EMRRE04270018
YR 2 7THE4H27H

SHENREEEER (B) K B

Bk 574 %

eI, 3 Ell:llil B nn«’%\‘/ﬁ\ ~ s A HE ;
| ( ZlZLBUg) MSATBUENES Eﬁ%ﬁ$ %%ﬁﬁﬁ%ﬁ%%L%%b

AR OETT— X RGBT A NIZoWNT

ARBEROBET T — FIRBICET2ERNREZFITONTIL, TEFREBEERD -
EFF—FERBICETAEREZ FIToWT)  (ERR264E6 A 20 BAHTERAEER
0620 %5 6 SEAFBEERELREEEERRBM T IEREm &), )
EOT ERBHEBEOETFT —FREICBATAEERNEZFIZHOWVWT] BT S
BRINEE (RA) Z2oWTl (P26 £ 6 A 20 BAHITRASBEERR K RHE
EEHEREHER) TBWTC, £, ZOEBHNRBHIIOWUL,  [FERHBiERED
EFF—ZRBICET2EENEFIRICOWT] - (ERL 27T £4 8 27 BFITEREEER
0427 5 1 FEAFBEERELBEDFERREM OUT IEHEm L), )
EO T AR REROETT — ¥ RIEICET 2 EENERICOVT] ICETERN
B () 1IZOWT] (FRE2TE48 2 7 BHTEASBEERERRELTSTER
EBER) BV TRENTWA L ZATHIN, ARBEROETFT—FREICE
THILRAEMEIRE, EEEEZICOVWT, IEOLBIYRYEE H-0T, B
TEHRE ~DRE G BT B,



RIS
ARHEROETT — 5 RIS 2 BARIT A F

1. g

2.

L1 F¥A FOBEH -
ARBFEFOETT —FRHICEET 2 EARP 2B 2 FIZOWTIL, ERAE
AROFDERSEEIIBWT, 2, ZTOEBNREFRIZOWVWTIE, EBEH
BAR O DEEREEIIBOTURINTWS L ZATHDN, ABBFERD
EFT—ZRBICET 2 S 635 MEE, FEFEZIIOVWTUL, &AUA R
TRTHDET B,
it ARBEREOETFT — X REEBICH, EFT —FRHBOXSME
SEREBIREEHZOWTHER eCID 12X B b D ETEZ L, D ZETeE]
AQQ%%774W®%& ZET AR, EEFREIIOVTH, AVA K
THE TR I LT, A ,
L2 EAMEE | | |
KHA FOBEPEHE T, AREBFOBTT —F/IRHICET 25 MFE, &
BHEELZ, RUKBRRED D 28UEEDET 7 7 A VORHICET 555
FIE EEFEE LTS, B, AV FCREEEININFICEEL =58 —
BV VRN EBER T ANSNDY I ZIZOWTIiL, PDA @ WEB ¥ A b
(http://www. pnda. go. jp/) \CHEEET 5D THETSBRI DI &,

1.3 FEOER
BHA FTHOSND FEOERIIAIEL DL BD Th b,

AHA FCTHWLNAHRER. RR, ERNEAKOEGRBMTHAV LN
FELREETHAN, AL RZoNWTiL, AERHREROETFT — X BHICET
ZEEDIEN, D 2ELEHEDCET T 7 A VOREICET 23 EHE, EEF
EE LS I LD, FEORRIZENT 5720, EREMK CEBHBRICE
33 MEFT—4] IZ20TH, Kﬁ%FukPTir$E%%7—5J&§E
ENTWBZLITEETDZ L, '

HEETFT — Y EORBICVER VAT AEFEIZONT
2.1 EAMRYVAT LEMR
$%%ﬁ\ﬁﬁv%%@%%?*5@%&K%LT\47?—*VFK§
fianizar Va— AR EHTZ L,
 HITPS RURUDP R— h OFIA T AER R » b U — 7 1438
o UANARERY T h
o FYUF
2.2 ﬁﬁﬁﬁ |
Microsoft ¥t Windows 7 SP1.- X I3 Windows 8.1 EA_E® 0S
Microsoft #t Internet Explorer 11
- Adobe ft Adobe Reader .
EFHEE/ 7L FDHEY TR
EEMBEMET D PC



2.3 R—FNTFAL P OTHYY FRPEFEREOREFE

W—=FNFA DT AT F LT [2—=3%1D] 215, ) DRGELT,
GEEEE, ©E-VERE, EIREFO3IONH D, BEEILX. £E
OEBEMN CHEETHELRFE L, ELFHEMNEIAE—VPEHE, 4
EFREORE EBEITHOIZ LN TE S,

2B, 22— ID OBREROR—ZLVY A bOFIBIZIIEFEHRENLE
Thbd, BFERAET, —MMAEN ERERI AT LAEREZ—2%
179 5 Medicertified EFIEFAERFBRETH 5,

HFEEIL. BEOEFEIZBWVWT2—YID, RRAV—-KERUOEFIEHEZED
BHEEPTOZ &, . v
2.4 BHEEFT—XE0RHFE

REEEIT. EE@EH2. (2) TBWITEDAFECL > THHEEFT
—FEORHET) ZLRFWRTHIN, EBNBM2. (2) FDFHHEIC
X5 Z1T OB, A FTRE/RFESR AT, JRAI. DVD-R/RW XiX BD-R/RE
(ENFENERBT A A7 81, ) ¢T3, TOMOEAEIZLZRHEZFET
DGEITIX, ERNCHERTHZ &,

HBETFT— 2 E0RHIZONT |
3.1 HEBETT—FERHOERNRTEN : '
BRI, LEISC, BREN. BEETT — Y RHMEREREERT
ez, FRIE LTEAREETESRERICT, BEETT — X DK
FE R OEGRHFB T ERIAZSICOVWT PDA &8 - MEREITHY 2 &,
ZD%., PEENERICRELZHFETERD AR>S 1 BMATE T
DEICHR—FZ N A P LHRBFEFEEZITV., ARPEFICRETIEF T 7
ANDEBIZLERIER (B : eCTD OFAIL oCID ZHHES) 2BETSHZ
L, ZO%, B—ZNP A M TEARBHCEET 2 HEHOANS - BERV
ARPBCMERETF 774NV (ARBPEERERXT—F (UUT FDEHFET—
| LW, ) | eCID, HEBEFT—¥%) 2EHEXTHZ L&,
FDEFET—XiX, [TV TIATF 4 A7 2B LE-BHESOEEER,
O— RRZEIZOWT] (2610 B 27 AITEAEBTER 1027E 1 5E
EFBEERRMBEETHERREN) KO [TV TAT 4 R RHEE
DEHFNEIZOWT]  (FRL 264 10 A 27 BT REFEER 1027 E 3 5E
AFBEEERERALRAEECERREBN) BV TEDDE 7 7 A4 MEBERIZ TR
HeaZ L, -
3.2 BB —YEDRHFE '
HEEFT—F% eCID @ XML Ny 7 R—UHhHBRBT 384 0REFE
IFBIRED B, eCID L BFEEFT —# %25 CTIRHT BEE, R—FZ ¥
A rENLTEREFNRRBTSHZ L,
3.3 R—FNYA PN LEHEETT—F DREY
BEETF7 —ZORBIZHZY ., BEHIXLTOMMEREZ R —F LA
k ETREK, BRXUIANT D, T HEROFIILLTOBY THD, 2B,
E2TOHEBIZOWTRHOZNCESE., BIRUIASZRD B HDTIER,
o IEXR, BERBMEREDH
s F—hrUxAZMHEE o
o IRfTEEHBITAIDDOER (eCTD ZEE, BHEHRES, CTD &
73 arEE, RBRES, BBRYA by, BREEERS) ’



o Ty ANITEOERTF (ISO/IEC 11578:1996 K} ITU-T RecX. 667 |
ISO/IEC 9834-8:2005 {2 & > TEFE I 412 UUID)
HEETT — ¥ OMESIT (B, B, HIRE)
B XU I ekt 82 DR AT
77 AIVINA
T — & fENTTEER
77 A NVNEDFHHA
FEEEEEG. BRXIIAA LR, RETIHEETFT —FBBMHINT
W3 Tms] 74NVEER—FZNYA F ETEEEL, PDAICEET D, A—F
N A b B BEBRBEIC O TIIRRRT,
3.4 HPEBEFT—FDOT77ANVIAR
PMDAVZIRHT AHBEEFT —FD5b, 7—F%y NUANDT 7 A /WiZD
Wi Ty - F 7=V oAy VOB EEEIZHOWT)  (ERk
15 £6 A 4 BfHTEEKERSE 0604001 BEASBEEXDEESEHER S
&) (BLF TeCID@EN] &5, ) RO Taxr - F7=AN - F¥aRrr
F DEFAALEOIR Y M OWT] - (FER 1645 A 27 BFHTREEFEER
% 0527004 BEAZBEEEXAMFEEEHBEE®H) (LT TeCTD B\
BE] VWD, ) TEDDPIF ORKRI 7 AN A REBRIRNI L, T—
¥y MREXHNAL FNALDEEIX, FRIIC PMDA ICHEKT H Z L.
3.5 7FNXIELE
BEEFT— 2%, BRE LTUTFO 7 3 /WA EECEMHLTRETSZ
LU, BT TFAFERBMLARN L LTO 7 4V FHEEICHEMNE
BB 3T ERIIC PMDA IZHEER L . %m¢57¢w5%L&0%m75
T 7 ANVIIOWVWTHER2BERIRBRET A2 L, B,
Imb¥datasets¥[study id / iss / isell if@ﬁ%}% WCOWTEET B L
IR RN,

‘§ ms3
4 &x datasets

&si analysis

- «‘if

4 datasets

. programs
i adam_j

adam

TN S RHET T — 2 2T B b, UTFIERT ST L,



Te&TBHIL,

5] 74 NVEHEEAT, 77 ANEEEDIAZRE 160 XFU

o TANFLERRT 7 ANELE 32 XFUT (FLEFEET) &L, #E

FRUOERIOE ) & REBRS AMHFDEZUTOXFENLEBRTEZ &,
> TAT7_y hO"a" 1572”7 [U+0061 25 U+007A]
> HFO0"MB79” [U+0030 A5 U+0039]

» m—F A "_" [U+005F] _

e F—HHA K, define.xml RURRAZ AN — 2 BETAF—F &
FERBU 7 A NVFIHEHT D Z L, define. xml EEEHANEDP, PMDA IT
BARTAHERNERINDLIICHUBARAZA N — FEERT DI L,

o KT AT FANDBRNBRREY T ANTEERLBENI &,

s BREHEBEMOPRFEETFT—F¥D5 b, CDISC BELNOBRDT —%F

T BRI

X, =Bl LTFRD L HIZ lanalysis] 7AWV FD

TORERIZ Tepl Z7ANVFERT., TOHRIZEMT I EREZON

5, ZOBAITIX,

lepl

T ANEHRD T 3 NV ERIEFICHIRIL 2

WHDET B, B, YT —FOBMEEE L TIRISTLY 2RI
%Mﬁ& I, 2R, 7V FLEOT

FBDH D TRV,
7 A NWVEITRD LR
WZoWTik, FRC

BFEHIZIEIMS 2 &, ST — &@%Mﬁ&

PMDA JFE KT DZENEELY,

BT ANEOERFIEZILUTOEY Th 3,

T A IVEL

BB |

L]

mb

1

B TOHBEEFT—FM CID E5HIZBEBT AT
LERT, RT7FNVHE| Tu7¢w5uﬂ®7
FANEEOD TR LR,

datasets

REEFT —F 2T 27+ V4, :
BRI FNTZTMT A NFUNDT 7 4 VoE
DTIEROR,

[study id / iss / ise]

RERZ L IR L ﬁﬁéné7
FNF, THNVFTRBITIEZRRE BRI T
& 5RBRES (studyl23, 22L) &350, &
HrofEs] (iss, ise, 72 L) LTBHZ &,

RIANFZTMT A NEUNDT 7 A Vo8

BT SR,

analysis

BITT—Fty NROTa 75 AEBNT 57

RENZ A

KT ANFETMET ANAFUND T 7 A Vs
D TIXR 5720,

-adam

ADaM T—F &y REONT BT AEKINT DT
FINVHE,

KIANFTWZTMNT ANZUNDT 7 A Vo2&
TR,

datasets

ADaMT—F ¥y FEBRRTE 717,

programs

ADaM 7—% % v b, BEXRHIZBZRZ 70T,
PRRANT DT FNE,




ENZ L =] B

adam_j. _ 5 [EHF ADaMTF—& ¥y Mxhint b BAET —

TIER B0,

Zey NERT 274NV E, K7+ VHIZH
|AREE ADaM T—F Y NUSDT 7 A VBB

cp i 5 |[FRAREKHEEROBEEFT—FD5H, CDISCHE

HLUSNOHRDOT —F &M T 27 V5,

legacy | 5 [ADaM X TRWET —F &ty NROT v ST

AEHRMNTDT7ANVE,

D TIER B2V,

K7 FNEEZTNTANEUNDO T 7 A NV EE

datasets . 6 |[ADaM LIS DERDEENT — &y M EBWHT 5

TAINVE

programs 6 [ADaM DISFDERDMITT —F v b, RXIIK

WARD T T T AERNT D7 A NVH,

misc : 4 |analysis, tabulations DWVTFNDT +VFITH

THETFNVE,

AT B 2 L RBEETRVWT — Xy FEEMH

tabulations . 4 WEBREOT—FORBRICEATAERY BRI

i

DT DR,

RCERLEF—FEy F BT 5740

$7fwﬁKTﬁ7¢wﬁu%b77Xw%ﬁ

legacy 5 |SDIM SN DOFERO—BEBEXERXDOT—%Ey b &

BT 2 7V H,

sdtm 5 [SDIMT—#ty FEEBNT D744,

sdtm_j 5 |EEESDIM T —Z vy MR T B BARET —

TR 67220,

3.6 HEETFT—FIETBNNYT—¥a o0 T :

R—EZNH A PN LU TRESNEZHBEETFT—F I3 L, T—F OIS
CienNY) 7= a VREMTPN D, NYT—Y 3 VOfERIL, AR—F YA b
LB THEEHIOERESND, 2B, 3.6.1 (7) HITRTA—VTGERK LTW
BEEEFTXIIOVTIL, ARPHEELRHTAETIEELEZLET, £T
DT —ZEBERHTHZ EREELY, ‘

T FERRR—H NI A MEERICRAE L= T o TR, R—=F Y
A4 FABWE DR 7 3 — 2 AV TRIWE DR EZITV, BRERIT5Z L,

3.6.1 CDISC #EHLFT —ZIZHT ANYF— gy

PMDA iZ CDISC LT — # 1%t L Ti&. OpenCDISC Enterprise % fV /%Y
F—avETH, : .
NYF =g VAN L= VITONTIE, BE~OEAEN L AREE

WZBITATFT—FFIROES S, PUDA BEFNIIEBETAREERART —F O

Fy NeBRMT DT ANVE, KT 4 VFIZH
FESOIMT—Zty NUADT 7 A VEREMAL




. kU PMDA (2RI ABHERRRT — % ORENRFAEERB LT, &L
— VOB EREZ TR ICEREEZRELTWVWS, EXRMEOBRBEIILUT
DEBYTHD, .

(7) BRLTWABAITIHBEEENS T TERANFEBE SN2V AL—L
SEERBBRIZOWTHKATHET—F 2y NOBFEELZOIEICER
K2 — v

(1) BERLTWAEAIZ, FRICHEASRWVEAICIIEESNS £ TF
ENREBINRVAL—L
Z DBE, FEEROVEEN A NICHABIZED LR TV L—)L
THY, ERLTWVWAESIZIIZOEHBEMEENRAELRERIC
SUNTHREERNIC PMDA IR L, SHICF—F H A NI THRET
AVBBEDHBHN—IV S

(7)) BRLEZBETHLT LLFOHALZRDRVIL—)L

2B, ERE (D7) 220 Th, BEKRRRT —F DEDOBRNDL, EROD

BEIZOWTHERHAZRD 5BE51H 5, .

PMDA IZBIT BNV T — a Y OEBBEOFHM, BHx0Lr—V, RUOE

DERMEDELEIZ DOV TIZ, PMDA D WEBYA b (http://wew. pmda. go. jp/) T -

CABLTEY, ABREBC D> CIIHFEERHFETF T — XA
UF—3 g VBTV, —VER L TWAEREEE L ETHERS
BB%1T O MERD D, N— T DN TIIS BRI IE S5 FTREMEAS
HBIEIIEEL, BRIEFOBEREER LZLETNY T—va V& ER

TAHRZE, BB, V2 LVORENRDBBEICIE, WERON—LOBEHAE

TIZ—EDHIEZ b > THERNBENTFEEIND,

3.6.2 BEEAFROBFBEBEFT —FIIHTEIN)TFT—ay

PMDA 1%, BRARERBEEROBFEEFT —FDRBICH 72> TIRHT AIHLE

DHD BRERBEROEFT —F v r—YHBAE] 1270, #BHE

NAEAET77ANDIERE LT, 4.2.1 TTRTRETCOHEBOTENHLZ L

ZHEFR T B, | ' |

3.7 VAT LEEZREROXINE EDREDRFHE
R—EZNY A MR TOIBRBEROENLERE - BET L7 —F U H
—EAVH Ry FNeERTAIERICEERRELZBE, BEETFT—4
DRHPBITZ2VFREEYR H B, TOHA, PUDA BOICTEFLEEZIT
- OT, FREIKLEREFEROCEFEEFCEEEINTZETF 7 7 A V—REHI 2
CTRHTBZ &, |

4. BHTREBFETFT—FHIZONT
4.1 CDISCHEHEIZHEML L i BEEET T — & R UBRE T 5 3(FEIT oW\ T
411 ®#/HEITBT—FE>h
41,11 %= o
FRERRBRT — & OHICER L TiX, CDISC #ZE#EAZF|IF$ %, CDISC i
S ABRFHORIEHRESELE YN A F (Implementation Guide : IG) . BEZR
X CDISC @ WEB YA b (http://www. cdisc. org/) &R THI &,



CDISCIZ X V., EEERRBRIZBWTC CRFEIZ L VIRESNT=T—F D—
BEEAT —F 2y hOEAHL LTI SDIM 2, f#Fy—%ty FOIE
¥ L L TIE ADaM MRt STV 5, PMDA BAZIT ANTFREE LTARML
TWB/N—T a3 D SDIM, ADaM BIZFER IEET A NIV, HES
NEEHEERBNCT— 22 bRHTHZ L,

CDISC ¥t L B A WA CNEINTT —F 2 BHEERHCRHT 720
2, FIFEFE DS CDISCAEUE|ZHERL L 7= IS BT 5 & W S EMES BBl
Bz, BIRRBROFEORMEN D, BHERICSERICERL ZEX
TOT—FRHNROOND Z & 2HIRIC, T FINESCHENTFIEE
BETTAZENREELY, BB, TROEERAREE BV THSLE
RERRBROT —FEBEZ R LEZ O TRV, SEERRRICE
WTIRETRET — X IHNBEBRRUOCERAORBEEE 2T, EHo
BE R OLZ 2R NI HBRE O ZEHHRICLERIER ZR]RE
TAOBERDD, BEIZEI LTy VEEERTITHREY,
BEPRRBR DB X IZINE T 57 — ¥ ORHIC L W BEOEEFENE
ZAbNB5E, BLIITHOMICHBERSEEN A NICENLTHZ L
DB IR 3 H BBAICIT, ERNC PMDA ICHERT 5 Z &,
4.1.1.2 SDM7F—%Ew b

SDIM ¥ —#& ¥ v hiX, EAKMIZ CRF Sl X WVINEESN-T—F &,
ANAENR—D 9 OSDIMEOSDIM IGICBWTHEE SN EHIZ LY.,
BEINEE AL VB MLTIRET 2, BEEICBWT, SDIM %
NETHIHME DX THEERRT —F2EEH L TWB5E08H 503,
ZFOBATH, BETET—F &y MISDIM AU SDIM IG X7 h
DILEBWTHZ L, :

SDIM 1238\ TlX. Z##% Required, Expected. Permissible {24348
LTW3, RESNET—ZREENZIEHIZOWVTIR, ZOHHEIC
PO LT RARERBRY ETOEROT —F2RHET I L, 2B,
Permissible, Expected DE¥ D 55, LU TFTDO L DIXFIRER[R Y T
HRETHD, |
o R—RF5A40757 (BRBRE. "MEZALTA1 2, LER. EDE

B, BEDFENERSE)

e EPOCH designator (BEH#iZf8ETHEH) ‘
e —DTC, —STDTC, —ENDTC B ZEDBHBED. FNIZHIET D

Study Day %k (--DY, --STDY, ——ENDY)

SDIM X, BB LT — 4 DEEZDEEHRML, BUETERNoT2
F—HERELEZLOIXEDR, fMELET —FIX ADaM T—F &
MIEHDZ E, ,

T BEOHENTTH., FlZIXAMNELRDOHAITIL IS0 8601 &
AWnaZ e, -DYiZ0Z2&ERW\WI L, 7-& % CRF T Yes/No TF —&
BREENTWEEATH SDIM TIE Y/N & LTINS 3%, EAr72
HANZHED Z &, 4

BERAEEZEBEL TEs OFRFICEIVETOND ID 2BMNT D



L T2 DEHE LT, USUBJID RAEZEENTWD, FIXIZEMMBRRE %
ICk BB ERRE, BHRORBE C— AOHEREICE TS5 —
ZHEERTHILETRELT A, R—HBREICIIHFEERE2E%
WL CHIREZR R Y Bl— USUBJID #F- L S IcEBET B Z &,

SDTM 128\ T, EM SN ZEERRABROFE ICET3EREHKNTS
Trial Design Model D KA A ¥ (TS KA A V&) (2 OWTiE, EE
NBERRBRORBBICET28ARBERE S0, HETA NI
WT— & ZHRERB VML TIRHT A Z &,

SDTM TiX SDIM THEEN TWARWEE L& 5 7= HIZ SUPPQUAL &
WS —EDT—FtEy FERETHIENTES, ZNHDOT—FE
v ME SDIM D& AL VIZEID Y TR LDOTERWVWT —HIZH LT
FIATHZERNTEEIN, BEARANCREZERMBIFICEET S L 52K
BULZNICE D B LE TRV, SUPPQUAL 12, 4FICEELN A FIZEHE;
DRV, ARREEICBVWCEELEZLNAILEEEEDE T a%ﬁ%
L TCWBEEIZIE, FR1IC PMDA [ZHERE L. RIS OB EIZIET —
EHA RZBWCHATAZENEE LU, _

INE LT —Z DEBIZ L - Tit, SDIM OBFEFED FA AL TS L
ROWEERDD, TOLIRGE, BFREBEICLAMBDO ALY (U
T HREFARRALY] LWV, )%ﬁﬁ#é ERBDHNTVWD
DT, T—EREFORALSVIZEE LW L 2HR L LT,
SDTM DEIET A FIZPEND R Z L RAAL VEER LT —Z 28T 5
Tl WRZLFAAVOBRRARMNEBELRTZHEB L EBIZT—F A
A4 REREBET B, £, WRAFARAL VADT — X OBMER
ST BEAITIT. FRNCPDA IR TEZ ENEE LUV,

4113 DaMF—FEy h ' |
TS — & & v Mk CDISC ABHEIZISIT B ADaM IZHEVVERL LIRH T 5,
FEMTEHEI R ICRE I N ETOMITITONT ADaM T—F ¥ v M 2R
T AHLBEXRVE, BREICEET 5 ZEHEN. BRI (FEFME
BT 2 BIRET R ERBIRFHEIE B 129 2 8T) . Z&t é&
B4 2 EBETCAESRICET 2 EARNRENT. BEESCHEDME
B4 2ERRRFORELRIT D -OMITE, AR, %c”éﬁ@i
BEREREROCHE - FEORECRWIEL 2 BARBREREZH DL =

CDDOETIZONTIE, ADaM T—F kv FERETAI L, BHETET
— &ty bOFSHEIZ OV TIX, FATIC PMDA ITHRTHZ ENEEL
W, ADaMl F—Z ¥ v b TIRAWTF—Zty MRV THRBRERSE
DEFTRERBERINTVWEEAICHL, EROAE - FEOREDR
Uz BE o B EEMTIZ OV TR, M3 F%@ﬁﬁﬁﬂﬁm ADaM 1z &3 < &
Wy —4ty heRHTAZE, 2B, ARBPFRICHBEENRESSE
EHADEIED 7 DIZER LT Iic 20V T, iﬁbufﬁ@ﬁ?‘~&ty R
RIRHTAHEITRY, -
ADaM IZid, #ERE LN OF# % &1 Analysis Data Subject Level
(ADSL) &WH T —F -ty "BV, ADaMl T—F &y FE2RHT A%

RRZEIZOVWTHTINEZRHBLA2THIER SR, E£72, ADaM 57—



Yy ML AEFMERE L THI0, —fKEIZ ADSL 7—% & v b
ZEEND, RBRERHEZSICEHEINIETOXEELELE LR
55 E, RAIE LTHE ADal 7—F &y MIE®HBHZ L, TNHDOE
.ﬁ@ﬁkbfi\#wﬁ mz <, R KRREREHEEES) | £
B (EERES) . Hug., E. Bl ShizigE. MRl FE. B
ﬁ\%ﬁﬁﬁ%TT77?&UﬁgﬁA_X74/ BT A HEBRE S
RICBETAIEERD D,
ADSL LI#k 0> ADaM 57— &t/bi BE) & 5 B2 ORI ORISR
CTHEA REBOERE VBN, EEESCT —F T4 FIC
LARBEOHANEETHI I LICEETIRETH D,
ADaM T—& ¥ » MIBWTSDIMT—# vy b ERUEKZHVTY
ABEITIE, TOEBEOREME, ARFIIRKE T2 &,
4.1.1.4 =%y bDOT 7 A VFERITOVVT
CDISC AZE#E|Z YEHL L 7~ SDTM, ADaM 7 — 5?/FiSMImuwwﬂ
AT BF—FEE T +—< v b ThD SAS XPORT 7 7 A VERRE 7 4 —
< b Version 53 (LLF TSAS XPORT =) &5, ) T, 17—
bl 77AN0E LTRIBTAZE, 2B, SAS VAT AIZKD
YERRBFIZ 1Z SAS CPORT Procedure [&fEM L7722 &, BAFETOREN
MBENPOETILEZZONDES (UIT TARFEERBI W5, ) »EF
EFNBT—FEy MTBWTHLRERICT 7 4 VI SAS XPORT 3 &
L. 7—4% &y MEBRICAWS NEXF Yy FRUOFSLLTXET
—Z A RIZEHBHT &,
SDTM J Y ADaM 7 — &t;bkowrm —HEy NBRET AV
ZIIR—ETBHZ L,
4.1.2 7~&tzb@ﬁ%§&@%@ﬂ@ﬁ%féi§
41.2.1 F—F¥y hOERE
SDTM, ADaM ¥—# & v MIBETIERZIXZNEH CDISC IZBiT 5
Define-XML FBRIZ LV, NEDRFRNBFRERAFZ A NV — b ~DSH
EEDIMBROT A NVICE LD LT, #BET7ANVFITYSFERTA
Ny — P ERICHEMLTEETAZ L, EHEEOT 7 A VAR
[define. xml] &9 %, EBEBEONEFL LTI, 7—F &y b, B,
Tﬁ@ﬁ@%éﬁ\&vﬁﬁ% ELa— NIZBETAERBEEND,
W FAEE. ﬁ;%%@r I INRN—T g /%E&bé:to‘
ARBEEDOD mw&né$ EEEHZ BV TRTR SN DR R
k%%?—&f/F&@%%@ﬁﬁﬂ@%f&é:aﬁ\%%ﬁ&?
—FERAVWEARBZELHBICEDLT-HDICEETHD, Lo T,
ADaM 5 —# & v MZET 5 EEEITIE, 4113;T?ﬁ%$ Zet
DEBERERROHE - FEOREORMCBEDL 2 BARREREH
B D DIEIFICOWT, R &S T 2T —# & » M oF A
SNAEHEEL OBRERTEITHERAF5T —4 (Analysis Results
Metadata) BEFNB I ENEFE LV, BIFREREA T —FIZBWT
X, FEITIZOWTUTOEANREENAZEREELY,



o IRBRRERSEBECRTINIENTEREZ A TREEZEFERUVERTA
o FEFTONE L EmEH

« FERTINTGA—FLLa—F

o fENTRIGRL R BEE

e ERTAT—FEYH

o fENIRIBR LD L a— FOBREYE

o FENTEHEZEICBITAXIIGT H0RE. BT e s 7 54, BITFED
R

o T FEIIIHNT AETRA Y 2 7T LD

BBERAZT—ZOBRICTHOWTIXAEERRY CDISC 12X 3
Analysis Results Metadata Specification for Define-XML &% L
TAHRZLETAN, EEECESDTERBTAZEAEHLBEITIE,
eCTD ;@A N eCTD B MBENZ X > TED B TWA PDF 2 & D Bli&iRE
THIERHRETHD, B, EREICBWT, ASNBATEICL
DERREh TV THELE X2, ’

4.1.2.2 ERM EEHHEE (Annotated CRF)

ERfTZEMEHREE (LLF lAnnotated CRFJ. &£V 9, ) 1X. CRF {Z
JOVIREINDT—FDOFEBE L, T—Fty NZEENIEHE X
RS TBEMRETRLIZbDTH D, CRF OB IZHIRTAEHE LT,
CDISC IEHEIZHEWL L 7o T — & & » M2V TIX SDIM DEHKZ AV 3,
EROEEHFEIC OV TIL, CDISC It LB SDIM Metadata Submission
Guideline (SDTM-MSG) WBE L3, .

CRF IZ XV IRE ENTeT —FIXFRERFRY SDIM 7 —# & » MM
ENTHRBENDZIZENEET LWVA, BREINALAWTF—FEHERD S
LWAEITIL, Annotated CRF ETIIREHT—% &y MZEENTWARNE
WOMBERETDHEEDIT, EENBRVWEBEZT—F A FICEH
THZE, EEL, ZOBEESALMRLDICOVWTIIERT I LE
/AN _

Annotated CRF @7 7 A AFEZIL, BRI eCID BEK N eCID Bk\ il
MIZE->TEDDBRTNS PDF & L, 774 A4&IE Tacrf. pdf] &75%
Zt, FRIELTSDIMF—%ky FERU 7+ AFICHMKT 2L,

4123 F—FHAF | | :

AREEFORERILLET — 4y hORNE., BEOBAELIRE
THELEHIZ, BEEICLAT 4y MERRIZH oo THOF —F &
ORI AR E OERUWEIZEI T 28AZ FRe L 3572, SDIM 7 —4#
Ty PR ADall F—F &y FOEFRENILOVT, F—FEy hORE
BECMETT =24 R&2ERL, RAlE LTHET 37 —%ty
NERUZ ANV ITHEMLUTRETAZ L, o

SDIM & — 4y MIBETAT—ZH A Fizidd < L LA TDIER
BEDDBIEET D, .

o [RIKABRA. BREMGFEEEFS



o  FRIRABREIEICEST 5

o AVDLNTIRE, HERVPEDON—Va

s F—H¥y MDA

o T HBEREA~OHEPWEICBITAHA NV T —Ta VRERIZETS

FER)

¥/, ADaM F—F &y MCBET AT —F HA NIZIZUTOEBENRE
FNAZENEE LV,

o [RERHERA. WRERFEEZSESSE

o fETT—FE v MIEETABRKRREEIZET 25

s BHOT—FEy MNILBETIBEER

e FT—FEy FOERICETAIEER

o F—&tky FOHH _

o T HEE~OEIMEICETAHA NV T —Ta UERICETS

#FAA)

SDIM, ADaM T —& ¥ v b ZENEFNDOT —F FA FOERIZHTZY |
CDISC BBV TIET —F H A ROEMEKHZT +—v v MIREtSh
TWARWE, FEBIZEDAIREBIZOVWTIX, UTOBRE25EICT
HTENRTED,

o SDIMT—HEy MIBETAET—FHA F:

http://www. phusewiki. org/wiki/index. php?title=Study Data Rev

iewer’ s_Guide
© ADaM7—F &y MIBETEHET—FZHA K

http://www. phusewiki. org/w1k1/1ndex php?title=Analysis_Data_

Reviewer’ s_Guide
A 3rEX. JRAI eCID @A eCID BV WEEIZRBWTED b TV 3
PDF THERR L. 7 7 A /L4 I% SDIM, ADaM (Zxdis L TENZEH [study-
" data-reviewers—guide. pdf | ranalysis data-reviewers—guide. pdf |
ETBIENREE LY, B, T—FHA FIZAERBTHERLTLE
LX 2720,
4.1.3 ERTBERD N~ 5 ATONT |
CDISC fZYEIZHERL L /=T —F 2y PERNEREZIEN T AICHT-VEH
‘3‘6 CDISC ¥, MHIHGE. SEEZITOWT, PMDA [ITBWTEIT AT
BE72/N—7 =3 1% PMDA @ WEB 1 b (http://www. pmda. go. jp/) BRI 5
e, B—HERATERIN=Va VEAERTAHIZ LERELZ IRV,
C A—BRRBRATIIR— L A—Va v 2BAVWEZ &, A—BRARAD
—ED RAAL AZDONWTHD A= g U EBRLUEEAIZ, ALY
—Va VRUOEOBBEIZOWTT —FZ A FZBWTHATSZ &,
BEOBRRROKAMITOT —F v MZOWTIL, FBRARBROT
—Z Y RBREI A=V a URBRROTVBEHEATH-ThH, H— LA
— Vg VIZREVERRT A2 &, A=Y a U HE—ICBE L CGBIR L EAA—V s
COEREE, BRANN—Va v b0EBRIIHIZVEELEZREIZOWD




Tk, T—FHA NiCRREi+52 &,
4.1.4 BERBEROBEEIOWNT |

BE, FEBERSEOT ¥ 2BNT 5720, ZLDERBIZOVWTE
NEFNRBEINAEYE (Therapeutic Area Standards) A%, CDISCIZ L V4
BEnTW5, BICEBERABE SN TWARABEIZOWVWTIZZE DEELF A
TR ENTELN, FALZEBEIZOVWTRT— 4y POERBERD
FT—H A RIZEEHTHZ &,

4.1.5 BARET—F ORYFIZONT

BAETT—FINE SR, POFNEEBIIER LI-BEIC—EDER
DHEZONABNNH ZEEITOVWTIX, ARECTOREEISLENOEL)
ThY, BARBTRBMLET—F UT TBEXBETF—F] LI, ) %R
B2 ZERFRETH D, BABREEN S AEMENH 2 EHOF% B
2R, ZHICERD & D TRV,

AABEAEN FAAS VICEENEBEDORARE T —F4DOT—F Y b~
DM GIEROREFEITRRE LTUTO LR & T35, B, BIKS3
wHlE =7,

s BRHETDHFNAALY (F—FEy ) 2T, BRET—FEy
B ORBEFEEFED ASCII THEINTVWEXF Yy FOLTHEEIN
er—&%y b UTFT IEHFETFT—ZEy b 05, ) D250
T—FtEy bEERTHI L,

s BAARRET— ¥ty NIBABEBEBOAZAAREL L, ThSMIE
BFETF—F¥y b ER—NBEDERFEDT—FLT5 &,

e BARET—Fty beEEFT—FEy MIBARFEERB EZNICH
BT AEBEXFINOT —FROBVEZREELFA—DOHEEL L.
Va—F#, La—FoIEFH 2 o005 —Fty MNETR—LT5
e, BB, T—FEY FOERERERFT &y MIXTS
HDDRHDOBT L, ‘

s EEFT—FEy NOBRARBEBIEYTHERNCIL. EEOT
—F TRV LB L REFEFS ( [JAPANESE TEXT IN
SOURCE DATABASE] %) %##K#T2Z &, T—FERDHIBRD=®H,
AARRET — % ZEROEEIIBEE DOV a— RZH3T THRNT 54
ERHHHE. BHRFT—FEy VPROXMET B L a— Rz T
WEREXTIN 2 RNT 5 2 &,

o ZOHEEXFF ( [JAPANESE TEXT IN SOURCE DATABASE] %) iX1
KRR TII—BLTEA—DbLDEHW., F—ZH 1 FXIF—4%ty
FOEZEZE (define. xml) IZBHRTBH I &, '

o BAEZELHRRCa— Y X MR T 2 EATCIZ @Y 23
RXIEBEBXFINERNT DI &, B, BEXFINZHBMNT 55
B, TOEBEXFINEHELCENTILERD S 2L, REBICE
B&OF B 7% CEMNE R G 2D (B : [JAPANESE TEXT IN
SOURCE DATABASE 01 . [JAPANESE TEXT. IN SOURCE DATABASE
02] ) . TDORAELORATIT 2T —F A REITRTZ &,



s WHFT—FEy NEREDTANFIZEDBHI L, SDINT—F &
v MZHETRARET —F Yy ME Isdtn_j| 7+ VEITED,
ADaM T —# & v MZXIGT B AAFET —# &> ME ladam_j] 72
Wﬁﬁ@bézko7—&?/F$&U7AW%MZO®T~5t
v P CRI—DLDERNAZ L,

e HAABEBZESERVFRFAAL VIZOWVWTIREHFDT—FEY bD
BEFEDZ ANFILED, BETHT—FEy FE2REBHLRWVWE
B

7238, JBAIE LTHEAE TS —ZI2 2\ T SDIM & TR ADaM & &2 EEED

%mﬁﬁf®%M?5:kk¢5ﬁ AARET — ¥ 2 S EERBROT —
ZERHTITFENRDHBAITIE. ZTORBBEEIZ OV TERINC PMDA T8
RT B EREELL, | |
41.6 FuaZIr0RHBIZONT

4.1.6.1 £HTH7a /T A

- (DISC 1RHEICHERL L - REEBET7 — A ICBET 57 n /T AL LTI

AT —# ¥ v MERA T v 77 LRI 0 7 5 AORHEZRD 5,

BT T AL, FNEHET OB R OBROIERS, BTV

ALOFERNERBHTHY, LT LE PDA OREICBWTEDE EFET

T3 ENARELRERRORNA L LTIRET A MERR, F2, FED Y

TR =TT g VIZBET A bOTIIROR, FulTaEER, E

IFLIBRE FRALEAINL—ya VAT A V7 b= 7 RBZED/S—

Ta) KETABRIC OV THETF—2 H4 e\ igtd s - &,

v /uEMALET 0l 70 EFERALTWSEE, v 7arus I abiE

TIRHTAZENEE LWV, ~7nrasT A0RESERESEREE, £-,

T—FEy b7 ST AOMER B B EINBEEICRFE L TBY Tu s F A

BRDORHBREE R BEEICIT, TV T ) XAOGHAHERELE ORI

TELXZRVY,

4.1.6.2 7S5 ADT 7 A N
4.1.6.1 TRTERD, 7u&7Aiﬁm@/7%7:7%ﬂ—/a/b

FRET D D TIIRVA, 77 A NVEIZIIFRNTY 7 b U =T 3¥MI5 L7358

FEEDDZ L, YEETFHRNT 7 A4 VADEE] i77/fﬂ/ﬂb‘t R B

BRET—Z A NiZgdsZ &,

4.2 %Iﬁﬁﬁsm%%ﬁam%wﬁﬁﬁvﬁ%%ﬁﬁﬁwﬁﬁk@Té$ﬁ%,
FF—FEITONT '
EEPR BB D EFT —F v r—VHAE] W NCERAREBEERO BEE

%%7—&&U7m&7A%® RRG 2RI OV T, LT RE HIF A DL
k-/_J" ‘g—o
4.2.1 TERERFEEEROBEFT—F v r—VBHAE] 2oV T
% 1 ERER, BAREERRE OBEK CBREEFEROBITIZET 5 H
HEFT Y ERHT ISR, BREEEROESTCORFEETT —F 7
7ANVDIEREFEEH Lz [BEEEEROETFT —F v r—ViAE]
ZRETAIVNERD D, [BREEEROBFT —F vy r—VHBAE]
I FRICHE> TR T2 2 &,



o BIFANOERE LT, ERINATOMEE (EVE 25BN REARHT,
RHEMfRNT, AFEAERMPIRERTET VT XTI Z M) . RBREE (X
ITREERR) | T AL, T A NLVDOREDORAR T 7 A1 VORE
NEZEDDHZL LT D, B, RENLIBIREMENT] IXRROFE
CERMT S T-BREhRe/ B ST & e,

o JFHIE LT, BFEETFT —FRHEFFIR—Z VA b EERTB 2 L,

o KR—FNYA FENESTIRFEFT —F2RETIHEIL. K4 %23

- BIZE TRV ERDT7 7 A VR L CIRET A2 &,

4.2.2 BFEBFT—¥OEEHRBHARIZOWT

4.2.2.1 1EHER 2R BHBARIT
ADaM LIS DT CREYER) 2 S B RERAT I B A R B 7 — ¥ iR ¥

BBEITOWT, @5 —2 Yy NEROTF—Z ¥y FEEEDHEMITRLO

EBHTHS,

O 7T —FEv b .
7 ANERIE. UTFOWThrORRE T2 EHREE LU,

@ ¥

SAS Transport Files (k. xpt)
ASCII Format Data Files
Phoenix Projects (. phxproj)
WinNonlin Files (k. pmo. *. pwo)

—Fty NEBRE

T—2Fy VESEIZE., DR ELEHELRVOEROHHE Y
BHHZLEL, MKS 2BEBIERTHZ &, BB, @I
RBEELZIRERHIHEE. TOEELEEX—VEHART
HZETELIZARN, ,

7 7 ANERIE, BB, eCTD @A KL TN eCTD BV VBENIZ K -
TEDOLNTWBPIF £3T3Z ENREFE LY,

4.2.2.2 BEMABIF (EFNMCESLYI2b—varveEdd, )
BEMMATICEE S 2 HFFET 7 —Z 2RHT 2B/ OV T, 7 —~
¥y NROF—5 %y MEBRBORMITEO LB Tha,
O T —%Ey b k
77 ANFERIL. UTFOWTNAORR L TAZENEE L

SAS Transport Files (k xpt)
ASCII Format Data Files

® F—5Ty  EEE

Ty PEEEILE., DK ELEELROEROHBE
EHHILLL, HKS 2EBITERT DI Z L, 2B, BIE
RPEELIIEEL DB, TOELEZYR—VERART
B ETELXZRY, : :

77 A NFERIL, BB, eCTD BEIKE N eCTD B\ iBENZ X -
TEDOLNTWABPIF ETB5Z EREFE LV,

4.2.2.3 EERZHORMEERTTNVEN (ETAVICEIKVIzb—¥
ar&ate, ) ,
ARFHRYRERTT VTICBET 2REETT — ¥ 2T 5854
IZoWT, BETZ27 740, T—FEy NROST—F v MNERESDH
T TRED ERBY TH B,



O BIFICAHVEZETVOEE, RELEEYRVEBARFA—FOD
B, T FIECEROBREMNEDOERPEEND 7 7M1V
77 ANERIL, EBEOEATELEZ 2720,

@ mMFRET—F¥E2E0BERABROT—F &y b
77 ANERIL, EEOBERTELZ 20,

@ F—Ety VEEE

F—Fty VEEEICIT, PR ELEHELROEROHE Y
EDHT kkb\%ﬁS%iﬁﬂﬁﬁ?étko&%\%ﬁ%
RFEELICEERH BRI, TOREEE—VEHRT
BT ETHELI IR, ‘
o Ty ANFERIL, KA. eCTD @EKL N eCTD BV VBEIZ L -
TEDOLITWAPIF & TB5Z ENREELLY,
4.2.3 7ulFr%0BENRRHNBIZOVNT

4.2.3.1 EREM 2Ky BhRARNT
SREhRE IR B RE/ R BT A AT AR R T E I HE U TR

TREFROFEITRRO LB TH B,

o MEMTTNAIY XA (BlZIE. BYERE T A— 5@%&%&%)%
EETRRBOT —F OBRFNE, Ehi U7 BB 5 3 MFE 3R
PELLDTHD, BB, BT —4% v b ﬁ{m:%%‘%‘fﬁ&?ﬁé‘i
5384 (Phoenix Projects (k. phxproj) ® Text Output Z£) |
FOEEPRTDHZ L TELI LR, £, BITsEESI é?
BENREENIHEIE. FNOEZRHTAZETELXZIR,

o TrAAERIT, EEOERTELI LR,

4.2.3.2 BERBT (EFNMZESKvIab—v a8, )

FEMATICEET 2 BB 7T —# 2 RBBT 2881220 T, 7us/ A

TrAN, FERBREIHBAENZT7ANVKONT 0 ST AFIEEZEDY

Ral—va BT 7 7 A NVOFEITRN LB THD,

© FuarI7r7rAN
T ANERIE, THFARN T 7ANERETHZENEE LY,

@ FERBEERMPHIENZT7 74/ (NONMEM output %)

7 7 ANERIL, EBOERTELI LRV,

® vIzlb—variZETaE7rAN
77 ANMERIL, EBEOERTELEZ X220,

Fe, Tl 7 AFIEEOFEMIITRROEBY THD, =
o TuJIABETTAOOFEMFIBELTEETEHHDOTHD,

o HREY, TUTTATFANLROT UL T LAORAEZED
AT LEL, 6 2BITERT AL, B, BEIN:
TurT LEERTAICHIEo T, NALDEBES. B
BEIT 5 LERRWVESICIE, EANIC e S 5 AFIEEDR
HIZAETHB, :

5. HREETFT—F%L D & DRURIZOVNT
5.1 HFETFT—F%L D DR |
FAIE LT, ETOHBEFT—FIX, eCIDNNy I R—rPbEREIND
TLEREUITHS, LLERRE, oCTD BEBAZIZL D, CID ICHFEE
FFT—Z BT D HFENEAERIOREINTORWEEIE, eCTD Ny 7 AR —



RO eCTD 7 AN EEICHEETT — X IRIBERXII 7 7 AV EED
RNZ e, EEL, B 1IBORMEN—BICEET 2REETFT — ¥ ORI
DEELREELICREHTHZ L,
5.2 R—F VYA MZX? eCTD ZMNBEORE
eCTD ZH-H T B BRIZ, F— &w#4%m6$mumﬁ%m5&0z§&f
WEASL, eCIDZMEELRETDIZ L, VERFROGIILITOEY T
H 5, ‘
s HELBORTL
FREEX 5
o FHEFEXII—EHEFEOL
o IEXR, ZEODH|
s RHFTEHR
5.3 W—Z NP A bEMNLIE oCTD DHRH
eCTD DRI T V| HEFEHIIFMERE R—F NP1 b ETEE, BR
ilﬁ#é HIMEROFIILLTOEY TH D, BB, 2 THEBHIZOW
TIRRHED =N G, BIRUIATTZRD D H DTV,
o« IR, BE TFR., RF7 b, EHRIZEDH)
F— R U A ZH S
CID ZA+E5
RHERE S
B (=—P)
= l:/\
$%&E@—&%z%
EFHEDDE@E&D:%%
TANAF x v 7 IZEET AR
XML AV ABEVA (CIDNy 7 R—2) OF = v 7V ABBEIE

B ERERSERIR
SRR R N eCTD BAITHE 2 DR
"%s

EEREEBR&E, BRUIASLEZE, #HT5 CTD O by L7340
HoR—F YA~ ETEEEL, PDAICEET S, R—F L4 N EDEGE
B 72 BRIEIC DV TR RIE TR T,

5.4 W—ZNYA MEALUTRH SNz CID D

PMDA IZZ(E L7z eCTD IR LI ANAF = v 7 RUONY F— 3 VB ET
L, ZORERE & HIZ CTD ZEAB OO R Z BHFFEEIZEKT B, CID
3TN TF—a VAR, FAlIE LT PMDA @ WEB ¥ A b
(http://www. pmda. go. jp/) ZABT 3 eCTD RIEY — NV DEBff~v==oT )L
MEPBETTHI L,

5.5 eCID 54 %A 7NV L BEEFT—F OER

REETFT —F IXHEEICRMT T REERO—ETH B 2 1 b, BHEE

FT7—F5EE (B, BRXIIHER) 758811, CTDEHFTTHI LN
C WEITH B, eCID & BFEETFT —F 2SI TIRIT 254, 3.3 IIRTHE
BF7—FICROAMERZEETH L T, SEPFEETT —F LHET
% eCTD DIGFENTIREL 725, BFEFEEFT — X 2T DI2HZY., UTOD
WBETHZ L,
@ eCID FIER HFFICIR T 5 RIFETT — 4



@@%m WZEEETAREETT — &%ﬁmb PMDA 225 BRFEEFT —
ZHEEMEEZIT %I, VIERHICEET2HEETT — % LB
m#a é:if%&u\v
® BEZHTIREICHRNTIHREEFT —X
BT 2RIZICRMTIHEEFT — XL, HED CTD ‘HE
RS LEEIET, REOHRMERE LTKR— 5»#4b%ﬁbff
H3 3,
® wm&ﬂﬁ;mﬁ#5$ EEFT—H
FEOTERHELIZREEFT — &@9%[%mﬁeﬂD&Jﬁ
HBHHEDELTRDEZL DI, oCTD HETRHCERIZIEH T 5,
o BRHOBBETT X EoEHOREFRHT S, LETORHES
ZECRELEREETFT — ¥ 2 BHERHT AHLEIT R,
o HEEFT—FLUSMTIEHT B CTD BEIMBERE LRWIEEAIT, BH
FIEIZ DWW TERINC PMDA IZH#T 5 Z &,
e PMDA LB TT —FREEKETZITERIC, YRRHERES
CHEETIHEBRTT — X A BMRHT A Z LIXTE AR,
s EEGHERICHFEFT — 5%?&#5FA1$@®$MK%5
5.6 HEETFT—FRHBOEER
CTD X% eCTD BFTRFHICHFRBF7 —# RHT 2B AR, THERHOK
RETDOEWRROMERIZOWVWT] (Frk 22 F 12 B 27 BfHTEERE
1227001 BIRSITBUE NER GEREI B AISEEEREM) DORHK6 17
FTEFEREIC, YSHBFELT — X IZOWVWCREHTAI L, Z0Ex, #HT
HETDT7 7 ANVEERERBICFIEETIMLETRLS, FRRICEET HHEE
F5—FZ—ROFENH R TZIUT IV,

6. i

REBETT —FORHEROIIBMED O B, AR $ ﬁﬁéﬂﬂﬁ?
LY CID THBIZEZRDTWRNEDIZOVWT, MUk B OAFRRFEIRNT
EH a3 TRETIHECKIVEFHCRET S LB TE S, £DOHAED
KGR HERTER OEEMN R EF LRI OV TIIRIET T,



A 1

AHA FTRAWS ABOKR

BF 774NV (R—=FNVEZRNLTRETRZETDOT7AV)

F&zR

AROBETFT—F (=HHEETF7—F) (F: EANBRMTIE EF7—¥%) L&)

HEgR R BR — &

F RRERABR T — & 0 5 LERREEBEROPHEETT —F TRVH D, ]

FCDISC #4157 — % (=CDISC IZHEH L /25— %)
| FF—%%y b (=8H5—%%Evy )
| | FSDIMF—%tEy b (=SDIMICLBF—FEv )
| | Y#F5—#&y b+ (=ADaMF—Fty h=ADaM 2L B35 —%%k v 1)
| LE&E7 74/ (=definexml)
FLviiy—5F—4 '
| F—%%Evb
| LEgrvran
LFw G ATy AN
i =R N
L¥—% %y MERRAZ 27T A

L RREERRORFEETF T —#]  (BUER R RYBIBARNT 2N i S h 7z Rk
B, BEMSEN. EEENEMEERT T VENFICET2RFEETFT —4)

FCDISC ##L7 — % (=CDISC IZ##L L 725 — &)

| %%yt =887 —%&y )

| | ESDIMF—%%tv b (=SDIMIZLBF—&E v )

| | WYWHF—%Ev b+ (=ADaMF—FE v | =ADaM {2 kBF—%+%v )
| LEZEZ 74/ (=definexml)

FCDISC BELUN DR DTF— & (= MhMu%@ﬁﬁTMﬁT ZEy MR

| B BBEDF—5%) :

I I-?-—&'t“/ b (=T —FEv k)

| | HEFF—%Ey b (=ADaM UADOERDFT—& ¥ v )

| | Y7 —Z2ty b TRWF—Fty M (EBRFHEYERERTT VAR
I W ORELEEYROAEE NS A —F DEOIERS)

| FF—%ty rESBE

|  FEELREEXBHENZT 740

| LyIzlr—yaic@is7740

| LFurs5rFIEE

Mg (UIFNIBEY T 21EH e 5T 0E)

Fruerssazr a0

| itz A= N

I Ly —Z &y MERAZ w25 A

LR RO ETFT — 2 Ny r—UHAE

LirhEd 2 30 :
FaCRF (Annotated CRF) ,
LF— 294 K (\Whd B Reviewer's Gulde)

FSDRG
LADRG

\hmm($ 5EFT—Z &<

I‘FD EﬁnﬁT‘—
L [z, R—Frz2Ah LTRETZHD, ]



B2

BABRE TN 3 TREER S 2 EKOH

Domain  |Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Core
N , ' Reason not done. Used in conjunction with --STAT!
i@ ~-REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
i@ --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 additional columns COVALI1-{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”.
gV SVUPDES Description of ' Char Description of \?Vf.lat happened to the subject during Perm
Unplanned Visit an unplanned- visit.
CM CMTRT g:f:;,nl\i za:rle .Of Char Ve_rbatim medication name that i; 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 tex'f Perm
Denotes why a medication was taken or|
CM CMINDC Indication Char |administered. Examples: NAUSEA,|Perm
\ HYPERTENSION.
EX EXADJ Rea'lson for Dose Char Dgscribes reason or explanation of why a dose is Perm
Adjustment . adjusted. » :
SU SUTRT Is{eported Name of Char |Substance name. Examples: Cigarettes, Coffee.  |Req
ubstance
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 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 unre}lated to dose adjustments of]
AE AEACNOTH Taken Char |study treatment. Usually reported as free text.|Perm
Example: “TREATMENT UNBLINDED.
PRIMARY CARE PHYSICIAN NOTIFIED.”
_ Verbatim pame 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
v “LOST TO FOLLOW-UP.”
: Reported Term for Verbati inted CRF t for th dical
MH MHTERM the Medical Char |'Croatm or preprinte erm for the medica 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.




CDISC Notes (for domains)

Domain |Variable . '

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 LA, &I —HHER)
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HAFET — & M DB

#l1) BABOEMEEAEEZRRETEOLEIRMT 558

AE RAA v (EHFT—FEY )

- BARBTCT—HFNELET #Zbﬁﬁuowfi%%i%ﬂ(rMﬂ%m%TEH
INKMMEDWMM%U%)%%%Té(MmmM#%E$ TW%)

Row [STUDYID. [DOMAIN [USUBJID. JAESEQ |AETERM JAESIDIC | TAEMODIEY [AEDECOD
JAPANESE -TEXT IN
1 |ABC123 |AE 123101 1 SOURCE DATABASE |2005-10-12 [2005-10-12 Headache
JAPANESE TEXT IN| ) ] : .
2. |ABCI123 |AE 123101 2 SOURCE DATABASE |2005-10-13T13:05 |2005-10-13T19:00 Back pain
JAPANESE TEXT IN| Pulmonary
3 |ABC123  |AE 123101 3 SOURCE DATABASE | 20051021 embolism
) ’ 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  |Y . |DOSEREDUCED [PROBABLY NoT
: ‘ : "~ |RELATED

RECOVERED/RESOLVED‘ o B T a0 1

1 (cont)
2 (cont) |RECOVERED/RESOLVED ‘ ] 1 1
13 (cont) I({}ECOVERING/RESOLVIN v Iy 9 AFTER

AE RA Ay (BERFBEBT—FEY H)
- HAAXRETT— &W%LLT%XFEEkOwTM Exa%%mii%m#é

Row [STUDYID|DOMAIN |USUBJID [AESE! AETERM |AESTDIC AEENDTC AEMODIEY: JAEDECOD
1 ABCI123 |AE 123101 1 B 2005-10-12 " 12005-10-12 Headache
2 ABCI123 |AE 123101 2 B 2005-10-13T13:05 |2005-10-13T19:00 Back pain
3 |ABCI23 |AE 123101 |3 B 2005-10-21 Pulmonary
‘ embolism
Row [AEBODSYS . AESEV  [AESER |AEACN AERE L
. o 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  |Y DOSE REDUCED |TROBABLY NOT
. ; RELATED

AEENRE

1 (cont) RECOVERED/RESOLVED - -
2 (cont) |RECOVERED/RESOLVED 1 1
3 (cont) léECOVERING/RESOLVIN v Y . ) 9 AFTER

Bl2) EXXDRAELERTS - L REBTH Y. AT 5 EE A REIC KR
HZUNERDDGE
QS FAA ¥ GREF7—5Ey b))

Row_|STUDYID | [DOMAIN ] Qo o

1 ABC123 QS 123101 1 QSTESTI __|TAPANESE TEXT IN SOURCE DATABASEO]
2 ABC123 QS 123101 2 QSTEST2 __|JAPANESE TEXT IN SOURCE DATABASE(2
3 ABC123 QS 123101 3 QSTEST3 __ |JAPANESE TEXT IN SOURCE DATABASE(3

QS FAALY (AFET—FEy )

Row [STUDYID DOMAIN BJIT |QSTESTCD |QSTEST.

1 ABC123 Qs 123101 1 - QSTESTI Eﬁﬁﬁﬂié’»ﬂb‘f 7% ?

2 ABC123 Qs 123101 2 QSTEST2 F3ELBIHICEETA?

3 ABC123 Qs 123101 3 QSTEST3 FIOAEERE L THFRTTN?
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(B2) BREEFEROBTT —F v r— V&

Analysis | Study ID . e . .
No. TypeyXI /Repz’) 1t D %2 | File Name *® | Descriptions ** File Location **
: ) ) S ERREEBERDOE YT |../../../../../m5/datasets/12345 /analysi
—Z N I —UFAE | s/cp/xoxxx.txt
vl =__ o
2 STS XXXXX XXXXXX P]F ﬁéf}@fﬁ/{?ﬁi@ R AR
3 STS XXXXX [ XXXXXX ‘E / }\ %z; 57— -
X STS - -
X POP XXXXX XXXXXX P:) KETAT —5 %> —
X POP XXXXX XXXXXX “IZ / ]_\ gi; Craad —
’ .. W_)Eﬁl‘, \7": _
X' |POP XXXXX XXXXXX (YZPDxZF) DR |2+ -
797k
- - iZETASu S
X POP XXXXX XXXXXX 5 AFEE
X . |pOP RS
X PBPK XXXXX XXXXXX /;/ C e ZRTST A . e
X PBPK. XXXXX XXXXXX 5ﬁ @?Efgé%%ﬁ c .
X PBPK XXXXX XXXXXX ¥ / }‘ %ié Chaad v
X . . .

X1 EESNETOBEREE LT, UTFTonThhiiEdids L,
STS : RN IEMENIE CUIEMBIREERNTE) BT

- POP : REEEEIARHT
PBPK : 4B HOFM R T 7 IR
Other : & DAt

%2 RRES X RHEEESYERT 52 L,
X3: 77 ANABEERT DL,

¥4 T ANVORABRDOHRAREHTAZ L,

X5: T A NDEBMEBEREETI L,
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BB) 7—2ky M EEE

Dataset: : XXXXX ( IXXXXX] 1IF—&tE > 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

X1 EELETEETAIL,
X2 EEOTHEREETAZL,
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(B%) 7ur/JrFRE

No.  Program file name *!

Description *2

1 XXXXXX

FERYZ7r0=27: OO Ver.@®

FERBER: - - - ITHAVWE,

ERRFOEER

TUNTY 77 ANERATE T 4NV % TRROITTHEET 5,

XXXXX <- "/NAL"

o DT ETFANERFET DT AN T ETROITCTHET 5,

XXXXX<-"/RAL" : :
s TROTETTa S5 052ETT5,

exportData(XXXXX)
HELETZANVE (oxxxx) KHAENZCSV 77 A0 ( Txxxx] ) 12k
LT, Yab—a AN » » 7740 (xxxxxx) &FI77 5,
cTUN Yy bT77A40 (xxxxx) &, ETHELE7AVF (xxxx) I
BRFT 5, '
s TROTPLIu S A0EFTEHERL, RELET VN v b7 A
IV xxxxx) % FEAH T SRR B,
xxxxx <- importData(XXXXX)

X | XXXXXX

FERAYZ7 =27 OO Ver.@®
FERE®: - - - ITAWE,
FERBOEER :

X1: 7ulIA7 A NAERETS L,
X2: eSS TAOME ERAY 7T, HHBM., ERABOBELASL) 2RHITAL,






