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DT, T—EDBRHFED RAAL Y LW L xR L7 T,
SDIM D FEEEHT A NI ALZ L R AL VB LT — % 27 5
Tl WAALRAAL VOFBHIZINE L RoHBEEBIZT—2H
A RICEHETDZL, £2. WAFLRAAL DT — X DA
T HEAITIE, ERIZ PMDA IZFER T H Z EMNEFE LUy,
4.1.1.3 ADaMT—Z & v b

fENTT — %+ > M CDISC FEUE|Z 351 % ADaM [ZHEVERR LR T 5,
FENT R SRR SN2 TOMATIZ OV T ADaMl 7 — %t v F &
T HMBEXRNA, BRMEICEE T 5 EEANT, BIRAENT (5 ZEREGE
B 2B 2 B AT OB 2 e B EE I B IC B3 2 MfHT) . eI
BE9 5 EEMNTOF EF LT 2 AR R, ZaMECam M
B9 2 EERRK OB EZ MG 27 OIS, Ao, ZetoE
ERRER N OHE - HEOREDORIIZEE L D HHKABRER 2155 72
D DOFENTIZDONTIL, ADaMl T —&tv v hE2HT2 2 &, BRHET5T
— &ty FOFHHEITONTIL, RN PMDA IZHHRTHZ ENLEEL
W, ADaM 7 —# -t v F TRV T —%t v b &AW TR ERSE
DIENTFE R IMER SN TV B EAICH ., Fho s - HAEORE DR
U B D BIRHTIZ OV T, Yi%iEROFH PR/ ADaM (ZF5-5 < fi#
Wrr—&ty haefglid 52 L, 7ok, ARHPHERICHFEENRSE
DR D 7= 2 FE i L 7= iz >\, BINTH#rT—% % v b
g i an RS/ N b A VAN

ADaM (21, #BRE L~ L DIE#H % &1 Analysis Data Subject Level
(ADSL) EWoHTF—&FEy kR3HY ., ADaM 7 —F &y NEEHT 5%
REREICO W T T INERE L2TE 6720, £/, ADaM 7 —
2Yy MIELDENT RS ET 5720, —fKE9IZ ADSL T—H & v b
IZEEND, RBREMFEEICEHINLIETOREELFLE L7
L% A, JRAIE LT ADal 7— Xty NMZE®HHZE, ZNHDOE
Bopl L LTk, XEEIDMA T, Bk GUBRERHEESL) | £
Mifiex (fEsxds) . Hus, E. FUHT o zigig, el Fim, '
W, fENTEEM 2R 7 7 7 RO EE /2 RX— AT A T 5 HBE Y
BT AEHEDN B 5,

ADSL LSS ADaM 7 — & & v ME, BRI E 3 2 % O ORISR
UCHEA BB O E L VD Z LD, EEEST =X A1 FIT
LAONEBEOHRHNEETHL Z EICEETHIRETH D,

ADaM T —# ¥ v MZBWT SDIM T—X & v b &R UEEZ AT
LA, TOEHEOEME, WRZEIZREETDZ &,
4.1.1.4 T—%%y hDOT7 7 A NFERIZTOWT

CDISC FEHE(Z YEHL L 7= SDTM, ADaM & — &% ¥ v hiE. SAS Institute 2%
AT DT —HERIE T 4 —~ > hToHD SAS XPORT 7 7 A NVHRIE T 4 —
~ v k Version5 =, (LLF ISAS XPORT By &\9H, ) T, 15—
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2y bl 7740 LTRETLZE, B, SAS VAT AIZLD
VERKIRFIZ X SAS CPORT Procedure I L7722 &, HAGE CTOFLHEN
VENOEY EE 2 L2 (LU TEHARGEHEE &\WoH, ) BE
FNHT—Fty MTBWTHREERC T 7 A /LB SAS XPORT B &
L, 77—ty MEKERICHW O XTE v N XI5 &2 T
— XA RIZEGDH T &,
SDTM LY ADaM 7 — & &~ MZoOWTIX, T—F &y M7 7 AL
LHIFR—E 3D &,
41.2 T—%%ty FrOERERVEDOMOFET 530E
4.1.2.1 T—Fk&y hOEEE
SDTM, ADaM 7 —# & v MIBET 2 EZREIZZNZEI CDISC ITHBIT D
Define-XML JEHUZ LV, WEDRRDAIGELRA X A /L — Fh~DZ M
EET XML 7 7 A MZE EDZ ET, ®IinTbH57—%&> b L
CT7 A NVHICEEAX AL — b EHTEML CRET A2 L, EBFE
EDOT7 7 A N4I1L [define.xml ] &35, EREOARELTUL. 7
— &ty b, B, BERORYSHME, LORHHES =2 — RIS
HEBENZTEND, HEFOHERIZIINN—Va 2 EZD5HT &,
KRB EDTZDIZHWN LIS RFEEEHI W TERR I 15 fRAT#E R
ERNTT — 4%ty P EOBROIENES TH D Z L. WRRERT
— AW KR EEAZMIBICEDAT-DICEETHDL, Lo T,
ADaM 7 — %t v MIBET 2 EREICIL, 4. 1 L3R TAME. 2tk
D FEH/2FER K OHE - AEOE ORI BE D 2 i R RER RS R 2 15
572D DFENTIZOW T, TR R &t 2T — 2 & » R A
SNDEEEEORERTMNTER A X7 —4 (Analysis Results
Metadata) WNEENDZ ENEE LV, TR AZT —ZITBWT
1L, BFITIZOWTLU TOHEDRGENDL Z EDRHEE LU,
o JRBRIERE IR R IN DM R Z T RE ZHE L R4
o FRNTONR & It H
e AT AHNTA—HLLa—F
o FRHTXIR LR DA
e HHTAHZT—HEYh
o fRNTRIZR L2 D L a— RO
o FRMTEIEEICEB T HRST HELEL. T e 7T A4 R TIED
U
o RMTIEIZKHET DM 7 e 7T A
FENTHER A # F—Z OBRIC OV TITAEARRY CDISC 12k 5
Analysis Results Metadata Specification for Define-XML %% &
THZLLTEN, EBEBICED THRET S Z ENRELRSA I,
eCTD 381 )2 N eCTD B\ NEAIZ K - TED HAL TV 5 PDF (2 X 0 BI&R#EH
THZENARETH D, oB, ERHITBWT, HAEN HAEICX
DIER STV THELZ AR,
4.1.2.2 FERF ZEHHEZE (Annotated CRF)
10



TERRAT ZGEBIHREZE (LLF lAnnotated CRFJ &9, ) &, CRF (T
FONEINDGT—FOKEHEE, T—X &y MZEENDLEEE X
IS HTRERER LIS DTH D, CRF OHBEICXHINT DA E LT,
CDISC FEHAEZUEPL L 727 — X & v MOV T SDIM OE# %= v 5,
FROFEH T 1EIZ DWW T, CDISC 12X %5 SDIM Metadata Submission
Guideline (SDTM-MSG) 2™"&E L 725,

CRE [Z LWL S NTe T —Z T ATREZRBR Y SDIM 7 — & & » NN
ENTIRESINDZENREELWVA, #HINRWT—XYHEALND D
HAalZiE, Annotated CRF LTIy —4 vy MIEEN TV RWE
DN DLERRETDHEELIZ, GENRVEEBAEZT —X A FIZii#E
TH2 L, LEL, TOBEAPHALNR L DIZHOWTIERHET oML E
ESASAN

Annotated CRF O 7 7 A WIEUL, JFHI, eCTD i@HE1I & TN eCTD B\ vid
FNZESTEDHINTWD PDF & L. 77 A4 V4L Tacrf. pdf] &5
Tl JFANELTSDIM T —# &y FERIU 7 A VFITHNT 5 2 &,
4.1.2.3 T—F A4 K

KREBHOREBICL DT —F vy NONE., FriEo PR 2L
THELBIT, HFHICLDT—F Yy MERIZHTZ-> TOT — X IE
HEDF PRI OVEPLMEIC B3 AR 2 FTRE L 3572, SDIM 7 —#
Ty KON ADaM 7 — & &> FOZNZEFNIZONWT, T—F kY FOJE
RECMATT =214 REERL, FHIE L CRIST 2T —% v
NERIU 7 A NMFITHEML TIRETHZ &,

SDIM =4t v MIET LT =% A4 RiZidd7e< E LU TOHEE
AEabbH LT B,

o ERIRERERA | 1RBREMETEEE T E

o ERRERBRENEICER T SR

o Moo tEHE IR, FEAOEDONA—TV g

o WERET — X DFH

o T HIEWEAOUEPEIZERET DB (N T — 3 URERICEET S
)

72, ADaMl T—Fty MIBET L7 —Z A4 RITIZLLFTOHEANE

FNHZENEE L,

ERIREERA . TR TS F I & 5%

T — 2 & > MBS 5 ER AR BRI (2 B9 5 F

AW 7o I AGE, SFELXPEDONR—T g
BEOT— 2ty NMHET O E S

T—4 %y NOERICET 5 E R

T—HXY v NOHHA

T — HREREA~DOYERPNE BT D3 (NY T — 3 URERICEIT 5 EH)

SDIM, ADaM T — X & v hZNENDT —X A ROLERIZH =Y |
CDISC FEHEIZ B W TUET — X HA RO EAKRN 27 +—~ v NIt Eh
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TRV, FHBEICEDDLINFICOWVWTEL, U FO&ER 2585107
HTENTXD,
e SDIMT—%ty MIBETLHT—FAA R
http://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer’ s_Guide

o ADaMT7—Zty MIETLHLT—FUA R

http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_

Reviewer’ s_Guide

F3cEE, JRANL eCTD 3% M O eCTD Bl EREICE W TED bR TV 5
PDF THER L., 7 7 A /L4013 SDTM, ADaM (ZXIS L CENZEH [study-
data-reviewers—guide. pdf | [analysis—data-reviewers—guide. pdf |
ETHZENLEELW, BB, T—F A NITHARETIER LTS 2
Lz 720,
4.1.3 MERTHEHEDN—T 3 /NTDONT

CDISC HEMEIZHEIM L 727 —Z Yy P ROEREFLZAELT DICHZ 0 M
3%, CDISC £R¥E, HHEE. FEEZEIZ- OV T, PMDA IZBWTEIF AR AT
BE7R/N— 3 X PMDA @ WEB A b (http://www. pmda. go. jp/) Z ST %
bl BB, AN—TVa O ANAERIL, HEEDARPREEICRET D
TEHHAEH B 2 BRI 5,

[Fl—HEEN TR NN—2a VAT 22 I3 AL X W, [Fl—
RN T — L= a v z2H0ns 2 &, R—BEKRREBRNO—
D RAALNZONWTHDNRN—2 a3 2SR UEGAICIE, FH LAY
a VLK OFEOHBIZOWTT —Z A RIZBW AT Z &,

BEDOERRER DR EMHTOT — % 1 v MIHOWTIL, KEERRABRD T
—HEy BRI N—Ta Y BRRRSTVDEHEETHSTH, fi— L7
—Va VIEVERRT D 2 8, N—=TUa VIR L CGEIR LN —T g
YOBREE, BARH5N—Va b OEBIZHTEVEE L AFIZON
TIX, 7—Z A RICREHTHZ &,

4.1.4 BREGIROREONT

BUE, BEBHEIBEEAOT —F 2N 5720, Z2< OFEBIZONTE
VIR B GEI I UE (Therapeutic Area Standards) 23, CDISCIZ L YA
Bl ST %, BEICEEYEDRAB STV A REIZOWTILZE OEYEE T H
THZEMNTEDHMN, A LZEEZOWTIEET 4ty FOERBERD
T2 A NIZie#T 52 &,

4.1.5 HAFET—F OB HNZONT

AARGECT —F LS, DOENZFGEICEW LICGEIZ—E D #
DR DONDRND B HZEENZHOWN TR, HARGE CTORLE NS M E ) D5 Y]
Thh, HRFETHHE LT —% LAF THARGET —4) &), ) ik
M2 2 EMARETH D, AKRGENE LD TRENEDN B D 225D 6 % HIHK
2T, ZHUTIRD b O TIH ARV,

HAGEHEN AL VICEENDIGEDOHARET — X OFT — 4y b~
DA FIER ORI GBI E LT T EED 35, 7ok, B3
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http://www.phusewiki.org/wiki/index.php?title=Study_Data_Reviewer's_Guide
http://www.phusewiki.org/wiki/index.php?title=Study_Data_Reviewer's_Guide
http://www.phusewiki.org/wiki/index.php?title=Analysis_Data_Reviewer's_Guide
http://www.phusewiki.org/wiki/index.php?title=Analysis_Data_Reviewer's_Guide

W2 % g,

o HYTHRAALY (FT—FEY N IZONWT, BAGET—F&> K
K OFHTEED ASCIT THESIN TWD LTt v hOAZRTHER S
ler—4%%y b~ (LT 1HEEFETrT—%Ey b W05, ) @250
Ty NEERTDH I L,

e HAET—¥ty MIHAEHEHOALZHAELE L, ZNLSMNT
s —2ty FERI—NREOEKRFEDT —2 452 &,

e HAFET—HEy FEFEHTFT—Zty MIBAGEERERB L ZICK
It BB T L FINOT — 2 FDEWERE 2L F— OGS L.,
L a— N, Vz—P@%f%zo@? 2ty NETH—ET5
Zr, B, FT—Fty NOERE IR TS —Z Yy MIT B
HODEHDIAT L,

o T T—Fty NNOARGBEHBIZSKZY T HEITICIE. EEOT
— 2 TlErnwz kﬁ%%ﬁﬁ%;i%ﬂ(rMMW%TMTm
SOURCE DATABASE] %) Z#&#NT 5 Z &, E@ﬁ@@t@
HAGET — &%@ﬁ@ﬁﬁXi@ﬁ@v:~k T THANT D
ENDDHIGE. BT T — Xy MHOXETH L a— Rz T
WMELTGESCTHN AT D 2 &

o ZOHFETFH| ( [JAPANESE TEXT IN SOURCE DATABASE] %%) 1% 1
HBRCTITELTHE—ObDEHN, T—2HA FXIIT—%t v
FoOEFEE (define. xml) (THART A Z &,

o HAFEZGULHEMELT— U A MNEIZXIGT 2 @I 3@ Y] 72 5%
ARSI TEGE L TINE N T 2 2 b, 7ok, JE LTI AN T 28
By TOFGELTHNEH KB T AMENS D7 51X, KEIZE
ﬁ%oiéﬁk@%_%ﬂﬁﬁm%ﬁb(%:FMMM%TMTW
SOURCE DATABASE 01 . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . TTDOHARGEEDOMIGT T 2T —X2 A REIIRT I L,

s PHTT Ay FEMEDT A NFIZEDDHI L, SDINT —4 &
v MZRINT D HARET =Xy ME ITsdtm_j| 7+ VZIZED,
ADaM 7 — 4t v MZKHGET D HAGET —4% 1~ M ladam_j] 7+
NHIEDDH L, T—Hty MAKDRTNNAIT2O5OT—FE
v N CRI—DObHbDEHNAZ &,

e HABHAZEERW AL VIZOWTERETOT =Xy bD
HEFIED T A NVFIED, HET LT 2ty MEHE LN
Eo

e, JFHIE U THAREST —ZIZHOUWWTIE SDTM &Y ADaM & 12 FEEo

M TIETORMETH 2L T2, BARET —F 2ol RRBROT —
2 ETEMT 5 TEND HLEICIE. FO®EPAFEIZ- OV CHFRITIC PMDA (ZFH
RTDHZENREE LU,

4.1.6 7aFTr0RHIZONT

4.1.6.1 #/#HTH7 0TI A
CDISC AEEHEIZHEYL L 7-HGESE 17 — X ICBET 57 e /7 AL L TR

13



AbaM 7T —% %~ MERHA T 1 77 DR OWHTH 7 v 7 A0 ZRD 5,
K70 7T AL, EIEIRNT O ERRLOBRE DR, fifhr 7 L=V
R LDOHERN T2 B THY . ML H PDA OBREIZBWTEDE 3T
T5 2 ENAMRERFE AN ONE & LTI DB, F2, FFED Y
TR 2T 3 AIRET D LD TIIRWN, 7 s T LaEk,
ITUFBREE (LA —a Y AT A, V7 N7 ROFED/A—
Ta L) T AERICOWNTHETT—Z A RIZBWTRET 5 Z &,
~JuZff L7 0T LB FERALTCWAEES, v~ /a7 n s T AL
TIHET A ZENEE LV, v 7 v ra T AORHAREE RS F-.
Ty M7 BT AOEREREINTERICZGE L Tl 7' s 7 A
HIRDIEH A REE R AETIEL, fT 7 LT U XD 50 HHREEZE O
TELXZR,
4.1.6.2 05 LDT7 7 A NER
4.1.6.1 TRTEBY, 707 T NIFFEDY 7 Ny =70 —T g 12
[RET D HDTITRVDD, 7 7 A NI Y 7 b7 =7 DM 5 LT fiisR
THEEDDH T L, JEEFRIRNT 7 A N OLGEILT 7 A WVERIZBET 550
AT —2 A4 RiZgdbZ L,
4.2 FEIIERAR, ERAIHEHRREOBER CBRAREEEROMITIZET 2 HEE
FT—FEHITONT
EERSREEIR O -7 — Z X - — R E ] W OV i R SR L BE IR 0 F 55
BT =2 RO 1 7T LEO BRI OW T, IR & FIHE DL
TR,
4.2.1 BRI DOE T T —F /1y r—VfE] 12O T
(EE RSB DO E 7 — X Ny r—U8iHE] X, HEE T

— BB =N T VAT ALV RET BB — S YA bk

TAT SN DR T — X FRHNEOE#R S PDA 2MERK T 5 2 &

NEH, XELELTHRHETAZEEFRETHD, B, VAT AEE

FAERHZE T 7 7 ANV EZRORHET DB, 3.7 HIRLIZEBD

TSV 7 ANVERETHI LTI,

PMDA (ZBWT TERREHFEIKOE 7 —F Ny r—UaE ] %

TERT DRI E R EHIL TR &80 TH D,

e Study ID (%#BR%#kAI7 5 30751)

o TFANNRR (TrANLEEZL) , BB, F— MU A T RT
DT T 7 A NWRRZ BEPICHEAIAT 2D, 77 A V/RAD AT
[EOA R AN

o EfE I NTORERE (STS (BEHERYZR3KMpEhRefEsT) . POP (RF
FEFAMENT) . PBPK (ZEFLFZROSEMEEGRE 7 L) XX Other (%
DOAth) DOR%E, BEEHWTANT S, ) ., 7235, STS (IR
1 70 S BN REFRATT & [RIEE O 5 1 CRRAT S 7= S EhRe /38 ) R
Wraate,

s TrANOHRRDOHMI, &7 7 A NVOHBMOT 740 E DR
RENRFETE DL IICHEMERETH L, v, ANITED
B R STFH0E 100 STFTh 5,
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4.2.2 HEEBETT—F OEEMREBHANRIZONT

FEAERY 22 S Bh REMRAT . RESERIARAT o OVE B RS R FE 3R £ 7 /L R AT
DZENZEINC DN THEILT REFIEALL IR, ok, T OfEHEIC L
59, T—%%& > F& SAS XPORT X CTiRHT DX, 7 —% v b4
ET7 7 ANKLITR—-ETDH L,

4.2.2.1 FEEER 2R BHERARAT

ADaM LIS DI CREHER 70 S B RERFATIZ BE 9~ 2 REEE 7 — # A1
LHEEINTHONT, T — 2ty NEOT —F v NEFREOFMIL Lo
LB ThoH,

O T —42 > b

77 ANMERIZ, LFOWT OB ETHZ ENREFE LV,

e SAS XPORT 7B Gk xpt)

e ASCII Format Data Files

e Phoenix Projects (k phxproj)

e WinNonlin Files Ck pmo, 3. pwo)

@ F—Ftv hEHRE

o T—Xty MNEREICIL, Ve &AL L OEHOTIH %
EWHZ L L, B4 EZBEIERTDZ L, B, T
RMEEEIHEDR LG E1E. TOB YNV EIIRT
HIZETELIZIR,

o TR UIK, JEAI, eCTD 1@%1 & TN eCTD Bidl\ vi@znic k -
TEDBILVTWAHPIF E 52 EMEFE LYY,

4.2.2.2 BEFRN (EFMIESL T IaL—Taradte, )

RHEMNTIZ R 2 HEEE AT — & 21T 285810\, il —#
Ty NEOT =&ty NEREOTHMILITRLO LB THhD,

O fEfrs—H2 kv b

77 ANVERNIL, LFOWT DT 52 ENREE LN

e SAS XPORT &= (. xpt)

e ASCII Format Data Files

@ F—Ftv hEHE

o Tty MEREITIL, D7 L OEEL L OEHDOHNA %
EWHZ L L, B4 EZBEIERTDZ L, B, T
RMEEEIHEDR LG E1E. TOB YNV EIIRT
HTETELIZR,

o Ty AL, AL eCTD @& M T eCTD ARV VBT L -
TEDBILVTWAHPIF E 52 EMEFE LU,

4.2.2.3 £AHZRHEYEERETT VT (ETVICEIKVIab—v

a e, )

AP AR FE G e T VAT IC BT D RERE T — # 2RI T 055
IZOWT, /BT D77 AL, T—Fty NROT—F v NEFREZD
X TR EBY THD,

O ITICHWTEET VORE, RELTZIEY R OVER T A —Z 0

6, T IR R ORRE ST EOE RN END 7 7 AV
7 7 ANMVERIL, RO TELZ AR,
© IMmHRET —2F2EG0HRKRBROT —% 12> b

15



FFEDY 7 h =T TRITCTEX 5 L9017 —% 1y M &/ERSUIINT
LTWAEEITIE, MUEE ST 7 4/L (Simeyp PE Data Files (xml J&
) %H) FIEHTLZEDREE LV, 2B, FFEOY 7 hy =T I
F—2% v FEERSUIML L CTWARWEED T 7 A WVERIT, EE
DA TELLZ R,

@ T—HFtyv hEFRE

o T—Hby NEREIIL, DR ELEEL K OEKOTHH %
EWHZ L L, B4 EZBEIERTDZ L, 2B, T
R EEEICEELDHIHEEIT. TOFEELEG =V RS
HTETHELIZRW,
o Ty ANERIT, JFHAI eCTD WK N eCTD Bk VEENIC K -
TEDOHILTWADPIF &5 ENREE LY,
4.2.3 IuFJLEOEENRBHARIZONT
4.2.3.1 1EHER) 2 Ky B REARAT
L ENE TSR ENRE /3 ) I BT A AT AR E U Z AT HE U T

TREFROFEMIFREDOLE B THD,

o T ATY XA (FlZIX, FEWEHRE AT A — X2 ORMITIESE)
EE FIRARMOT — % OB, i L 7= AT I B3 2 S &
BEteb D THDH, 2B, T — 4%ty FEIRICYEERN G £
53 E (Phoenix Projects (k. phxproj) ® Text Output %) 1%,
FTOEEHRTAHIETELIZRY, T, e ESEICYZ
THHRPEENDILEIT., TNOEERT A ETELILZ 20,

o TrANMERIL, [EEOERNTELIZ RN,

4.2.3.2 BEFEN (EFMIESL T IaL—Taradte, )

RHEMBENTIC B 2 i E T — 4 2T 25812\, 7us/J A

Tr AN, FERERNHE D ENEZT7 7 AN NT 0T AFIEESED

Sal—i g llT AT A NLDOEEMII TR EBY Th D,

O FursILh77A)b
T7ANMVENIT, TFA N7 7 AR ETHZENREE LU,

@ FERERENHDENTZ7 7 A4/ (NONMEM output %)

7 7 ANMVERIL, RO TELZ AR,

@ vIial—yva ETLEI7 AL
77 ANMERIT, FEEOITELZZ R0,

Fo, 7 AFIEEOHEMII RO LB TH S,

o ulTLEFATTHI-OOFEHTIREZFLEHT L LD TH D,

o Wik lb, TulTLT AN NT 0T T AOHHEE D
HTZEEL, KB Z2ZBITENRT A2 &, vb, RSN
T 7T AEBEATHICHT- o T, NALOIRES., KRl
BAAT O WEN WA, AN 1 7T ARIREDOR
HITARETH D,

5. HFEETFT—HF%H L CID & DBHRIZOUWNT
5.1 HFEETT —Z% L CTD OEHM%
JFHIE LT, £ COHBEFT—XIL, eCIDRNy 7 R—UnbBREND
ZENWEYITHD, LU S, eCTD @ &Y eCTD B\ VBN R )7
HEIZ LY eCTD 2T A8A 1%, eCTD Ny 7 AR — 2 KN eCTD 7 4 /L X HEE
16



ICHEEE T — X IURDERXILI T 7 ANV EEGOHRNT &, 7272 L, FH1E
DR ER—EICE#ET D HGEE 77 — ¥ OB OF B AL E T L ICRHE
THI L,
5.2 R—F NP A M XD eCID ZMEFOEE
eCTD ZH#E T DB, R—F LV A O SFRNIIRHE TE R KON E 2
WAEAIL, eCIDZAEFFEISET L L, VEREROFIILLFO@Y T

o
o HIEEMHOMRGEA
o HFEXSY
o G T —EHEEDR
o IEAR ZEDH
o RRHTEH

5.3 R"—Z )P A &I LT eCTD D
eCTD DIEHITH TV . HEEH IZMINEHRZ R —Z A b ETREL BN
NIZATTT D, HIEROBFNILLTOEY TH 5, vk, &2 TOHEBIZOW
TR O NTREE, BIRXIIATIZ RO LD TR0,
e EAR, Z2F EX K77 ERZHEOH
o  HF— MU AZfEE
o oCID I
e
Bl (—R)
S
HEE L H O— R4 Fr
H & dh B OIGEA
TANATF = v 78T B b
o XMLAUAXLUA (eCID /N 7 R—2) OF = 7V LB
o EEMERIEREE
o IR M KON eCTD FefiiH Y DIEHE A
o (5B
ERE ARGk, BIRUIAT LR, 8T 2D eCTD @O kv 7 LT )b
B hR—E YA N ETEEEL, PDAICEET D, N—& LY Ak EoAK
7 B EIZ O W TR R T,
5.4 R—HZ NV A MESF LTRSS D OFE
PMDA (Z3Z1E L7z eCID ICK L VA NAF = v 7 RO F—3 g & FET
L. ZOfEEL & B2 eCTD ZHETI S O MR B4 1 EKE T 5, eCTD
x93 520 7 —3a CNFEIE, JRHAIE LT PMDA @ WEB A k
(http://www. pmda. go. jp/) ZABT 5 eCID fRiEY — /LD E~==2 7T/
MAEBEIITH L,
5.5 €CID A 7% A 71 & BFFEFT—F DBIR
HEEE T — X IXHGEEICIMN T REEGR OB THDHZ b, HiEE
T —F%ZH (GBI, BEXITHIER) 725581, eCIDZKETT 52 &0
WY TH D, eCID EHFEE T — X &m0 TR 5546, 3.3 1T HE
BT —HIARDIMEHR AR5 2 L ¢, YR EE T — ¥ BT
% eCTD OFFEMNFREL 725, WiFEE 7T — ¥ 2T 212H70 ., LLTD
IZHETDHZ &,
@O eCTD MIEFEHIFIZIRN T 2 FFEE 7 — ¥
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HAFEN B END RIREMED & 5 KB DB

Domain |Variable Variable Label Tvoe CDISC Notes (for domains) Core
Prefix Name yp Description (for General Classes)
. Reason not done. Used in conjunction with --STAT
4t -
BEe i} REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
S| --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 COVAL1-|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".
sy SVUPDES Description o.f. Char Description of vyhat happened to the subject during Perm
Unplanned Visit an unplanned visit.
Reported Name of . o L
CM CMTRT Drug, Med, or Char Vgrbatlm medication name that is either pre- Req
printed or collected on a CRF.
Therapy
Modified Reported If CMTRT is modified to facilitate coding, then
cM 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 EXAD] Reqson for Dose Char De_scrlbes reason or explanation of why a dose is Perm
Adjustment adjusted.
suU SUTRT geported Name of Char |Substance name. Examples: Cigarettes, Coffee.  |Req
ubstance
suU SUMODIEY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
suU SUDOSTXT Substance_Use Char Substance_ use consumption amounts 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
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 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.lm 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. Reg

Term

The DVTERM values will map to the controlled
terminology in DVDECOD, such as
TREATMENT DEVIATION.




Domain  |Variable Variable Label Type CDISC Notes (for domains) Core
Prefix Name Description (for General Classes)
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 alExp
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., SDTM IG Ver.3.1.2 LI, 08T —EE 1)
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Bl 1) HAGEOERMGEMNGEZ RET O E EHRMT 255

HAGET — & BT L DB

AE RAA Y (FETT—HEv F)
- BHARFETCTT—HINE LTI A MHBIZOWTITEGE LTS ( TJAPANESE
TEXT IN SOURCE DATABASE] %) ##&#17 % (AETERM %% HAGE CTINEE) |

Row [STUDYID [DOMAIN [USUBJID |AESEQ |AETERM AESTDTC AEENDTC AEMODIFY JAEDECOD
1 |aBC123 |AE 123101 |1 JAPANESE TEXT IN|»505 10.12 2005-10-12 Headache
SOURCE DATABASE
JAPANESE TEXT IN , ) )
2 |aBC123  |AE 123101 |2 S N e [2005-10-13T13:05  [2005-10-13T19:00 Back pain
JAPANESE TEXT IN Pulmonary
3 |ABC123 |AE 123101 |3 S e ea " [2005-10-21 Pumonar
Row AEBODSYS AESEV AESER |AEACN AEREL
) DEFINITELY NOT
1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE RELATED
2 (cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED |PROBABLY RELATED
3(cont)  |Vascular disorders MODERATE | DOSE REDUCED |PROBABLY NOT
RELATED
Row _ JAEOUT AESCONG |AESDISAB [AESDTH |AESHOSP|AESLIFE |AESMIE [AESTDY |AEENDY |AEENRF
1(cont) |RECOVERED/RESOLVED 1 1
2 (cont) |RECOVERED/RESOLVED 1 1
3 (cont) EECOVERING/RESOLVIN Y Y . AFTER
AE RAA Y (HARGET—FEvY 1)
- HAGETT—HWHELETHF A MEBIZOWTIL, HAEEZZOE KNI 5,
Row [STUDYID|[DOMAIN [USUBJID JAESEQ |AETERM AESTDTC AEENDTC AEMODIFY [AEDECOD
1 |ABC123 |AE 123101 |1 T 2005-10-12 2005-10-12 Headache
2 |ABC123 |AE 123101 |2 I 2005-10-13T13:05 |2005-10-13T19:00 Back pain
e LA e Pulmonary
3 |ABC123 |AE 123101 |3 Vi 2005-10-21 Puimonar
Row AEBODSYS AESEV AESER |AEACN AEREL
1(cont)  |Nervous system disorders SEVERE N NOT APPLICABLE EEEK\'T'EELY NOT
2 (cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED |PROBABLY RELATED
3(cont)  |Vascular disorders MODERATE | DOSE REDUCED |[PROBABLY NOT
RELATED
Row _ |AEOUT AESCONG |AESDISAB |AESDTH |AESHOSP |AESLIFE |[AESMIE |AESTDY|AEENDY |AEENRF
1(cont) |RECOVERED/RESOLVED 1 1
2 (cont) |RECOVERED/RESOLVED 1 1
3 (con) (R;ECOVERING/RESOLVIN Y Y . AFTER

B 2) XD AARFEZSGRT D Z ENNETH Y | T 5 RGELFH 2 7 A K]

T HMEN B L5
QS KAA Y (FEHTT—HXEv F)

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 DATABASEOQ2
3 ABC123 QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE03
QS KAA LV (HAGET —X v 1)

Row [STUDYID |[DOMAIN USUBJID QSSEQ QSTESTCD [QSTEST

1 ABC123 QS 123101 1 QSTEST1 H 2 THildi & %) F 770> ?

2 ABC123 QS 123101 2 QSTEST2 LI EAPINLITEET?

3 ABC123 Qs 123101 3 QSTEST3 Z g MHE L THFERTI?
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(38) 7—%ty MNERE

Dataset: : XXXXX ( IXXXXX] 137 —% &~ )

No. Variable *1 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
XK1 B EiLfT D &,
X2 ABOFHEZRLET D L,
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(B&) FurJrFIEE

No.

Program file name *?

Description *2

XXXXXX

Y7 Fo=7 : OO Ver.@
FEHBERY . « « ITHWE,
fEFHRFO R B
T NS N T ANEHNT D7 NV E % FRtDITTHRET 5,

XXXXX <-"/X 24"
o« DT —E T T ANERLGET DT A NVE E TROITTIRET 5,

XXXXX<- "/ S A4 "

e FEHDITE TS T 5 LEFETT B,

exportData(XXXXX)
cHRE LT 7 A (xxxxx) ([ZH)S= CSV 7 7 A4 v ( Ixxxx) ) (Zxf
LT, Yab—valHlD- -« - 7741 (xxxxxx) &EIT77 5,
e T NSy FT77 A0 (xxxxx) %, ETHELLEZ 414 (xxxxx) |2
RAFT %,
s FRLDITML T 7 7 LDETEZHR L, RELET YNy h 77 A
JbXXXXX) % edr Z IAENTT B,

XXXXX <- importData(XXXXX)

XXXXXX

FHYZ7rr=7 0 OO Ver.@
B : - - - IZHW,
EFHRF O E A

X1: 7l I LT 7 ANAERETDHI L,
2 v T A0HH HY 7 b7, EHBER., HHREORESSE) 2oL,
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