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LEENT DT A NVH,

BT A NFICTRETANTUND T 7 L VoS
DT BR,
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ADaM DS OFBHKOMFN T — &2y PR UORRD
RGBT 0 7T LB T B 7+ VE, |
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TANEL =] B

RIFNFWETUNTANEUHND T 7 AN EE
HTIEHRB RN,

legacy 5 |SDIM Bt DR D— %ﬁﬁ%@rw&fzb%
» BT DT FNVE,

sdtm 5 [SDIMT—HEy FE2BMTI7114,

sdtm_j 5 |HEF SDIM F— &y MoHiET 5 AAET—

Sy FERMT D7 AN, AT FNVFITH
FFESDIM T — &y PO T 7 A L EHEHIL
TidRbvy,

3.6 BEETT—XIET BN T —vaiconT

H—Z A b UTRH SN BBETF— T L, F—F OBl
Ul 5= a RTINS, 2N F—3 3 VOFERIL. R—FNPA -
LECTHERICEESNS, &k 3.6.1 (7) HTRIN—IMSER LT
DHBEFT —XITONTit, ARPFEER2RHETAETIEELZLT, £T
DOF—F FERHT S L ﬁx%& un

T FEROR— F N A Hé"k{’lﬁtlﬂh_%ébtlr—kob\'c T, W—ZH
A PAVITRIFEIZRNVEDERITO, BRERITS L,

3.6.1 CDISC#EL7— & T ¥ B Y F—var

PMDA } CDISC #&#L7 — # |[Z5f LT, Pinnacle .21 Enterprise % Fu>

RN F— g3 BT,

RNY5F—3rg /(’uﬂgb‘%’)ﬂ/‘—'ﬂ/fmolﬂf%i\ @ﬁ’\@lﬁ'&ﬁkﬂmugﬁ
BT BT —FRRADES S, PDA RFANCIER TS &BERBRT—F 0
H. &U PMDA ICBTBEERBRT — % Ok 2FHEEZB LT, &
— VORI EREEZ THEXICEREZREL TS, EXHOBBIILLT
DELBYTHB,

(7) B LTOWABERITIMEEE NS £ CEERBR IR VIL—L
BEERRICOVWTHUETH LT —F 2y FOFEFESOHERICER
Y7 —

() BERLTWAEEIT, FRIICHEBARR2VESITIIBEESNS T8
BN IR A— |
ZL DFh, FEERUVREN A FICHEIZED LTS L—L
THY., @ﬁbfwé%A X2 OBEEECMEENS R EEBIC
DVVTHFERTNIC PMDA IZFBRR L, S HIZF—Z A RIZBWTEAY
HBMBEDH AN~

(7) B LEHETHLT LHEORBERDR VL~

2B, ERE (7)) o0 Th, BERBRT—FOEOBENDL, BREO
BHRIZOWTHLREAZ RO 2 HEE1H 5, '

PMDA 28T BN T = g VOEBREOHEM, BxOL—N, RUE
@Ek’l‘i@%iﬁﬁ\:ov)f&i PMDA @ WEB A k (http://www. pmda. go. jp/) T
AL TEY, RBFBICHIE o TILHBELPHEFF7— FEHEERNICA
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U5 — g VBTV, b VZER L THWAEHEZHE Lz ETHERR
BT I MENRD D, N—IT DN TS AT HE ST D FTREMESDS
HHZLIHEL, BERFOEBREMEE L ETAYF—va v EE
THZ &, BB, VN NVOBERHDHEICIL, WEBROAL— VOB E
TI—EO#EE b o THENERTESh B, ,
3.7 PLERBLRVERICLIV S — NI =d VAT LD ANEBERBEORN
i e FOEEDORFETE
R—Z NV A FEBRTIEBIROCENLLERE - %*ﬁ@‘é*‘fl-&-tz‘/ﬁ
—l AV —Fy FEBEFRTIERRICEESRELEEEEOL DI, F—
b7 A AT AOF| HNREEE RSB iﬁ_bﬁi4/XTA%4bf$
HEBEFT—FORMPITAROWITRERDH D, FOBPAE,. PDAB O TSN
B EIT Y OT, BRICHERERRUETEFICREGINZETF T 7M1V
CEREOICEHTAIE, Eir, BRRRF—ZIRHABZZ 7RIV HR
(ISV 77 A N) CHEEL, 5] 7aAF LRNSRICEELTERHETSZ
Lo, B, TSV 77 A NVOERFEIZOWTIE, PMDA @ WEB ¥4 |
(http://www. pmda, go. jp/) WHIREHKTHDTERBT L L L BT, 3.5 1
EDBT—FEy FOT7 7 A NEIBREIREZENMERED 7 7 A VAT (TS
THRIE, . v

4. REFT~EHRPFETT-FFTOVT | '
4.1 CDISCEEHEIZHEIL U BT —# R OBET 5 3XCEIC >\ T
411 BHTZF—FEy |
4.1.1.1 =
EEBRBAER T — & OEEMICHEE L CiL, CDISC EHEA-F 4%, CDISC iz
L BB EEREET A4 ¥ (Inplementation Guide : IG) Eﬁ%«lﬁ
P& CDISC @ WEB A b (http://www. cdisc. org/) EBRTDH T &,
CDISC Iz & ¥ . BEBKSRBRIC VT CRF i & W iNE S h e F— & D—
EBREERTF—F vy FOEBEL LT SDIM 28, 7 —4 v hOE
#: 2 LCix ADaM LS T WA, PMDA B2 ANTRES LTARRL
TWBNA—T g 0 SDTM, ADaM FAEHER REN 1 Figitn, HES
NEEEERNWCT—4 2 ELDRMTEZ &, '
wmcﬁ@&ﬁ&%%ﬁrﬂ%éﬂtrw&%$ AiFICIRHT 5729
. EREEE ) CDISCEEMEIZ YEIL UTe NI B35 L WO M & & 3T
étw BEARBRBROSHE OB b, BRI ERBIC L LB
TOF—FREBRD OIS Z & 2FTRIc. F—F INELHEFEIEE
BATAZENREE LY, 2B, ThHEEIRABETICBVTLE
RERBBROF—FEE 2R LELOTRAEWED, FHBRERRICE
WTIET RET —H IR REB LR VEA 0 HMEEE 2T, BHO
AR CZ SR CICRBRE O L EMERRICHEREE ZRE
T HULERDD, B LTy MERERTAIZHED,
BRRBROHB XITNET T —F ORBFHMIC LV EROEREFERE
ZBNBEA. BELIITHOMICHFERECRE N A Flz#ET5Z &
PEEE I RRNH SHEIIE. FFRNC PHDA IHERT B 2 &,
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B, T—Fty MERERIZIL CDISC EHEIZUD. MEAT S
BIAECHEICERE SN XS Z0EEHEATEI L L L, R
Y TRRITF - INXFEORTBEEE LRI L,

41.1.2 SDIMF—&Ew b

SDIM F—& & bik, EXRHIZ CRF Ll LV INEIhEF—2 %,
AWB,.3—2a v OSDIMETNSDIM IGITBWTIE SRSz LY,
BESNAEE FAAL BB LU TRET S, BEEICBVT, SDIM
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DIEBRTDHZ L, .
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LTW3, EENET—FBEENIBHITOVTE., 20458\
PRLoTHREREVETOEHOFT - ¥ 2B 2L, BB,
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HRNETH B, :
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E., MEDZENRERS)
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* —DTC, —STDPTC, —ENDTC &K Z & D DFAD, ThITHHET S
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- SDIM X, BG LT —F DEEEOEEHRML., BETEX ok

TS EWME L bDIEEDRY, MELET—#it ADaMl F—&F kv
Mghdz b,

F—ABEOHEOFTYH, FIZIEBMEROERITIE IS0 8601 %
WAz &, DY OZEERNWI L, =& % CRF T Yes/No TF —4&
BRI TOEZEE TS SDIM it Y/N & LTHR#T 5%, AR
HANCRES = & | _

FIEEREHEZB L TE OWRFICH VY ToOND ID 2HKIATS
TeH DI E LT, USUBJID BARENLTWS, FIZITEIMERGRE 7
hizk< REESHRRE, BH0oRBRECT—AOEREFICH T —
FERNTDHILEZARLET S0, AI—HREICIREER 2K
i# L CHBERIRY F—? USUBJID 282 &k Y ItEBETBH &,

SDTM (ZBWT, El SN BERFRBROFEICE T3 8L EMT 3
Trial Design Model ® KA A > (IS RA A V) lzoWWTit, TS
NICBRPRBROBHICET2HARBEHEZ SRR, BEVA Fict
WP Z ZARBRR D I LU CRIHT B 2 &, -

SDTM “Ci SDTM THE SN TWWRWEEE S8 3 =5 SUPPQUAL &
WO —EDT—Fy NERETAZILENTES, 2hbDF—4+%
- MISDIM OF FRAA UZEIV Y TEZ LDOTERNWT —FITH LT

FIAT2Z LB TEEN, EARMCIIEERMETICEETS L5 2%
BIXZNITE D D NE TIXARV, SUPPQUAL 12, BHCEEN A Ric
DR, ABEEILBWTEBELEZLONIERKEZSHD L L st
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LTWABIEEIZI, $m PWAkW&L EECE DI RS
FHA FIZBWTERATAZ ENREE LU,
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A4 FIZERT B L, £, DRAFZLRAAL ~OT—F OBRMNE K
ST BEAICIE. BN PDA IR T A LB E L, ‘
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ERFERURYE - AROBREORILCED 3 MTICOVTIE, Y%
EROFHNFIRER ADaM ICESETT —F 2y beRETH I L.
BB, RBHERICHFBERBRESEEA~OEE O DIZEE LI
IZoWT, BINTTHETT — &ty FERHET 3 MHEITRN,

ADaM iZ L. WBRE L~ L5 % 27 Analysis Data Subject Level

(ADSL) 2 WHF—F ¥y vBH Y, ADaM F—FEy FMEIRBHT 54

HERE I SOV THT I EBRE LATER SR, £, ADaM T—

&f;bkié%ﬁﬁ%@%&f%t . —RREET ADSL F—& v b
EENB, ?&Eﬁ%)ﬁﬁﬁﬁgk‘ﬂﬁénééfm LEEPELELR

Wﬁ% ﬁ%kbr%AmMT—&k/%bawé L. ZHBHDZE
BOBL LT, RERICMAT, R BREEHEEES) . £
MR (EREFS) . g, B, ST ohicim®g, i, K
i, BIEREZRT VI IRVEERR—RAT A T HHRES
RICETAEHNH B, |

ADSL PASL @ ADaM 7 — & & » M, B & TS & O ORFEGIIG
CTHE2 REROBRE L VEDZ &b, ERERLT —F VA FiC
FARBOHBANREETHD I LILERETBAREThHS,

ADaM F— & F v MZRBWT SDIM F—& kv hERUESEE BT
BBEAITIE. TOEEORBME, RELIIRAKkETH L,
4.1.1.4 F—Fty D77 A NVERIZONT -



CDISC IEH#EIZ #EHL L 7= SDTM, ADaM 5—& & v M. SAS Institute 7%
T AT —FEE T A — v b TH B SAS XPORT 7 7 A MRS T 3 —
< b Version5 = (BATF ISAS XPORT =) W5, ) T, 15—
Py bEL1T77AN0E LTRRHTAIE, I8, SAS VAFAIZ LD
YERLBFIZ I SAS CPORT Procedure IZfEf Lz 2 &, A ARECTOIREN
MHEPOHENEEZDNDIES (LLF THAFEEE) 2V, ) BNE
ENDT—F Yy MTBWTHRERIC T 7 A AT SAS XPORT FER &
L. =&ty MERBRAWOh =X FEE v F XA ELFR2F
—E A Rlcgdhsdi L, ‘

SDTM WX ADaM ¥ —F & v MZ2WTid, F—2 By M 7711
ZIEF— 752 &,

412 F—FEy FOERERCEOMOMHT 3 30E
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SDTM, ADaM 7—& & v M4 2 EHBII T 2h CDISC 2T 5
Define-XML BT LY, NWEDFRBETRERAZ A Vi — b~DBR.
EELIMIERO 7 7 A MTE L DI LT, ®IETA3F—4+Ey MEF
U7 NFIZEBATA N — P ERITBRMLTIRETA L, €5
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—FEy b, B FHROBVEIE. RUCKEIRAESa— RcEY
LEBPRETEND, HBESOBRIZIINA—VUa 2805,

ABEEOLDITA BB BEEEHIIB TRR S B RHTHE R
EEFTT—F Ty P EOBEROBBRES THD - LIt BERRT
— X2 ERAVERREEZARICED R -DICEETCHE, Lo T,
a7 —F €y MCBETHEBREICIE, 4.1 1L 3ICTRTEHDNE, ek
DEERDERECHE - FEOBREORMICEbABERBRER2E
B DI ONT, BB R LS TEHHITT —F vy MR
ENI3BEHELOEBRETRTEFIERA 5 —4# (Analysis Results
‘Metadata) BEFENDZERNEE LW, BIFEEAFF—H BT
&, SR OWTUTOEASEEND Z EREELL,
 BERRIEREFCRRINAEFEREZRIREESS R URTS
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s ERTHF—ZEv b
. MWﬁ%aﬁév:mbwﬁmﬁﬁ
o EITFEFEICBT ARG TARE., BT e ST A4, BITFEBED

ARERE
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DR ENTWTHELIE AR,
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LVREShZF—FOFEH L, F—F ¥y NEEEN LR ER
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Guideline (SDTM-MSG) B&E LR35,

CRF I X WIEE SN —Z I XTREARR Y SDIM 57— & & v MTHH
INTRHINA D ENEFTLWE, #BHERRWF—FHERD S
BAIZiE. Annotated CRF ETIXRHT —F &y MIFERLTW2RNE
BN BETETHLEDIC, BENRVEBRET —F VA FIZERHR
FTARZE, EEL, %@EE#%B#&%wamT X T O ME
AR

Annotated CRF @7 7 A AFEE. BAL CID @A «CID B\ il
Mz Lo TEDBITWS PDF & U, 774 V&I Tacrf.pdfl &1 5
ZE, FRIELTSIIMT—# &y heRUTZANAVFITBMNTEZ &,
4.1.2.3 F—FHAF

w$§%®$EE X B3F =4y hORE., BEOEMEZRE

FBLLbir, BEFCLBF—FEy MERICH 0o COF — 218
YEDF IR O UM I B AR B LT 5728, SDIM F—&
¥y PR ADaMl F—FEy ROFRFRIZOWT, F—F ey hOE
BEIMEATT —FHA FRERL, FAIE LTRIBT T —FEy
MERUETZFNFIHEMLUTRETDZ L,

SDIM F—F &y MCET BT -2 H A4 Fitidd R LB U TOEE
BPEDHZ L ETH,

o [HRRERA. %%ﬁ%@%ﬁvg

. BRRBEEICET OB |

o BV bhioiEn EEEE, BERCEOR—Va Y

o WRET— & OFH

. TH&ﬁﬁ~®$MEL%¢éﬁ%(A)T—ya/#%h@#é

FLER) '
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o fEATT—&Ey MCEET S ERRRETEICET 50N
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o BEOTF—FEy MIERTIEER
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o T HEBEAOENMEICET AR (RN F—va VERICET S
AnEA) |
SDTM, ADeM F— &t v M ENThOT—F HA ROERIZHT Y . DISC
BBV TR — S HA FORERRT +—< v MIRESH ORI,
FEHBIZEODNEICOWTIL, LITOBRESHITTE L L8 TES,
o SOIMT—%Ey MIBETBRF—ZHA K.
" http://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer’ s_Guide _ '
o ADaMF—FEy MZETBF—FHA K
http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer' s_Guide
£ 30BN, Al wmﬁﬁ&ﬁ&m@ﬂWEﬁLkWTmbEnTwé
PDF "CIERE L. 7 7 A /41X SDIM, ADaM (Z5fhs LCENE Fstudy-
data-reviewers—guide. pdf § [analysis-data-reviewers—guide. pdf ]
S, NEPABLRD 77 ANAETERZ EREE LN, i, F—
CEHA RIXEARBTERLTHELI RN,
4.1.3 HEHTIEREDO AT g 0o T o
CDISC W HEI L e F -y PROESELERT I ICh- VR
9%, CDISC #Z¥E, HE#AFE. FEEZIT OV T, PMDA ITB W TR IT AT
HB72/8—3 3 /1% PMDA @ WEB ¥ I (nttp://www. puda. go. jp/) BT 5
Z&, BB, A=V arogANTEIL, $%%ﬁﬂ%$%%c%ﬁTé
%mﬁﬁﬁ%ﬁﬁuﬁﬁTé
- RA—HEF ENCRRS/S—Va v RERTS - LITZELZ XV, F—
FRRBRN TIIf— Lie—Ya VERAVWR Z &, R—BERRBRAO—E
DRAA DT D A= 3 VESRBUESAICIE, FRA LAY
a Y EREDBEBIZOWTT —F A FIZBWCEBET /2 L,
EHROBRRBROKAMFOT —F &y MZOWTIE, FHEKRBOF
—FEy MBI N—Va VBRSO TVEBAETHoTH, H— LS
—Va VICRVMERTAZ &, A=V a Ui —IE L TBIR LAV
YOBRREE, BRBA—Va Uhb0ERIZHTE Y EE Ui AZImon
T, T—# 014 Ficge#Et+sz &, -
4.1.4 BHEBEROEHEONT - |
BE, SEREBREEOT —Z kT 50, &< OERIZHOVTE
NENIRBERAZER (Therapeutic Area Standards) 2%, CDISCIZT L1/
RS TW5a, BEICEERAR SN TWBEBRIC OV TITF DOEH#EL F
TR ENTE BN, ﬂﬁbt@ﬁhomeTw&txbwﬁiéﬁo
T—aJA FliciE#T+sz &,
4.1.5 BHAEF—X ORI B NCONT
AARFBTT—ZIREIN, M oFREIEIE TR L-EE —ﬁw%ﬁ
BHERLNEZENE D BEHIZOWTIL, BARE ORI LE OB E]
ThY, AARETER LT —F LT BARET—4] Lo, ) »ik
H3 52 ERFEETH 3, Eﬁi#aiﬂé?ﬁﬁm%éwﬁmm%ﬁ%
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2NTRT, ZAUTIRD b DTV,

AAZBEEN FAAS VICEENDIBRAOERET —FOT —F 2y b~
fD?i%ﬁPﬂﬁi&&U?mHﬂﬁi/ﬁbiﬁﬁU& LTUTo LB &95, 7ok, BHK3
o e

o BWTERALY (F—FEy ) oWnT, BAREF—FE v b
BUBHTFLED ASCIT TRESNTWVWAXFE Yy NOLTHER I
EF—HEy b (BT [EHEF -S4y b LWV, ) ©O22D
F—FEy NEERT BT &,

« BAEF—FEy MIEARBHEEOLEBAEE L, ShUSEs
T — ey b ERA—-AEOERTEDOTF—X LT L,

o BABEBFT—FEy beBTEMET -y MIBAEER L THhICR
mﬁé%&%i%ﬂ®7~&ﬁmgm&%%é<ﬂ DEEE L,
va-— R, va—FolEFb 2007 -2y NATRA—LT5
:aom%\%wafy%@ﬁ%%i%ﬁ$%»ytyﬁmﬁf5
B DODRHDOHT LV,

o BHEFEF—FEy hHOBAE ﬁﬁu&%#é%ﬁki HEDST
— B TRV E & 2SHA & e REXF S ( TJAPANESE TEXT IN
SOURCE DATABASE] %) %###id+ 22k, T—FROHIRDLD
A AT — & 2B OEEUNIER D L a— RIS T TRT 2%
Eﬁ%é%é\%ﬁ%fw&fy%¢@ﬁmfékn~Fmﬁwf
WEEME T FI 2RI D &,

o T EEETFFH ( [JAPANESE TEXT IN SOURCE DATABASE] %) |
BB TII—ELTCER—ObLDZE AN, 7“&%4%2@7“&?/
M)ﬁ%% (define. xml) ICHARTB = &,

. %ﬁ@%ﬁ%@meJz}%uﬁmféﬁﬁkiﬁ@&%

WIEEESCFHNERNT A &, BB BEXFIERMNT DE
n\%@% EXFI R MECRTDHERDH DR BT, REBITE
BEol) 57 LEBICE RS ETY (B : [JAPANESE TEXT IN
SOURCE DATABASE 01] . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . TOREKEFELOXNGFTET —FZHA FERFTZ L,

o BERFEF-FEY FVEFEOZANFTILEDD L, SDIMT—F &
v MRS 3 AASETFT—F > M lsdtn_j] 7+AFIED,
ADaM 7 — ¥ &y MRt 2 AARET —F By M Tadam j| 7%
NEEEDDHL L, T—FEy MARTINWEIRZ 2207 5%
v FCR—DbLDERVA I &, |

o BABEREZESERV FAL VIZOWTHERFEDT —& &y b
BEFEDZ #NFIWLED, BETHT—Fy heRHLRWEZ
g

7233, FAME LTRAE T“?kOWTimeﬁ%MME%Lﬁﬁ®
B FBECORBTAZE T80, BAEF—F 22t BRRBROT —
B uRHT A FERDBEEIE., FTOFHMESIT OV TERNC PMDA 218
T B EBEE LY,
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4.1.6 FuZIa0ERHICHONT

41.6.1 BHTBZ 0TS A
CDISC FRHECHEHA U7 BB BT 7 — A ICEEd 5 7' n /5 0 L LTI,
4.1 1.3 IR EMME, REMOIELRHERCHE - BFREOBREDRILIC
B4 B BRRBRERIE R 2B B T2 DT OWT, DM —F Ty MEREY
275 LRI v 75 AORHERD B, 70T A, ERFR
FRAT A DA ERR DB DR, T 7 VT ) X AOREGRNELR B TH
D, BT LEH PDA DRBICBWTZDEEETTE - & BT E
AL LTIRET ABEER, Ei, BEDOY T hU =7 "—Tgic
[RET D bO TRV, Tur 7 hElEa, FTURRE (ER LA
=¥ a VAT A, Y7 T RUEOA—TYa ) ([ZBT S Moo
WTHRETT— 2 A RiZBWCHRitiT 328, =2 uidfHLE 0 r S
LEERLTWSES, v7u7ul I A6 CRET? 2 EREE LN
B, =ru7uls AORENESERES, $h, T—Fky NeTuss
LDOVERL B & /MBIICERE L TR Y 7' /5 LA B EOEHISEE R SRS
171X, TS Y X AD4 Vb%ﬁﬁ%%@%ﬂf(‘%bizjgb\

4.1.6.2 Tl ThDT 7 AN

4.1.6.1 TRTEED, 7uﬁ7Am%E®/7bvm7¢n~ya/L
[RES D bDOTIXRVD, 77 A NVRIIETY 7 b0 = TGS LR
TEFDDHT L, WEEFBRNT 7 A NBDBEEIET 7 A NV 530
BREF—Z KA RIZgdd i &,

4.1.7 F 1R, BRAKRHERRS O L O R IEEROMITICET 3

CDISC MBI YEIL U 7 REEE 7 — X T o
% I HEER, BREERREOREL B RREEROMFTICET 5 (DISC

BRECEN LU HEET T — FBORVENT 4 L1 A5 4.1.6 LFEHETHD
B, FRCEETREETEE LU TIORT,
41.7.1 SDMF—&Ew

MBI NT A —F ik, FREENERNCET 2R T2 L LT
LHRONDZEND, FWRET—F BN LI PC FAL T, &
H I EIBIRE T A5 % PP RAA ACHEMILCIRNT3 24, PC R
ALV EPP RAAL DT —5%y bOBIRRL, SDIM I6 iz F-J& RELREC %4E
FeUCERBT A Z LT LUV, SDIM 16 BB R g o
[CIET—F T4 FETHATAZ L CELR LN,

723, (DISC AZMEIZHEML U 7o eS0T — 4y v & PC RAAL & PP
RAANZEBRUTHRBT258E,. br—3 VT2l 3%E (PC
RAA & PP FAA DRI, BEHEOBIREDPC RAA L PP KA
A VIEENDFROER) 27X A FETHRATBE 2L, BB, L
—HEV T ERATDIENT, C FASUNLEYEIRR T A —2 2B
BT AMEEERY,
4.1.7.2 ADaMSF—FEw b

I H R URGR R B L @Té%&@%&oﬁ%ﬁﬁﬂﬁbﬂ%ﬁr—&t/
b % ADaM Fo=C CIEHH T 2540, BNOINTENTET DM F—F & v k

14



miéﬁﬁﬁﬁﬁgﬁwf%nﬁ\;h%@?—&%oao®$~&kyb
WEEDTHH&IZRHLTH XV,

FEAFERZ FAV Ve ADaM FER LIS O F — & & v b & AFRHRERIC mﬂﬁt
LTI AEA. BEOFTICRAVWWEF— &y FORMIITAETH
B, L, F—&Ey bEO M— Y T TN E R HERT B BT
- FRRIERTH BB, %&?w&fzh%%mbtirﬁ%#é i
T& D,

4.2 %Iﬁﬁﬁ %%%ﬂﬁﬁ%@&ﬁ&ﬁ%%%ﬁﬁﬁ@%ﬁL%?é$%%

T“&%‘L—")b\f .
EEREHESOETT —# vy 7 —VHAE] N B BRI SRAER D F 3

BIF-F—& RO v 7T AEOEERRBHAEFICOVWT, @%Tm%gﬁ%u

TR,

4.2.1 r%%ﬁﬂﬁﬁ®%¥7“5”?&fyﬁﬁgjkOWT
[ERERBEERDEFT — 2 v —VRAE] 3. BEEFT %%

PRz VAT AL VIRET AR —Z YA b ETATIEND

HEERBRAER T — Z IRHHANADOEHRA S PMDA MMEFRTH b, LHEL LT

BHTBZZLIFARETHZ, BB, VAT LABERLERICBETF 7 7M1 %

ZEORHTAICIE, 3.7 BITRLEEBYD, TSV 77 A VEREHT B S

ETEN,
mm&kwrF%Wﬁﬁﬁﬁ@%%r~&nz#-/ﬁ%ij%W&#

LRI NERFRIITROLBY TH 5,

o  Study ID (53R % #8045 CF5)) ,

o TrANRR (TrANBEET) . BB, '~ U =A VAT A
T 7 AN R BERC AR 2D, T 7 A AR AOATTSER

v,

. %mént%ﬁmﬁﬁ(msOﬁﬁﬁﬁ%%ﬁﬁﬁﬁ) POP (RHEEM]
FEAT) . mm(éﬁ%%ﬁ%ﬁg %Tw)xmoma(%mﬂ)m
Bl% %%%mmrlﬁT5 ) o TR, msuiﬁﬁ%&%%@%
%ﬁkH%@ﬁ%fﬁﬁéﬂt%%%ﬁ@@mﬁ%ﬁf

s T ANDORBEDHH, %774w®ﬁ£$%®7?4Wk®%%%
' PEETED LD CHERERRT AL, B, Aﬁf%é%ki%

B3 100 XFTH B,

4,2.2 HEFEFT—F OEEKRRHABIZONT
UL TR I B REARAT, R EARAT B OV B RO SRY R B AR T T VAT

DE uOb\’CfEM?“A%gIE’&'H"F WA, 2B, fBirofEEick

5., F—&Ey M SAS. XPORT R CRET BEIZIE, F—F &y b

ET7rANEIEE—LTHI L,

Pk, 1 HRBR. EEEERREOREE R EEER O

TAHEBEFT—FD5H, CDISC ABHEICHEML L 7e T — F 22OV THE,

4. 1. 71255 = ' L

4.2.2.1 HEYERY e K BB AEAT

BRI IR BRABATIC BB S A FREE T T — #1100\ T, ADall BT
T — &y FRERHT RS, 7 —F ey PRUOS—FEy MNE
BEOMITROLBY TH D,

O M7 —FEy b
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TEIRE NIRRT A—F DB W fgirr — 4y M RO
SRMBIRE SIS IF/ T A —F OFF EH RN AW e fiftr 7 — &
Ty b GRRHHBOBHOAZZIToHEITRL) YT, 7
7 A NFERGL, B T OREHRE % !5:3125

s SAS XPORT TR, (k. xpt)

* ASCIT Format Data Files

*  Phoenix Projects (% phxproj)

+ WinNonlin Files (% pmo, *.pwo)

) 7‘-§7 Ty NEHRE :
Ty NERBIIE, D L ERAROEKOTES
BOHLHTEEL, M4 EBBMERTE I L, BB, BT
RPEEFEIHRRBH2HEEE,. TOELBYUY— RS

e TELEZEZRN,
o TrAAERIE, KA oCTD KN oCTD B\ viBANIC L o
TEDLNTWAPIF LT3 EREFE L,
4.2.2.2 BEEMF (BFMEEIKvIab—varzgts, )

THEFRRITICRE T 2 BT — & 2T 38548, T —#+&y MK

UCr—4#ty NEREOHEMII TN LBV THh 5,

O fi#try—4FEy bk

ERETN, %%%TW%%Wﬁféwk%%%met,4232@
WRTETADT T T AT 7 A VS Ui — 2 v F &R
W3, 7740 ERL, PRI TOERPEL NS,
»  SAS XPORT = (% xpt)
¢« ASCII Format Data Files
@ T—Fky bERE
4,2.2,1@%8RTH &, '
4.2.2.3 PRI ERET VT (EFARES VI al—Y
CavEEl, )
AR ENE BT T VERITIC BT A BB T — & IR T 584,
RBHTB7 7 A/ ?~5?/FRUTHﬁf/FE%%%®¢m@Tﬂ®
LB THD, ‘
QO fETICAWEEFLOMBE, BE Lt%%&fbéfﬂi/\7 A—=ED
&, T FIRSCEROBESTTEOBBENEEND 774V
Ty ANERIL, EEOFRTELE LRV,

@ MHRET—FEL2EDHREABROT—-FEy b
WEDY 7 My T T T& B L5IF—# 2y MEEREXITNT
LTWAEAICik, MUikEF 7 70 /v (Simeyp PE Data Files (aml 7
) B FRHTIZENEE LY, BB, BEOY 7 by=7HIC
7~&t/%%ﬁﬁx&mzbfmﬁm%A@7y4w%Ki EE
DR TELEZRV,

® F—4FtEy hEXE
4.2.2.10% 2B THZ &, _

4.2.3 a5 L2EORERPREARICONT
4.2.3.1 $REER) IR BEYRBARAT

T ENRE S IR BN R/ BE I BT A ARTHAR E UL IS U TR

TAREXFROEMITROLEB Y THAB,
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o FEMTATY AL (BT, BYBEAT A —FOBHGES) 2
ERTIRREOT — & OBER\E, i LB+ 2 5MiER
PEDLOTHD, BB, By —4F ¥y NEEICHZ %ﬁﬁﬁi
5384 (Phoenix Projects. (*. phxproj)? Text Output Z) }
FOEEHRTHIETELI LR, £, RTHEESIC é
BHRAEEINIEAIT. Thb BT er%uix&m

o Ty ANTERIL, FEEOEXTELI AR,

4.2.3.2 BEMFT (BFAMRESI VI al—variagis )

HERNHC B 3 R ET-7— & RT3 AT N T, Fas 5N

77 AN, ERRRERBEASNET 7 ANVEUT 0T T LFIREFOY

L2 lb—aVETR 7 7 A VOBIIETRO LB ThD,

O FueFFhLTrAN '

EAETF )V, BTN EL W BTREO T 0 ST 57 7 A VER
W2, 77 AR, FILECITORENE Z b d, '

: * ASCII Format Data Files '

@ FEREREMHEAENTZT 74/ (NONMEM output %)
EATTN, BTN SR W EEORRREENIHAT 7
A NWEERHT S, 77 ANERL. EROERTELZZR,

@ vIal—varicETas77 ANV
R al—variBETA7rANELT, YR al—igrT—H
ERAEXERIODOTUTSTAT AN, VI alb—TarOERIC
BT u S A7 7y ANVRRVR o b—a VERERLERRD
VERRT 11 75 A7 7 A NVEERRMT B, e, Y Ial—va TR
EOBRIZET A7 —2 vy MEEFAWRIEEIE. UEREREETT
—Z ¥y MEFERHT A, RB. Tul T ARRETERNESIE.
FAIY XABRSPAEREELRETHZ &, 7uﬁ7A®774w
AL, EEOBRTELI LR,
¥, TuS7AFHIEEGRHL, %@#ﬁiTE@&%D&T%

o ST ARETTHEOOEMFIEZEET S0 THS,

o WlY, TRITTATFANEGROGT 0T T AOHEBEZD
Aridil. B 2EEBIERT AL, b, BHIAL
Fa S AREHETACHIE T, NRADIES, B2

CHRT I MBERRVERICE. BRMICT 1S T ARIREOR
HITRETH 5,

5. AREHISOHHELS— 5L D LOBIRICANT

5.1 HFFEFT—F%EL CID D%

ERHIE LT, £@TOREBEFTFT—FIL, LIDAAv I R—2nbEREND
LB TH B, LALARRD, eCID BEIK TN eCTD BBV MBEIZRTH -
JEIT XD eCTD 2T AE AL, eCID Ay ZF R—UEWeCID 7 4 N F i

WHBETFT —FICRAEBRXIZ T 7 ANEEDRNI L, 2L, F1H
@%H%ﬂ BB B R %%TH&wﬁm@ﬁﬂ%ﬁ%%: (W ERER
TAHIE,

5.2 R—ZNAVA MCLD eCTD ZHEROBE
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eCTD ZR T B, R—F VP A PO LEINCEHTER ROBRERE
ﬁ%kﬁbxwmﬁﬁﬁv&@%fé &o BERBHROMIILLTOEY T

HB,

FRERdn B DiR5E4A
Eﬁuﬁl:/\

PR RE IR EOR
ER, 505
RHTEH

5.3 R—F ¥ A FEAN LIz eCID DI :

eCTD DM H Y . BHBHIIMAMERER—F AV b L TBE. BR
XITATT B, MEROBNILLTOREY TH5, 2B, 2TOEBIZ->W
CIRHEOTE N RER, BIRUIATTERD B O TR,

EAR, &, EX, FI7.h =z %08]
Y hT ==

eCID 3 {135%

RS

R (== R)

XSy

FEE &E®~%Mﬁﬂ

FREE T E OiR5E4

VA NAF =y 7 BT B R

WL AVAZ R (CID Ny 7 HR—2) OF = o 27 5 LERE
BN EmERERE

SEREHE W T TR oCTD HfifE 2 H OiEg 45
w5

FERRERGE, BIRUIAS Uik, BHT5B D @ ]“J7°l/f\}1/7zl-}lz
HaER—F VYA B TEEL, PMDA n-:’a&‘f_"ﬂ"é 1‘-&Mf4 [N =AR=R
B R BABIZ D W TEBSRTRT,

5.4 H—FNA MR LTERB S CID 0SB
PMDA 13Z{E L7z eCID 1T LA VA F = v 7 BRARY F—3 7 o 5 EF
L. Z0ORERE & HIT oCID ZETE Ol R % BEF ICEKT 3, oCD
T B2 F—varNEE, FAE LT PMDA ® WEB 34 k
(http://www. pmda. go. jp/) AR5 eCID RIEY —NOEEw= 2T
LERBEITTHI L, .
5.5 eCID T A 7HA 7 V¢ BEETFT—F OIS

HERBTFT — AR HFICR T REERO—Thi o b, BE
FF—FEERE GEM, BERIIIHIER) 758815, CIDEHETT A2 &4
B THD, oCID & HBETFF — & 2450 CTRIHTHBE. 3.3 [RTHE
BF 7T —FICRAIMEREZIRHTAZ LT, YEPHEETFF — & LT
% eCID DFENFRRLRD, REETT —FERIT2IChHizY ., UTD
RICEET B2 L,

)

eCTD FHER HIFICIRH T A REEETF5— 4 -
PIEREICEET 2 REETT— 4 23RH L, PIDA 25 HEBEFF—&
ZHRER TR, YERHICEETSHEETT — 2 2 EMEH
TBHZEETERN,

® MWEICHTEEIRTT 3 HEETT ¥
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Balcxt 2 REEICHRAT 2858 %%7~&i %Ememnﬁm@ﬁ
F5 L EEXTT, Eﬁwﬁﬁéﬁkbffh&w%4%%4brﬁm
ThH,
® eCID WETRHICIRETAREBEETT —F
o  LEQ@TIRHUBTE st g5, PMDA A oCTD SETEHC S
DALOE L TRD LD, oCTD WETHICERICIRHT 5,
o HREHOBBETFF—F LOESOIZEFERERMT S, LIRTORHES
FECIRE L BEETT— 2 L BERNT 3 BETR, '
. BEETFT— X USCIRHT B eCID WRTEIE L2 WEEIE, RH
FHITOVTERNC PMDA IT/EET B2 .
e PMDA b HESETT — ¥ ZEEKEZTI LRI, YUBRHERE S
LEES R BT X BRI A Z LIXTERN,
o ERSHXBICHEETT —F 2RETIHERIAFAEDOFIRICUED .
5.6 HIEBETT—¥RHROEER
. CIDXi eCTD METRRIC BT —# 2RI T 2B L. [HERROEK
. BEBEOEIRROMIRIZONWT] (R 22 4 12 B 27 BT EERSE
1227001 BISTATEE A B R EFEA SSHEER B JIRO 6 107
TEEEIC, YEREBETFT—X It oWTEHTI &, oL &, #BHT
BETDT 7 A NVEERBIZFFET 3 SLERRL, SRBRICEET LR
F5— 7 —ROFENHBTENIZT IV, BEL, EXREm2. (2) 7
WRT A — "o oA VAT AR FAWTHET L CID 28 HT 2581k, €0
BEXIR,

| EEENEEOREETT — SR

ERERERCHEEEFT 2 RET I8, REEFT—F % [3. K

BEHBROPHEETFFT X EORHBIZOWVWT] © 3.4~3.7] DETHETS
ﬁ&kﬁbfz%%_%Mféw ﬁ%§$%ﬁukﬁér31$%%%7~?
B EANARER] B 18,3 B4 b LB %%7~&@
BH 1. UToLh 35,

6.1 HEBETFT-FERHOERHRTEN

HEEHIE, HFE %%?~&%&ﬁ%m&%%ﬁm¢5&&% %M&L
TEHEERBO 1 ~3 Y AR, FRIERICT, BEEDE Té$
F5—F ORBRNAR CEEERE ﬁ%%LOWTPmAE%ﬁ%ﬁ5_b

. EREROERICHE - Cil, BEERERICEHNTEDHEETS
—Z OREE [MT{TBIEAER D ERESRRSEENTT 5 4 HmBbE, EH
FERPEESOEMEMEICoWT] (Frk 24 F£3 A 2 AT KBRS
0302070 BHSITEOEAER R ERESRAHIEEER B ORI 8 [H
m%%f-ﬁ%ﬁ% FERSERERY RAWTE LY, BHTAZ L,
D% HEEMEBICRELEEEERRETER O 5 BN O 1HHE
HUi'C@ﬁiﬁkﬂ‘e“-‘ AP AL I EEYEERTOIE, TOH%, AF—F VYT
L TEEERHSIEET3EROASN - BEROHEEDHIHERE
%774W(m$%7 Z, HEEFFT—FE) BEEITAHT &,
6.2 F—INAYA RN LEBBETT —F ORMH
HEEFF—F OREIZHED, BEFIUTOMME#HREZR—FATA
kTS, BRNIIAANTS, FTESROFIIUTORY THD, 2B,
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£ TOER DN TR IR, BREANERD B b O TRA,

o IER, BERGHERZEDT]

o HF—=prU o AZHER

o INAEEBATAEDOER RBREE. BEBRAA ML, BAEE

.5

o Z7ANTLOMBIF (ISO/IEC 11578:1996 K TR ITU-T RecX. 667 |
ISO/IEC 9834~8:2005 IZ ko CEZE X5 UUID)

+ HEEFTF—FOMESIT GBIN, B, HIKRE)

o EBHUIHIRA S OBAIT

o« T ANINA

T — F RN TR
7 7 A VAEDIH
LEERE, BRUIAA LS, BETIBEEEFT—28BNEhT
WA mb) ZANVFER—ZNYA B ETREL, PDAIERET S, R—F
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HEBIIEOWT, EERMARBREEOEMET ) HAICHEETT— X 2R H
TEHEE, REETT—4% (3 AREEROBRBEFT —FZ R Iz
W) D 13.5~3.6] DIETHETDFECHLTCETFHICEET A2, 3.1
R BT 7 — X ERHOERR RN , RO 3.4 BHEETF—4%&D7 7 A
AR k. AT e &5,

7.1 HEEFT— ¥ ESRHOERE TN
- HERETETLEN, BB — 2RSSR EATAE b,

JRATE LT RREHAIOERIERIC T, HEEF T —F OB HAREIC
2V PMDA ICHERRZ{TO = &, 228, BRIHMDERICH T o Tid, REx
ERRHBICEHTEQORBEET T —F DNAEE ISTITHIE A\ EE S R
MR HENNT 5 WEBIS . HIRERESOERERS > VT (F
B% 24 £ 3 A 2 BT ERMSRE 0302070 BT ITEE A B ERIm A
MEHEREM) O 8 [HEEET T —F RHMEREEEEERX FHAN
TELD, BHTHI L,

A PL N %ﬁ#%®%m$ﬁaw5@%%%6%@#%&&5&1@%
BEREBTFT7 AN (RHEETT—#%) #EHEEFICIVERTIZ &,
7.2 BEETT—ZEDT77ANVYAL R

7~&t/bu%®774whowfmemnﬁﬂ&0wmnﬁﬂwﬁﬁT
EDDPF DRRT7ANTARBBIRNI L, F—FFy MeoOWTHL

12D 7 ANYA RN E FH A "L EDBEAIE. BERIIC PMDA 24833
AL,

8. Tl

HEEREFT —FDOREHEPROINBHED S B, RBHEBHRMAEEPLTL
% CID Th b = &%*brmmw%mgowf\%mﬁﬁwﬂ%$ R TE R A

20



3. CHETAFEBICLVETFHIZIREB TR N TE S, TOHEEOEBHEF
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Rl 2

HAERE ENS TRER H DEHOH

terminology in  DVDECOD,
TREATMENT DEVIATION.

such  as

Domain |Variable . ' CDISC Notes {for domaing) .
Prefix Name Variable Label. Type Description (for General Classes) Core
. Reason not done. Used in conjunction with --STAT
438 --REASND Reason Not Done  Char when value is NOT DONE.
Relationship to |An opinion as to whether the event may have been
13EE “[--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
co COVAL Comment Char [can be added to add1t1ona1 columns COVALI1-[Reg
A COVALn.
o 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?. '
VUP Description of Description of what happened to the subject durmg
SV S DES Unplanned Visit Cher an unplanned visit. Perm
Reported Name of - e et
. [Verbatim medication name that is either pre-
™M CMIRT Drug, Med, or Char printed or collected on a CRF. ' Req
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. - '
. Reason for Dose Describes reason ot explanation of why a dose is
EX EXAD] Adjustment Char | fiusted. | Perm
Reported Name of .
SU SUTRT Substance Char [Substance name. Examples: Cigarettes, Coffee. Req_l .
U SUMODIFY Modified Char If SUTRT is modified, then the modlﬁed text is Perm
B Substance Name placed here.
Substance Use Substance use consumption amounts or a range of]
sU SUDOSTXT Consumption Text Char consumption information collected in text form. Perm
Reported Term for : .
AL AETERM the Adverse Event Char Verbatup name of the evgnt. ~ [Req
Modified Reported If AETERM is modified to facilitate coding, then
AE  |AEMODIFY . lpey, Char | s EMODIFY will contain the modified text. | 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
Example: “TREATMENT  UNBLINDED.
PRIMARY CARE PHYSICIAN NOTIFIED.”
Verbatim name of the event or protocel 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 . g o .
MH METERM the Medical Char Verbé.lt.lm or preprinted CRF term for the medical Req
. condition or event.
History
Verbatim name of the protocol deviation
criterion. Example: - IVRS PROCESS
. Protocol Deviation DEVIATION - NO DOSE CALL PERFORMED.
DV DVIERM Term Char The DVTERM values will map to the controlled Req




Domain

Variable

CDISC Notes (for domains)

Prefix Name Variable Label Type Description (for General Classes) Core
Text description of any abnormal fi 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 nuil, 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.

(% . SDIM Ver12 SDTM IG Ver.3. 121;&!5% FEERIT— AR




BIRE 3

B AT — & RO 6

#l1) BABSOEMBRAELHERETEOEEHEMNTIHS
AE RAAL Y (GE¥FET—F v 1)
v BARBTT—APELET IR FEE IO WTIEHEE LT ( fJAPANESE

TEXTIN SOURCE DATABASEJ ’%) %%fﬁ@"é (AETERM %% Elz!: ETUNEE)
Row (D2 D ONEATNG: ) { oDl HEGOL

JAPANESE TEXT IN ' ]
1 }ABCI23 |AE 123101 |1 URCE DATABASE |2005-10-12  [2005-10-12 |- Headache

JAPANESE TEXT IN|2005-10- - |2005-10- .

2 |ABCIZ3 JAE 123101 )2 SOURCE DATARASE |13T13:05  |13T19:00 Back pain

- TAPANESE TEXT IN Pulmonary
3 JABCIZZ JAE 123101 13 SOURCE DATABASE |2003-10-21 embolism
- oS . R _—
1 {con)|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

RECOVERED/
RESOLVED
RECOVERED/ -
RESOLVED :
RECOVERING | _
/RESOLVING

1 (cont)

2 (cont)

Y Y 9 AFTER

3 (cont)

AE FAL Y (AAEF—FEy k)
: EK‘TT“&M%L@T%Z}EEhomTﬁ F AR %%@Ei%%#é

Row S i é L HAEENDICES
1 ABC123 123101 1 273 2005 10 12 2005-10-12 Headache
2005-10- 2005-10- .

2 |ABCI123 |AE 123101 |2 HE 13713:05 13T15:00 ~ {Back pain

3 ABCI123 |AE 123101 3 biEisis 2005-10-21 Pulmonary embolism
{Row__[AEBODSYS ESE: SERE A

1 (cont)|Nervous system disorders SEVERE N NOT APPLICABLE - [DEFINITELY NOT RELATED

2 {cont)|Muscnloskeletal and connective tissue disorders MODERATE |N DOSE REDUCED PROBABLY RELATED

3 {cont){ Vascular disorders MODERATE [Y DOSE REDUCED PROBABLY NOT RELATED

RECOVERED;r
RESOLVED
RECOVERED/
RESOLVED ,
RECOVERING
/RESOLVING

-1 1

1 (cont)

2 (cont)

3 (cont)

Y Y 9 _ AFTER

Fl2) FEXDBERBERERTZLBEHTHY, ERATIEFEXFIEHEIIX]
ﬂ‘éiﬁx%?ﬁ“&bé%‘&

Row [SREDNIDHE _ e [OGTESIG 3 S
1 ABCI23 QS 123101 1 QSTESTI JAPANESE TEXT IN SOURCE DATABASE(]
2 ABCI23  [QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(Q2
3 ABCI123 QS 123101 3 QSTEST3 JAPANESE TEXT IN SQURCE DATABASED3
QS RAA Y (HAR 7‘“—5'“12“ k)

Row [SL{03DH DO VATNEE GS ORI G5 STESTENE oS

1 ABCI23 [GQS 123101 1 QSTESTI ﬁf} 'C‘riﬁ'ﬁ THHETH 2

2 ABCI23 10§ 123101 2 QSTEST2 | FFFARTEEFTH?

3 ABCI23 QS 123101 3 QSTEST3 FPAAERE L TChERTI PP




Bk 4
(BE) F—rty MERE

Dataset: : XXXXX ( TXXXXX] iZ7—#t» )

No.  Variable *! Description *2

! 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 DV Plasma concentration

Number of the compartment where the parameter was measured
1 =Dosing

2 = Parent drug

3 = Metabolite

6 CMT

) 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)
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No.

Program file name *!

Description *?

XXKXKX

CEBYZRPYT : OO Ver.@®

{Eﬁqﬁﬁl} A ’i:}sﬁ]«l‘ft—o
HEHAFOREA :

\79bfz%774»%mﬁT67¢w5%Tﬂ®ﬁT%E¢5

XXXXX <~ "INALE"

e DF— 8 TP A NERIET D T AN F R TROTTHEET 5.

XXXXX<-' "yl 7\% "
. T‘E@ﬁiffﬂ T AEETT 5.
exportData(XXXXX)
HBELET :ww’ (ooox) WHAESNE CSVZ 740 { Fxxxx] ) 23

LT, YEal=varAD . - s TrA (ooxx) BETT S

TRy FT7 AN (oxxxx) E J:'c*#ﬂ"m’bt7zwv5f’ (xooxxx) 12
BRIFT B
s TROTNETn /7 A0FETFEBRL, RELLTY %~7°/ N7 A
IV xxxxx) EREISZ BT D,

xxxxx <- importData(XXXXX)
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