm
Adjustment adjusted.
Reported Name of .
SU SUTRT Char |Substance name. Examples: Cigarettes, Coffee.  |Req
Substance
SU SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SU SUDOSTXT Substance.Use Char Substancq use consumption amount.s or a range of] Perm
Consumption Text consumption information collected in text form.
AE AETERM Reported Term for Char |Verbatim name of the event. Req
the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
AE AEMODIFY Term Char AEMODIFY will contain the modified text. Perm
Describes other actions taken as a result of the
. event that are unrelated to dose adjustments of]
Other Action
AE AEACNOTH Taken Char |study treatment. Usually reported as free text.|Perm
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 Char |but others, such as “Subject moved” will map to|Req
Event controlled terminology in DSDECOD, such as
“LOST TO FOLLOW-UP.”
Reported Term for . . .
MH MHTERM the Medical Char Verbgt}m or preprinted CRF term for the medical Req
. 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

Term

The DVTERM values will map to the controlled

terminology in  DVDECOD, such as

TREATMENT DEVIATION.




Domain  |Variable . CDISC Notes (for domains)

Prefix Name Variable Label 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.

(%% : SDTM Ver.1.2. SDTM IG Ver.3.1.2 LI, FRaiT—EpEng)
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HAFET — & ¥ TTHE DB

fil 1) HARGEOEMGH AR Z SRETZOE ERMNT 255
AE RAA Y (FEHTT—HEv F)

AARGECT —ZINE LT F A MA

{HIZ

DWW TCIEEEES TS ( TJAPANESE
TEXT IN SOURCE DATABASE | %) ##&#9 5 (AETERM %% H AGE CULEE)

Row [STUDYID [DOMAIN [USUBJID|AESEQ [AETERM AESTDTC |AEENDTC |AEMODIFY |AEDECOD
1 |ABc123 |AE 123101 |1 JAPANESE TEXT IN|o005.10-12  |2005-10-12 Headache
SOURCE DATABASE
JAPANESE TEXT IN|2005-10-  [2005-10- .
2 |ABCLZ3 |AE 123101 12 SOURCE DATABASE |13T13:05  |13T19:00 Back pain
JAPANESE TEXT IN Pulmonary
3 ABC123 |AE 123101 |3 SOURCE DATABASE 2005-10-21 embolism
Row |AEBODSYS AESEV AESER|AEACN AEREL
1 (cont) |Nervous system disorders SEVERE N NOT APPLICABLE |DEFINITELY NOT RELATED
2 (cont)|Musculoskeletal and connective tissue disorders MODERATE [N DOSE REDUCED PROBABLY RELATED
3 (cont) [Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row |AEOUT AESCONG |AESDISAB |AESDTH |AESHOSP |AESLIFE |AESMIE |AESTDY |AEENDY |AEENRF
1 (cont)| RECOVERED/ 1 1
RESOLVED
RECOVERED/
2 (cont)| pESOLVED ! !
RECOVERING
3 (cont) JRESOLVING Y Y 9 AFTER

AE RAA Y (HAGET—HXE v B)
HAZSECT—ZNE LT A MERHIZHOWTCIE., BAGESZFDOFE FHRNT 5,

Row [STUDYID |DOMAIN |USUBJID |[AESEQ |AETERM |AESTDTC AEENDTC AEMODIFY |AEDECOD
1 ABC123 |AE 123101 1 Ve 2005-10-12 2005-10-12 Headache
- 2005-10- 2005-10- .
El=avirg)

2 ABC123 |AE 123101 2 B 13T13:05 13T19:00 Back pain
3 ABC123 |AE 123101 |3 V/ESA 2005-10-21 Pulmonary embolism
Row |AEBODSYS AESEV AESER |AEACN AEREL
1 (cont)|Nervous system disorders SEVERE N NOT APPLICABLE |DEFINITELY NOT RELATED
2 (cont)|Musculoskeletal and connective tissue disorders| MODERATE [N DOSE REDUCED PROBABLY RELATED
3 (cont) |Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row |AEOUT AESCONG |AESDISAB |AESDTH |AESHOSP |AESLIFE |AESMIE |AESTDY |AEENDY |AEENRF
1 (cont) RECOVERED/ 1 1

RESOLVED

RECOVERED/
2 (cont)| pESOLVED ! !

RECOVERING
3 (cont) /RESOLVING Y Y 9 AFTER

B 2) JFSCOAARFEZIGRT 5 Z ENNETH Y |

it 14 % 9e3R S04 2 A IS X

THMEND DGE

QS RAA v (BT —%tEv 1)

Row [STUDYID [DOMAIN [USUBJID QSSEQ QSTESTCD |QSTEST

1 ABC123  |QS 123101 1 QSTEST1 JAPANESE TEXT IN SOURCE DATABASEO1
2 ABC123 [QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE02
3  |ABC123 [QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASEO3
QS FAA Y (HAGET —Z v 1)

Row [STUDYID [DOMAIN  [USUBJID QSSEQ QSTESTCD |QSTEST

1 ABC123 |QS 123101 1 QSTEST1 A2 THiffi & %17 F 970> ?

2 ABC123  |QS 123101 2 QSTEST2 I EAPIILTEFET D ?

3 ABC123 |QS 123101 3 QSTEST3 TG UHEE LT H TR TID?
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Dataset: : XXXXX ( IXXXXX] 137 —% &> M)

No.  Variable ** Description *?2
! ID 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 DV Plasma concentration
Number of the compartment where the parameter was measured
1 = Dosing
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 XXXX
K1 R T D &,
K2 BEOHW 2T o Z L,
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No.

Program file name *1

Description *2

XXXXXX

ERHYZ7 =7 OO Ver.@
FEHBR : -« < IZHW,
FEFRF O B A
T NS NI ANEMNT BT A NVE % TeOITTHRET 5,

XXXXX <- "X 24"
s DT =BT ANERGFT DT ANE e FRLOIT CRET 5,

XXXXX<- "X A"

e FELDITETT Bl T LEETTSH,

exportData(XXXXX)
HRE LTI 7 A4 (xxxxx) (I SN2 CSV 7 7 A0 ( Ixxxx) ) 1Zxf
LT, ¥YIa2b—2a D « « 77 A4 (xxxxxX) & FE{T1 5,
s T NSy RT77 A (xxxxx) &, ETRHELEZ A4 (xxxxx) T
RAFT %,
s FRLOITH o777 AD0FERTEHBAL, RELET VN Ty R 77 A
T XXXXX) % gedr Z RN D,

XXXXX <- importData(XXXXX)

XXXXXX

FHYZ7ry27 . OO Ver.@
FHAER : - - - ITHW,
FEFRF O E A

M1 7T I LTy ANLETREHTHI L,
X2 s A0FHY FEHY 7 My =T, FHEMN, FHKBORESS) Z#i+sZ L,



