HEARE04270015
ERR2THE4A27H

SHEFREEEER (B) & B

STFTIH DOGA . . i%ﬁ'%@@t
TTATEE AR RS A I R e
e
iEek B RS

A b b e

ARHRIFOETT —F REFITET 2EHIT A FizonT

ARPEFOEF T — Y RBICHET3ERNRE X F I 0TI, [FAEHBEED
EBFT—2IBHICET 3 EANZE 2 FIToWT)  (FERE 26456 A 20 AfHiTERaesedrs
0620 % 6 SEAFBEEEAGAEETEREEM CAT FERpEm v, )
BT TRRBFFEOETFT —FRBIETAIERNE L F 20T BT 3
BEERELSE (QRA) 1220 T) (ERk264 6 A 20 AT BAHBEEEELEE
EEEBRESER) CBWT, £, TOEBAREEICOWTIL,  [ESEREED
EFF— 2RI 3 ERMOEIEICOWT)  (FRE 27 4£4 8 27 BIHTEREES
0427 % 1 BEASBEEESLREERHRREM OCIF IEEaam v, )
B T TRGRPEROETFT —ZRHICET 2 EBEMNERICSWVWT [TBT 28R
Q) IKoWT] (ERTE482 7 BFTEASBEEERSLDEESEE
EHER) CBWTRENTWA L ZATH LA, ARHEHFOBFT—F2HIZE
FTAELAAHEMEE, EEBEHEICONT, BIROLBIRY L H0T, B
TEHRE ~O BT BREVT 5,




B
ﬁwu\qg H#CD EE.%T“_'/)L" %&%Lﬁﬂﬁ‘}‘éﬁﬁ?ﬁﬁﬁ/f K

wE
L1 &JA FOHM
ARBAFERFOETT — ¥ RHICBET 2 AN E X FIZ 0T, AR
HECEDOERSEEIIBNT, £, TOEBNRBEICIOV T, EHBL
BAEOEDEEISEEIIBOWTRENTNWA E ZATH DA, AFBHERD
BT T —FRAICHET 2 X 55 EE, BEFEZIZSWVTE. KA K
TrRTHDET D,
it ERHBEOETT —FiRHEB I, BEF7 —FBHOFEMLE
SRHFERMTERHZ W T HLFER] LD IZE B b DETHI L, D ZETeES
@@%%774wwﬁm I AREEIR, EEEEEZIIOWThL, AHSF
THETRTZE LTS,
12 TERA%EHE
AHA FoEAREIL, ARPRFOEFT—#RHICET 55MFE, &
E%@%\&ﬁﬁ%%ﬁoemné TeREDETF 7 7 A VOBRKICEET 255
B, BEBEEEL T, B, AV MRS h 3 AECEE L -8B —
B, VRN ELR T A NA~D Y 7T ONTIX, PDA @ WEB HA b
(http://wew. pnda. go. jp/) IZBSIBE T 20O THETERTHZ L,
1.3 HBOESR
AHA RCTHANWLNDABOERIIFHK 1D EBY THD,
$ﬁ4%fmw6ném 2. BRI, AR E OEBERES TRV SRS
BERFBTHDD, KA Rz onTid, ARBEROEFT —FRBICEd
5:%1%@&7%‘ eCTD ZELREDET 7 7 VORBIZET A3 MEIE, 8
BEELFeZ &b, AEOERREZRT A0, EREARVEEESICE
Héfﬁ%f~&1_ow1m AHIA Pl ik THEETFT—4] LFR
ENTWAZLIEEETHI .,

HEET T — Y SE0RHICSBERV AT AEHEIZ SN T
2.1 EARNRVRAT AEHR
REEIX. ARPEHROETFT—-FORBIZEL T, 1 F—F v PIEE
Ehara— ¥R sHETHIZ &,
* HTTPS X QR UDP R— rOFI AR FRER T v MU — 7 158
s TUANAREYT b
« YU
2.2 JIRRE
*  Microsoft ¥t Windows 7 SP1. XId Windows 8.1 EL kL@ 0S
* Microsoft ¥t Internet Explorer 11
*  Adobe fk Adobe Reader
o BFHRFHEYTI7H FDBFEYZ M)
LEEAEMETSHPC.



2.3 B—ZNTA bDOTHY Y FRUBFRAEORSFE

R—=FNYA b OTHT b (BUF [2—FID] 205, ) RS E LT,
SRERE, bEL—VERE SENRAEO3IORH D, BEEIL £5
DOEBHEMN TOEERELREL., FrEFHENGIICE—FEHE 4
¥ENHEORE - BEHETOLNTES,

B, 2—F ID ORGEOR—ZVV4 FOFBICIXEFSERAERSLE
Thad, BFHERERL. —BHEAEBEA ERFRI AT LB F—RHE
fF79 5 Medicertified EFEERRERFIRARRETH S,

BRFEFIL., BHFOBEFRCBVWT2—FID, "RV — FEURETFIEREED
BEEETOZ L,

2.4 BEETF—FESORMFE ‘ _

REEEIT. EENEmM2. (2) KBWTEDIFEIC L TBREETFT
—FEOERHEZITHI LB THAIN, EBEREM2. (2) A DFEIZ
X BRHEZIT OB, BEHARREEEEX, KBl DVD-R/RW XX BD-R/RE

(ENENEBT 4 A 78T, ) &35, TOMOERICLI2BBE2HFET
AEEITHE, BANCHERT AL,

REETFT — 2 S0RHIZOWT
3.1 HFEEFT—FYERHOEERN 2N
BREEE L. BLEZISL, BBRER,. REETT —FItHERMREER
BEELIC, BRI LTAREETPEEIMARICIT, HEEFT— ¥ DEHE
SR AR T ERPEZIC S\ T PMDA 135 - BERAITO D L,
FO%, BEENEBECREL-HETEB O 3BRBRI»S 1 ARATET
DRICH—F VY A PPLRFETELTO, ARRHARICRHNT 28T 7 7
ANVDEBIZMHERFER (Bl : CTD DIFBEIL oCTD ZMHES) 2HRETHZ
L, TOH, F—FNL¥A MCCEARPHFICEHETIBHROALS - BERWT
RBHBIINERETF 774V GRBPHESEERT—4 (BT FDHFET—
A1 WS, ), eCTD, HFEETFT—F#%) RE&EXTIHZ L,
FDHGET—4iX, [7vxITAT 4 R7EEFIRAL-BRBRSOREER.
a— RFZEIZHONWT] (FERL26510 A 27 BIHTEAEER 12T E15E
EFBEEEELREEEERERN) RV 7 VX TANF 4 A7 B
OBFRFNVEIZDONT] (ERE 264 10 A 27 BT HAEERK 1027 E 3 EE
EHBEEERELRAEEETERERN) WBWTEDD 7 74 VERIT TR
HT+az &,
3.2 HEEF7T—HZZ0OHRHFE
HEETFT —F% eCTD @ XML RNy 7 K= bR 5B DIRHFE
IXBBEED B, CID & BFEEFT —# S0 TIRIBT 2846, A—2 ¥
A PR LTENFRRETSZ &,
3.3 B—FNYA N LIHBEEFT—F0ORH
BETFT—FOEMICHED., BEBHUTOMMMERZR—ZALVA
P ECRG, BRUIANT D, FTHEROFIIUTOEY THD, 2B,
ETODRBIZOWTIREO T NCE S, BIRXBAAZRD DL O TN,
o  IER, EERRMFERZODL]
s SF—bMU A ZGES ‘
o RTEEZHBINTALAE-DOER (O ZEE, BHESSS. CID
JvavyEs, RBRES, BRBY1 M, BEESSE)



o TrANTLOBHF (ISO/IEC 11578:1996 B ¥ ITU-T RecX. 667 |
ISO/IEC 9834-8:2005 (T X » TEE X33 UUID)
s HEHBEBFT—FOMEST (B, B, §RE)
o BEXIIRIERSROBETF
o Ty AJLINA
« T HETTELR
s Ty ANVARDHNA
LiEEBE, BRUIAS LR, #ETLHFETFT I BRI T
W5 mby ZANFER—FNYA b ETEHFL, PDAICEET D, F—F
N A b b BRI W TIBIETR T,
3.4 HHEETT—FOT77ANYA X
PMDA LIRS ZRBEEF7—F Db, 7—FEy NAAD T 7 A 12D
WTik FaEy - 77 =200 - FEa 2y POBFEEHCOWT] (TR
15 6 A4 AfHTEERRE 0604001 FEAFBEEEREETHRRES
) (BT TeCTDEAN] &5, ) R 3%y - F 7= - REa Ay
FDOEBEFLAROB D FITOWT] (FERR 1655 A 27 BT EREER
50527004 SEEFBEEEARLREEEERERE) LT eCID B\
HWHL &WH, ) TEDSDPIF OFRT7ANFAREBLIRNIE, T—
¥y M5 XH A FELEDFETL, ERNT PMDA ICHERT D Z &,
3.5 TxNFEE
BEFT ik, BRI LTUTO 7+ FHEICHKM L TIRINT 5 -
L. V77 NFERBMLIRNT L, UTO7 4+ VS EETHEMEE
G A XA THANC PMDA ICFEER L, IRET 5 7 ANV FBERURMNTS
T 7ANVEODWVWTEE:RBLERBILRHET I L, B,
Imb¥datasets¥[study id / iss / ise]] F TOBRBIZOWTERTAI &
HEH LR, 4
, 4.5 m5
4 }¢ datasets
4 b [studyid [iss / ise]}
+ } analysis
4 i adam
L datasets
i programs
L adam_j
4}y legacy
.}y datasets
.&i programs
B misc
4} tabulations
4i legacy
b sdtm
£ sdtm_j

T AN SR BB — 2 BRI B b Y. UTeEE 5oL,



5] 7ANENEEELT, 77 A NVAEEDT-ZAESY 160 XFLL
T&TBHTL, '
TANTEZROT 7 A V4% 32 XFUT (EFE2STe) &L, EE
FRUCERMOE Y F FERSAHFBT UL TOXFENLERTH I &,

> TAT77y h@"a" 572" [U+0061 736 U+007A]

> EFEOT07NB79” [UH0030 A5 U+0039]

» m—7Ar"_" [U+005F]
F—FHFA K, define. xml RORRF AN — b BT ET—F & v
FERBUZ ANVFITHIATHZ L, define. xml SREAEDOPI. PMDA (2
RFTORBMBRTENDILICEFER I ANV — PEERTEZ L,
BT 7 7 ANVPRVERIIEE 74NV F 2ER L2V L,
RREBEROBRFETFT —FD 5 b, ODISC BHEUSNOBROT —F
FRMT AL, —FlE LTTRO X 3T Tanalysis] 74V & D
TOBRBIZ Tepl 7ANVFERIT, TOPIEATEIZEBELLN
5o, ZOBEWR, Tepl ZANEFHOT7 3 A FERICHITHIRIL R
WD LB, BB, YT -ZOBMFEL LTIERATLE NI
RS EHDTIRRWE, BIFEICLELP, “ZXE, 74V FL4KETT
7 ANEIRD EROBEFERIZIIMED Z &, UHT —F ORBRMFFE
WZOWTEE, FERMICPMDA ICHRT A Z & REE LV,

%7%»#@@%ﬁ%ﬁ&?®ﬁbf%éo

TANEE

=

A

mb

1

BETORBEFT—FX CID ES5HICETAE
LERY, RZANFITTFMTZ #NVE LSO 7
7 ANE GO TR LRV,

datasets

HFEF7T — 2B TE74VHE,
BT ANFWCTMTANTUAD T 7 AN FE
BT 570, '

[study id / iss / isel

BB IR MITER T L IR EN B 7
AWVE, TANTATYERRE —FICRYT
Z ARBEE (studyl23, &) L350, &
trofER] (iss, ise, 72 &) &T3I &,
RKIZANFWETHT A NVEFUHND T 7 A VEE
DT B, '

analysis

BT — sty FROT R 5 LhEmMT 57
FNE
ETANFIECTHN 7 ANVEFUNDT 7 A V2SS
DTSR,

adam

ADaM 77— > RO R T A BT E T
FNE,
RIZANFETRETZFNVEUND 7 7 A V&G
HTIEHRBRY,

datasets

ADaM 5T —Z ¥y hEKINT B 7415,

programs

ADaM T—# kv b, BEXNEHEICEDL ST A

ERWTA 7,




VE L

P

B

adam_j

BT ADaM T —# v NIRRT A BARET —|

¥y FEBMTDIIANE, K7 4VFIZAH

AB ADaM T—F v AT 7 A AEAL
THEBRW,

cp

FEREEEI OBREEFT —F D5 B, CDISCIE
LS DR DT — 2 BT 57 40 H,

legacy

ADaM R TRVEN T —F 2y R v TS
AEBATE TN,

7 HNVEL Tﬂ?xwﬁuﬂ®774»Ea
HTIRRBR,

datasets

ADaM B OFEROFFT — & &y FEBRINT S
TANE,

programs

ADaM EASDEXDFETT —F £y b, RXIK
WRATu 7 LB THETIAVE,

misc

analysis. tabulations DY D 7 3+ LFITH
BT L BEITRWT—2Ey B
TEZ7HNVE,

tabulations

BREOT—ZIRRICETAFRE —ERP
RTCEBRLEF—FEy FEBWT AT+
2, :
K7 FNEIZTNTANFTUND T 7 A Vg
BHTHERBW,

legacy

SDTM A DOHRO—BREXNOT—FEy b &
BT BT ANV,

sdtm

SOIMT—&tFw FEENT57+145,

sdtm_j

EHFESDIM T —FEy Mot s EIZIS:E-‘ET‘—'
¥y hEBRATO A NE, K73 V28
AESIM 7T — &y FUADT7 7 A VERRIHL
TH7Z2 5780,

3.6 HWEFF—FCETBENY F— g ToNT

W= NVPA P LTREE
Cress) 7= a AEBHAT

BETT - L, T—F ORI

bhd, RN 5F—va COERIL. R—F23A b

S BUTHEBEISEREND, 2B, 3.6.1 (7) EoRdA—VSER LT
BEFT—FICOWVWTL, RRPFEEZREBIAETIBELEET, £T
DTF—FeFRHTLZ EREE LY,
T FEEPR— I N A MBEPIRBE L7 —C 20T, R—F 4
4FWWwAbﬁ7¢~A%%wTﬁwAbﬁ%ﬁw BTREZITAT &,
3.6.1 CDISC YT —HzHfT A1) F—v g
PMDA 1% CDISC ¥ 7 — # {Z%F L Tik, OpenCDISC Eﬁt_erprise Z VY

F=arET,
NRYF— g IV AAL—MZONTIE

. BEEA~OEAM L ABEE

K%Hé?-ﬁﬂﬁ@ﬁ%é\mmﬁ?m_ﬁﬁﬁméﬁﬁa%7~&®




B, RO PMDA 2B BBEARRRT —F ORENLFIREEEL T, &1
—NVOREEREE X THEAICEREZREL TS, EXHEOBRBEIILT
DEBYTHDB,

(7) BRLTWAERICIHEEENS ETHEESEB IR A—

BRERRIZOVWTHETHI T —Fy FOFEEZOFERICER
By g — v
(f) ERLTWBHAI, EFCHEARRVWESITIIBEESNS T8
ERRHI ARV AL—
ZL DHE, FRERVERET A FICHARBICED R TNEA—L
ThY, ERLTVWAREGICRFORLECEENRARELERIIC
DVTCHEFERTIC PMDA ICHERE L. S BT — 2 H 4 FiIcB W THEAT
i BHNEDH BHIL—)

(7)) ERLEBEESTHLSHTLLZOHMBAERD RV AL—

2B, Eig (7) T2WTh, BRRRT —F0EOBEANSL, BRD
BHRIZOWTHLEHAZRDZBEEBH 5,

PMDAWZ BT B F— 3 a VOERBREOFEM, e oL—1, FOFE
DERMEDILHEIT DOV Tik, PMDA D WEBHA + (http://www. pmda. go. jp/) T
AELTEY, RREBCHIo TIIBBEERPREF 7 — FEERNIC A
VF—a v ETFD, b—ZBER L TWAEFZ2EE L L CHERR
BAZITOMEEDH B, V=AW TIiXAS BT E S 5 ATREMEAS
HOHZELICERL, RCRFOEREMB LI ETAY F—va Ve EH
FTBRZL, BB, A—ILOURERDHBEICIT. XERDOL—ALOBERE
TIZ—EDHEZ b > THENERFE NS,

3.6.2 BRERHEKOHBEFT —FITHTHA)F— gy
PMDA iZ, BRARERBEROBREEFT — X ORI H > TRHT HHE
OhH?3 TEBREEEHOETFT —F Xy r—UHE] o0, £1HE
NAET77ANDBEHRELT, 421 KRTETOEAORERHBL L
ERERT D,
3.7T VAT ABREBERONILL EOBESOHEEFE

R—F NP P BT AIRBRTENLEZRE - BB A7 —FEZ
— AU F—Ry N EERTIRRBICEELREELEBES. BEETFT—X
DORHERIT 2RI R D, TDHE, PMDA B OIS TN ETT S
OT, BHILELREBRRUVETEFICREINEZEF 7 74V —REHI 2
TRHTHZ L,

4. HTAEBRFETFT—FZIZONT
4.1 CDISCHEZEIZYERL L /- REFET7— & R UBHET 5 3FIT oV T
411 #BHETEZTF—FEy b
4111 8,
EEPRRRER T — # OFRHICER LT, CDISC #EH¥ERFIH 35, CDISC i
L ABHOEEIEREIEN A4 F (Implementation Guide : 16) . FFIR
PEELX CDISC @ WEB H b+ (http://www. cdisc. org/) 2B+ HI L,



CDISC T kY, BERRIIBWC(RFEIR L VREENET—F D—
BEBART—FEy FOEREL LTiX SDIM 28, BT —F 1ty hoE
¥l LTIE ADaM 32L& TV 5, PMDA AT ANTREE LCARML
TWBA—=T 2 D SDTM, ADaM BABHER RZEEH T A NizfEn, HES
NWiEEEEPRAWTT— 2L DRETH L,

CDISC Z#E L B AR CIWEIN T —F 2 HHERICRE 757129

FIFEE M CDISCAZYEICHEM L = IS E MR T 5 ¢ W O EHES 2 HET
B, BERBOFEOERENS, BRERICEEZEREICHERL 2B
TOT—FIHBRD OGN D Z & Z2RHRIC, T —FNESCHENTFIRE
B THIENEFTLY, BB, ZHALERBIARFEE BV THE
REERROT —FEBEER LELO TRV D, FEEKRRICE
WTRETRETFT—F IR FRBRVEA OB EEE 2 T, EXO
AR OCLZ2EFEMIE ICHERE D Z2MRRICHEREEZRE
THRMNERDD, EMEIIEN LT —FEy FEERERTHIZHED.
FEARABROHE TN ET 57— % OBHIC L W BB OEEFERE

ZBNDHEE, BLXEHOMITRIZESHEET A NIt ERLTHZ L
BEREEOGI AL SRS DBESITIE. EATNC PMA BT 2 2 &,
41.1.2 SSMTF—HEw b

SDIM 5 — & » bk, EAANC CRF Blo X VIREShT—F %,
W33 —2 9 O SDIMEUSDIM IGIBW T sEESNEHIT LY,
BEEINEE FAL VITHEMLTRHET D, BEFIBWT, SDIM %
AERT2ME O TERRRT —Z2FB L TWBHENRH B8,
FOFETH, BHTHT—FE Y MMISDIM RV SDIM IG IZfE-72H
DILEB|TE L,

SDTM IZBWTik, Z# % Required, Expected, Permissible [Z434R
LTWa, WEShET—ZBEETR3EHKICHWTIE, 2008k
PO TARRRBYETOERDT —F2EHTIZE, 2B,
Permissible, Expected ®EEH D 5 H., LITOLDIXFRERED TEHZ}'?_
BHRETH D,

o R—RF5A0T7F7 (BERHBRE. A ZAVA . LER. EDE

B, MAeEYFOERS)

« EPOCH designator (FFHRZIEETHZER)

* —DTC, —SIDTC, —ENDTC EEEZEWD I HED, TNIZHIET D
- Study Day %% (—DY. —-STDY, —ENDY)

SDTM (&, BEEL=T — 2 DE*ZFDEEH/ML., BETE Lol
TF—ZEFELEDOIREDRY, ML —Hid ADaM F—F v
MIEHBHZ &,

T BEOREOFTH, FIZiIXEAEHOFEAITIEL IS0 8601 %
BNBZ L, —DYik0EEERWT &, & % CRF T Yes/No TF —4&
BE IR TWEBETH SDIM TIX Y/N & LTHRMT 2%, 8074
HANCHES Z &

BFE %ﬂéﬁ%Lbfﬁﬁwﬁﬁ% EnUTHND ID 2EMTS



e DL E LT, USUBTID BAEEhTWS, Bl IXEIIERR L %
ik RPREFBRE,. EHORBB T AOHBRECETI7F—
FERENTHZLEAELT I D, F—HEREICIIRFER &K
ﬁbfﬂ%tﬁbﬁ—@%%ﬂD%ﬁoi5K%E?5 &,

SDIM {2 BWT, FEHE SN BEERBROFEICET 2R EKRT 3
" Trial Design Model ® KA AL (TS KA A L) woWTid, EHES
NEBERROBBRICETA2EALZFHESLED, BEH A FloiE
W —Z RFRERIBOBM L TRHT A Z &,

SDTM TiE SDTM THEIN TWeWEEKE S 572 HIZ SUPPQUAL &
WH—EDT—FEy PERETHIIENTES, ThboF—4E
v MI SDIM OF FAAL VIZEIY U TR EDOTERNTF—ZIIR LT
FIRTAZ ENTEBR, %K%’ﬁii&%ﬁ BEd 5 k5 RE

(s i ncabém%fm&m SUPPQUAL i WEBETA NIk
DR, A& %ﬁ kwrﬁ%k%zanéwﬁ%awé k%ﬁﬁ
"LTWAEAIZIE, ERTIZ PMDA 2L, ERICSHREBREeIIT—

BHA FCBOWTHATAZ EBEE L,

INE LT —F ORBBIZE > Tk, SDIM OEEFED FA L IZEZYE L
RWEERHDL, ZOLIRFE, BHBERRIBMBO ALY (U
T IAREFARAAL ] WS, )%@&?6 EBRRBDLENATNS
DT, T—EBREFEDORAL VIZHEY LW L 2ER L LT,
SDIM DEIFEH A RIZHNI R ZAFAAL VEER LT —Z 2T 5
T, WARZALAFAAL VORBAIRMEBELERSEEBALEBIZT—FH
A4 FICRETEZ ¢, £, IRFLAFAAL v ~OT—ZOBMRER
T BEAITIE, FRTIC PMDA ITHBRR T A Z B E LU,

41.1.3 ADaMT—HE> b

AT — & 2w MX CDISC #ZBHEIZI8IT D ADaM \HEVVERL LIRS 5,
BAHBEEICEH SN2 TORITIZOVWT ADa T —# &y &R
THUNEZRWE, FHEICET 2 EERENT, BIRAERT (ZEEE
BIZBT 2 RIRBICEZRRBIKIEEEE ST 2T . Bk
B3 2 EEMTCHFEERICET 2 ELN RN, Keef/3hEi
BT 2EERRTFOEELHRFT I 0DMENE, Fit. Tekox
ERHREVCHE - FEORTEORWICEDLARERRIER2EB5
HOBATICDWTIE, AbaM F—F &y MEREBTIZ L, BETET
— &y bOFFHEICOWNTIE, F/NC PMDA ICHRTAZENEE L
VW, ADaM F— & v P THARWT —# vy 2RV THRBRRIEREE
DIEFFEREBERENTHWBHESIS,. Lo RE - ABOREDNR
T B H AEATICOWTIY, SR OFEMNTIEEN ADaM ([ZE-3< 2
W7y —&ty bEHRHTIZL, 2B, ARPHEBICHFEERREE
EA~DORZEOEDICER LTIV T, EBNTHrT—%2€v b
FReHrT 2 0B,

ADaM 121, #ERE LNV DOFMREETr Analysis Data Subject Level
(ADSL) ¢WSF—Fty bRHY., AbaMl F—FEy MERETAE
RBZIZoWTH T IhE2RHLETRIER2LH, £/, ADaM 7 —



By bR ERERS L T5H, —HIZ ADSL T—F v
WCEENDS, ABRERFEZICEHRINAEZETOLEEEZTOELR
L%, BRILLTE ADaMl ¥—F &y NIEHBIZ L, ZThHDE
Eople LT, £ERIMAT, BB RBRERHEESS) | £
MR EREFE) . HuRk, E, FIfTonzimE. H. £ R
W, IFEMZRT 753 T RVEERN—ZA 5 M VT3 HBRES
RICETA2EHERH B,
ADSL LIShD ADaM 7 —Z & v M, BB E 328 % OEYT O RHEIT IS
U RERDOBAE L VBRI LD, BRERXT —F VA FiT
LANEORAPEETHAZLIIEETHRETH B,
ADaM ¥—Z > MZBWTSIIMF—# &y FERUEHEB VT
BEATE, TOEHEORBE., NEZERH%E T L,
4.1.1.4 F—2Ey bDT 7 A NERITONT
CDISC #ZBHEIZ HEHL U 7= SDTM, ADaM 5 —#& & » hi%, SAS Institute 3
ARRTAET—FEET +—< v b TdHD SAS XPORT 7 7 A NVERE T 4
< b Version 53 (BAF ISAS XPORT JExX) & H, ) T, 15—
By bE177A4ANVELTIRETSHIE, 2P, SAS YRTAILED
YERZBFIZ 1% SAS CPORT Procedure JEfEA LRV Z L&, BAFBTOILHN
HENOETDEE L ONSEL (BT TAARBEREE] L), ) ¥F
ENBET—FEy MEBEWTHRERIZT 7 4 AL SAS XPORT = &
L., 7—¥% vy MEERFICAWO N XFE y FROH (L EFRET
—FZHA Fiegdsl &,
SDTM BT ADaM ¥ —&Z & MZ2W ik, F—FE v F L7701
ARE—ETBHIE,
4.1.2 FT—%%ty FOBREBEBRRETOMOMEET 53GE
4121 F—2Ey bOEEE
SDTM, ADaM ¥—# & » MBI 3 ERZITZThLEh CDISC BT D
Define—XML Rz X VW, AEDRTINBARELRAFZA N — b~DER
PEDXMBROT7 rANIEL LT, BRB7ANVFITHEZRTA
Ny—heEIZBEMHLTRETSZE, EEED 77 A NVEAE
[define.xmll & § %, EEBEOABTLLTIX, F—F &y b, T,
EHEOWMVESE, RUFEHARESa— RICETIEENEENS,
HEHIHEE., BEEOBRRIIIAA-TarEEDH L,
ABEECDICAVLN I BFEERNIBW THEREINHEITRER
BTy P OBROEBERES THHZ Lid. BHRARBRT
— R RAVERREEZHBICEDIT-HDICEETHD, L-T.
ADaM F—4 ¥ v MZBETAEERICIT. 4. 1. L3IWRTEDE, 28
OEBERFERER VAL - AREOREOBMICEAL S BERRBREREE
57D DT ONT, FBITHR LT 58T T — &y FoFIA
SNAERFLOBRZRTHENTERA YT —4 (Analysis Results
Metadata) MEETNDHZENEFE LW, FBITHERAFT—ZIZBWT
ik, ST OVWTUTOEEREEND ZEREE LY,



o RBRRIEREECKRTFINIBITERE2 FTRESFEERUVERTE

o  fENTONE & EHIRS

s FRTHAFA—HLLa—F

 fENTRISR LR BT

o FERTETFT—FEv R

o FRWTHRARLAED L oa— FOEREHE

o MATEHEEICBIOIMET SRR, BT w7 A4, BITFED
TELRE

o BIFECHETAEITA T 0 S 7 AOHRR

HMEREAZFF—ZOBRICHOWVWTHAERZ2ZMB Y CDISC 2L 5
Analysis Results Metadata Specification for Define—-XML ¥ %% &
TR ELETHR, EBECED TRIBT I Z L REEERESICIE,
eCID FENKE U eCTD BURV MBENZ L o> TED BTV S PIF 12 X 1 BIRIRH
THIENARTH D, BB, EEFXBVT, #HASNSAAREICL
DIERR SN TV THELIEZARN,

4.1.2.2 ERMFZEFARESF (Annotated CRF)

ERfT & ERESREE (BLF lnnotated CRF] &1 5, ) iX. CRF iz
LFVREESNBZT—FOFERL, 77— 4y bREENIEH LA
ISR TBRERLIZbOTHD, CRF OEBICHIET AL LT,
CDISC BHEIZHEM L =7 —F & v M2\ T SDIM OEHE B3,
FEROEHH FHEIZ-OWTIEL, CDISC 12X 5 SDTM Metadata Submission
Guideline (SDIM-MSG) MBE L5,

CRF WX W ESINAET —FIIFEER2RY SDIM 7 —# & v MK
ENTRHENDZZENZELWE, REEShABRWT—2HBER LS
BEIIE, Annotated CRF ECIXIEHT—Z By FEEhThing
BEOMERTETDHELEDIL, FENRVWEBHEZT —F 1 FIZER
TAHZE, FREL, FOEHEPALPRODITONWTHEHRTISLE
IR,

Annotated CRF @O 7 7 A AFERAIL, FAI, CID @& N CTD Bfy @
HZX-oTEDLNTWS PIF &L, 77 A 1V4i1X lacef. pdf] &5
e, FRIELTSDIMT—& 2y NeRIL 7+ NFIBRTHZ &,

41.2.3 F—FHAF

AEEEFOBEBICLAT 4y FORAE, HROBFLRE
T3EEBIT, BEBRIAT ¥y MERIZH Tz TOT—FIB
HEOF) R CHEIE BT ARBAE TR T 578, SDIM F—#
Ty FEC ADaM 7 —# &y hDEAFINILDOWT, F—FEy FOE
FECMATT—2HA FEERL, RAIELTHETETF—FEy
MERUTZANAFIHALTRHETLZ L,

SDTM T—#tEy MZBETAT—F U4 Fitidd i L LLUTFTOER
BEHBILETH,

+ EEARRBRAL., FRERSEERFS



o FRARHEBREEICET 5

o RV LREE, BEROZOA—Val

. F—sty FORH

. FHEE~QEMEICET B () F— s VEERICET S

)

Fiz, ADaM 77— &ty MV 27— VA FIZIXUTOEBERE
FNAZENEE LW,
 BERBRA. BREGRHEEESS
o« T —F vy MNCBET 2 BRKRRBREEICET SR
- BEOF—FEv _,\L‘?'Za‘%ﬁ'f"

» F—Ft¥y FOERICETAEESR
e F—XEy bOFH ,
o T FRE~OEIMEICETAFHA (NI T VERIEETD

)

SDTM, ADaM F—# ¥ v FEFRENDT—F HA ROERICHT0 .
CDISC BBEIZBWTIET —F A FOREMZ 7 +—< v MR I H
TRV, EHBEEDIRAFIC 2NV, UTOER#&EICT
LHZENRTED,

» SDIMF—#¥y NETEF—FHA F:

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

iewer’ s_Guide
» ADaMF—F Ty NBETETFT—FHA N

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

Reviewer' s_Guide '

& 30EZ, REL CTD @ENE TR CID B\ VBFIC BN TED bR TWVS
PDF TYERK L. 7 7 A V41X SDIM, ADaM XS L CTENEH [study-
data~reviewers—guide. pdf | ranalysis data-reviewers-guide. pdf ]
&‘ﬂ“é?&?ﬁ'%i LW, 2B, F—FHA FEEEASECERLTHE
LEAR,

4.1.3 {ERTHEHED/ I~V a AoV T

CDISC RIEICHEH L 7o —F By PROEREELERT A ICH D EA
95, CDISC HEHE, MHBIMFE., FHFEFICTOWVT, PDA KBV TEITFARTT

BEZR/R—3 a L FX PMDA @ WEB U1 b (http://www. pnda. go. jp/) 2 BRT 5
Zl, A—BEATERAAA-Da VR EATAZ LIZZE LIV,
F—ERABRATIIR— L=V s v ERAVWD 2 L, R—BERBRNO
—E D RAAL NN THDA—D g 2SR LUFEAIZIT, ERLEAR
—Ya VRUEDBRIZOWTT—Z A FIZBWTHEHHATE Z &,

BEOBERAROHEAEITOT —FZ &y M OWTiL, FEFRRBROT
—Z By MBI NRN—Ta UBRERSTHWBREBETHoTH, H—LiEA
—Va VIZREWVMERTAZ L, A=V s BB LTRBR LAV
YOFREAH, BRAAA—TarphOBERICHEEVEE LA oW




T, T—% 04 Fie#®k+s2 L,
41.4 FERBEROEECSNT

BIE, FRBERFAOT —F 2T 5720, £LOERICHOVTE
NENEBEIPIZENRE (Therapeutic Area Standards) 23, CDISCIZ L VA
T3, BEICEERAREINTWAERICOWTILE DIEHEL I H
THILEBRTELN, FIALIEBRIZOWTIRFT—ZEy FOEREZRD
F—FHA Nz L,

415 HAFEFET—FORVFNZHONT

RABTT —FIRESNh, OTNEREIER L-BEIT—EDFR
BELEDAABNESZEHICSON T, BAB CTOTHENNEIOEY
T, BEABTRELET—% (LUIF BRSBTS —F] &5, ) »iE
HT B ERFETHD, BARERESENDAREMR B 5 EEHOF % Bl

2ITRT, ZHICRS O TIEARW,

BASEHEEE FAA VIZEENBBEORERBF — 4 D7 —F &y b~
DOMFERCRHEFERRBE LTUTOERY 45, 2B, B#K3
ZHERT,

¢ FETBRAALL (F—FEy b)) ZOWVWT, BEREF—FEy b
BUERTEO ASCII THRESNTVAIXFYy FOATHREEN
7 —&¥y b (BT EEFET—FEy R 05, ) @200
F—Zty VEERTDHZ L,

e RAARFRET—Fty MIBARFTEHEODOAZHBEAZEL L, FhUSEE
HErTF—2ty NeR—REOERFEDT—F2T32 L,

s BAEETFT—FEy NeEEFT—FEy MIBASEREEZNICH
BT AEBFENFINOT —ZREOEVWERELLFE—OHEL L,
va—F¥, Va—FRoJEFL 2207 —FFy MEITR—&T5
Zl, B, T—FEy POEZERREFT—F Yy FEXTS
LODOREOAZT I,

o FEEFFT—FEy FFOBRABEBICHEY TS EINICIE. EEOF
—HF TCRBRNWZ ERRLNRFETIXFS] ( [JAPANESE TEXT IN
SOURCE DATABASE| %) #BMT 2L, 7—ZROHIBOED
AARET —# 2HROEEONIEEO Vv a— NZoT THRNT 24
ERHDHEE. BERFT—FEy PPOIIGT A L a2— Nz T
MBI TR TH L,

e T DIFEICFEF| ( [JAPANESE TEXT IN SOURCE DATABASE] 4&) |
HERATIE—ELTR—DObLOEHW, F—FHA FXILX7— ?t/
rNDOEFHRE (define. xml) IZHAFRTHZ &,

o AAEEZFULEMERC2—FU X MERIHIET 2 EMICED 2%
ﬁXi%%i%w%%mTé_eo&k\ﬁ%i%W%%mféﬁ

. FOEEIFHEHEICKNT A2HERH D 261X, RKERKE
ﬁ%ob‘éfatc‘:ﬂﬁlﬂu It AR Y (# : TJAPANESE TEXT IN
SOURCE DATABASE 01] . [JAPANESE TEXT IN SOURCE DATABASE
021 ) . TRAERBLOMGMRIT 2T —F VA FERTZE



o HEFF—FEv NEREDTFNFICEDDEI L, SIIMTF—F &
v MIHETRRAAET —F ¥y b lsdtm jl 7ANVFITED,
ADaM 5 —# ¥ v MZHIGT 5 BARBT — ¥y M Tadam_j] 74
NEZEDDBIE, T—FEy FMEARBRTNVEIF 2207 —FE
v b TCRI—DHDEANEZ &,
o BARSBEAZEERV FAAL VIZONWTRERFOFT—F 2y bD
REFIED 7 A NVZIadh, BETHI T —#Ey FaigHLE2WE
&, '
ek, ERIE LTHAREBEF—FIZ5W T SDIM R TR ADaM & B iz E52D
BMFETORBT I L LT, BAET —F280BREAROT —
Z RT3 TFERD IESITE,. FOHEBAZEIZ SOV TERNT PMDA (24
RTHZENREELY,
4.1.6 uZ7AORHITOVWT
41.6.1 #HFTBT T A
CDISC 1EHECHEYL L = BFFEF T —FICEET 270 /S AL LTI,
WaMT—FEy MERRRT v 75 ARUBATRZ 1 & 2 AORIEERD 5,
K707 AL, ENENTAOEEEROEROIES, T Y
ALOFERBRERBHTHY, HTLDH MDA OBEICBWTEDEEET
T B Z ENFREARTIERRUNA L L TRET2HMERRY, £, FEDY
T hU TR g VIZBET A LD TIRRVR, Tul T AEERE, E
ITURERE EREL-IL—2a iR T A, V7 M7 T ROFED/;—
Va ) KETAERICOWTHETT —# T4 RioBWTRit+a 2 &,
w7 uZf AL a I b BERLTHWAES, v7u7ulsabife
TRETAZENEE LA, =7 7ol 5 A0EBEE ES. i,
F—&ty b7 u T ADIER B KEASRENCEFE L TRY u /'J A
BEOIRHBEESSEICIX, 7T ) XAOGDDAEESORH
TELIZZRN,
4.1.6.2 Il ADT7 7 AN :
41.6.1 TRTEEY, Tl I AIEEOY T hy=TRA—Va i
RET D HDTIIRVE, 77 A NAITIENT Y 7 b U = 7 35 Uiz ikag
FEEDDT &, WERTFHRNT 7 A NADERNET 7 A VI T 554
HEF—&HAL REgbb I E,
4.2 H1EMR BEREERRSORRKUCEREEFROMTICETRHFEE
FF—F O
ERREBMEIROB T 7T —F Ry r— VHAE] TN HRRRBRIROBHE
B 72RO v ST 2EOQBEHRENFIIOVNT, BT <& EEL L)
Fiowd,
4.2.1 [BREEBFEROBTT—F 1y r—VHAE] oo T
% 1 ERER, BRAEERRSONER VEBREREROBITICET 58
BT FRRETA2BEE. BREEEROSETOREEFF—4 7
7ANVDFREZRE L BREEBEEROEF T —F Ay r—UHAE]
FRETA2VLERD D, BREEBEROSTT—F v r—CHBAE)
TR TERT B Z &,



o ET7ANOERE LT, EREINIETOTER (1N IEBhHERRT
EHERAT, ATRSHEWEER T TR UL T OM) | RBREE (X
IEREEES) | 77 ANVA, 77 A NVOREDOHRBRUT 7 A NORE
NEBEZRDLT LT3, 2, [EEMNEMBIREAT IXREOSE
TR ST SEEh e/ B IR R e,
« RAIE LT, BEEFT—ZEHBIR—ZN3 A F ETERT B &)
o F—ZNAYA FENETICRBETT —¥ 2RETAEAIE. K425
I TREIW RO 7 7 A AV EER L TRETA 2 &,
4.2.2 FEETT—FOREHRBHARICOWT
4.2.2.1 ERER R KYBIRRARAT
ADaM LA DT CREHERY L SR B BRI B3 A RS+ 7 — # iR
BIRBITONT, BT — 2y PRUT = Ey MERBORML T
LB ThD,
O Ty —FEy b
T ANERE, UTOWTNhORAR L THT EHREE Luy,
e "SAS Transport Files (% xpt) _
¢  ASCII Format Data Files
*  Phoenix Projects (k phxproj)
¢+  WimNenlin Files (k pmo, *. pwo)
@ F—FEy VESEE
T—Fty PEZREITIE, Pl L bEEARVERORAZ
BT e L, BIIK 5 %Z}‘%&:ﬂfﬁﬁﬂ‘é k., BB, N
RBEEFFITEHDL D D581, TOREZRA—VRHRT
AT ETELI AR,
» TZ7ANARERIE, FB, eCTD BEIE T oCTD RV VEHIZ X o
TEDBITWABPIF ET2ZEREE LY,
42,22 BERB (eFARCESLvIalb—varzeat, )
BEFMMCET 2R EFF—# 2RHTIBREIT VT, 7 —%
ty PROT—#FEy FNEEEDFRIITRO LB TH A,
© EHry—FEv.b
77 A NMERE, LFOWFALORRET3Z EBEE LW
e SAS Transport Files (k. xpt)
»  ASCII Format Data Files
@ F—E¥y FEERE
Tty NEREI, P L ERARUVEROAR
B k L E'J%EB ’5:5‘%% J’EEJ'Z’TZ) k ?G:ia ﬁ@”ﬁf"
5:&T§Lix&w
o TrAAFERIZ. FA) eCTD BHE O eCTD BV vBAIZ X -
TEDLNTWAPIF & 752 EMREELY,
4.2.2.3 ABEZHREMBEERET NV (ETVIREIVIal—Y
= V%ﬁ ie, )
FHER ST T VEETICBET A RRETT —F 2RIET B5E
L_Ob YO, BHTA 7740, T—FEy FRUT—¥Ey MNERESZOH
MITROLEBY THD,



5.

O BFCAWTZETNVOEE, RELZEDRCEBRTA—FO
B, I FIERERORESTEOREIEEND 7 7 AV
77 ANERIL, EROFTELI AR,

@ mMFBETFT—FEEESDERRROT—FEy b
77 ANERIL, EEOFRTELR 20,

) 7-—57'12 v FEEE

T—FEy FEREIIL, 2L ELEHEARUVEROTHE
abé <R PR %ﬁS%%%Lﬁﬁfé L, BB, BT

EZICRBDR HIBEEIL. EOB LR VWY
5 kf%%biz&w

o 7y ANERNIL, KA, eCTD BENK TN eCTD BERVVEBHNIZ L -
TEDLNTWAPIF ETAZENREELY,

42.3 7uﬁ7A%®E¢%EﬁﬁW§kODT

4.2.3.1 {EEAN KD B IRART :

SEENRE X SRENRR/ BB T A AT AR E I NICHE U TR

TREFROFEITROLBY TH D,

o EIFFTNAIIV XA BlE, EHEEART A —FXOREFES)
EETREBOT —F ODBRWE, EHE U3 5 3EMiEER
EEDLOTHD, BB, BT —FEy FERICYZERSSE
5354 (Phoenix Projects (k. phxproj) @ Text Output Z5) X,
FOEERARTIHIETELIZAR, E-, FITHEESITUF
BFHEPREENDIBEE. TnbExitHT2Z kf%biztw

s Ty AT, EEOEATELITZ ARV,

4.2.3.2 BERENT (FFAICESVIal—Taraai, )

BERATIZ R 2 B EFT —F 2RI BBAITONT, 7Tu T A

TrAN, FEREEBBAINEZ7AVERT 0l T AFIRESZD

2al—YarilElTAT7 rANVOEMRIITROEBY Tho,

O TuelSAT7rAN
Ty ANERIT, TRARA M7 7ANERLTBEE &#%ibw

@ EFERERBHAEINREZT 7A (NONMEM output £5)
77 ANERIL, EROBATELI RV,

@ YIalb—aiETET AN
77 ANFRIL, B0 TCELT LV,

El, 7 AFEEOCHERITIRO LB THD,

o Ul ARETTALDOFEMFIRLIEERTALOTHS,

o DR EH. T TATFANERP TS T AOUBESYD -
HZllL, BME6 ZBBIERTIZ L, B, BHENK
FarI hRERTAIChHE ST, NALZDBESL, R0
BE2IT 5 MERRVWGEICE. BRI v 77 AFIEEOR
HIZFREBETH 5, :

HEEETFT— 7% L oCID &L DRI OV T
5.1 HFEEFT—FEL 1D ORBR
FRIE LT, £ COBRBETFT—F i, wmﬂz&f—/meéﬁéné
TEHRBEETHS, LHLERE, CTD BEBHZEICL Y, oD IZHFEE
%?—&%%%Téﬁ%ﬁﬂwmmﬁénfw&w%%@\amﬂyaﬁ—



VRO CID 7 AN FEECHBEFT —FIRIFERUITZ 7 A AVEESD
RN e, 2L, B1HORMER—BICBETIHFETFT— 2 DR
DEEEZREELICBT I L,
5.2 WR—FNPA Mz D eCID Z{FHEEDOEE

eCTD Z 24 DBRiL, A—ZAY A M oEFNICIRETER ROWERTE
BEATIL., CDEMNEFEZRETIZ L, UELRBFROFPIILITORY T
BB,

e« HFE nﬁm:l H DiRFE4

BXa
ﬁﬁ$ FXI—EBRFOR]
AR, 2E0H|
EHTER
5.3 HR—FN¥A bESLi CTD DM

eCTD DELITHT= D . BEEFIXMTMFRE R —F AV b L CRE. FR
XIZADT B, FHIMEROFEIILITOEY ThHhD. B, @TOEBIZ-OW
TRHEO RS, BIRXIIAAZRD B O TN,

s XK, 2E FEHX F77 b EHZE0H

il R b =

o oCIDZTEZF

. RHERSES

o #HA (=—F

. B
. Elﬂ;ann B O—ixa4 5
» B EORFEA

T A VAT v 7 BT BE
WML AV AZLAR (CID Ry T R—2) OF =+ /?ﬁ‘lxlgﬁﬁtﬁ'
BIMERERIREE
EEEHA M K U1 eCTD HEfifA 28 OMig e
=
EEAEEE, BIRXIBASDLEE, BHTS D Oy L0730
HaR—Z VA b LETBREL, PDARCEETS, B—2AH4 F EOBRE
BRI DWW TR T T,
5.4 W—FAYA PEANLTRHE SN CID OZEE
PMDA X ZE L7 eCID I LY A AV AF = v 7 RN F—T a V3 ET
L., ZOREL L BHIC oCTD SEABTOEMER Y BFEEIER TS, CTD
WWRT 35230 F—aryNEE, FEB & LT PMDA @ WEB # 4 k
(http://www. pmda. go. ip/) WABRT B eCTD WIEY — NV OEEv=a T
EE2BEITTH L, :
5.5 eCID T4 79 A 2N L BFEETFF—& OUHER
HEFT—FIIPEE] %ﬁ?«%%ﬂ@~%f%5 Lk, BHEEE
Fr—FEER (B, EBRXIIEIER) T35 \wm&&ﬁﬁé &m
W THD, oD LHEEFT—F &4 HT%&?%%@ 3.3 IR
EBFF—FIARAMIMEREIEET AL C. YHBEETFF—F LB
5emnmﬁﬁwﬂ BELird, BEEETFTFT—F2RHT3IHizD, LLTO
WEEBETHZ L,
® eCTD FEHRHFFICIRHTARBEFT — 4




MR BET 5 B E TS — ¥ 242 L. PWDA 705 BB EFT—
SEERE ST . DIERNIC BT 5 R RET T — & 2B

95 Z LikTERNY,
@ %Auﬂféﬂﬁkﬁﬁ?é$ RBEF7T—F

WX ARBICEGMAT 2 REETT — Z 13, %ﬁ@emnﬁmé

ﬁﬁ%a%ﬁéﬁf EEORMMEEE LTR—FNAH A FE L TIE
43,
® wm&ﬂ%_%&¢5$ﬁ%%7 4

LEOTREL-FHBFT—F D5 B, PMDA 7% eCTD SETHRZ
HHEHDE L TROELDI, CTD SETHICIERITIRB T 5,
BB OREEFT— X L OESOREIRNT S, TR ERR
%FT%ML#$ BETT— ¥ »BERHET A LERRV,
SBETF—FUSCERBT 3 CID ERBRFELAEVGESIT, B
ji?ﬁn_’)lf\'('?}au PMDA IZHERR B Z &,
PMDA 2> B BEEFT — A REESE T HRIC. YHREERE S
LEETARBETFT — A 2 BMERHTH amr%&w
EEGHSRICHBEETFT —F 2 RBHETI3RERAEHOFIEIZNE D,

5.6 BEBTFT—YRHRBROEERE

CTD X i eCTD ETHFICHBE T — ¥ 2T 3481, [HEEROK
RERDEWRROFERICOVWT) (Erk 22 4 12 B 27 BfITEBREE
1227001 BMNATEEAERSERESBEEBEEERBH) ORE6 T
TERFEIC, YHEBFEFT —FILOWTERHTIZ L, “nE &, #HY
BRETD7 7ANEREBREICIET HMNEIZRL . FRRICEET 2 HEE
FF—d —KOBFERHFTENT I,

6. Ffh

HFETT — 2 OREEZRDAIXMAZHE D D b, ABBERMTERBLT
L%mnf%é:&%ﬁbrwtw%wnomr\émmawﬁ | FR SRR
éﬂ%sfﬁm#éﬁm FVEFENCRHT AN TED, TOBED

FHFBMTER ORI R EFLERIC OV TR R T,



pllE |

EHA PR HEOESR

BF 7740 (B—FL2Rh L TEETEETOZ7A )

FARBHROBFT—¥ (=H3FEFF—%) (& EAf@Eaci MEr5—4) 228
bR R T — ¥

| F [BERBRT— 705 bEFEREROPHFETT—F THVE D, ]

~
— — B LS Rl — — — — — — — — — — — — — — — — — — — — p— S S i f— — —

FCDISC ##7 —# (=CDISC Iz ¥l L 75— &)
| =%ty b (=RHF—%E )
| | FSDIMF—%Ey b (=SDIMIZLBF—F & k)
| | LY“#5—4%y b (SADMMF—%ty F=ADMMIZ L BF—F T v k)
| L@&E&Z 7 A/ (=define.xml)
Fviwsr—5—&
| FF—%Eh
| LE&EZ7 A1
LA /S A7rA0
HER 7 2 75 &
Ly —& ¥y MERAZ 17 T A

L [BRREEFREMOPHFEET T —#]  (ERENRRyBIEA S il S i R
B, REMFT, ARPNEYFERESNEFFICETIREETFT —F)

FCDISC #EiL7— % (=CDISC IZ#EfL L F=5 — %).

| %%y (=RHF—FEv )

Il | KESDIMF—%%Ev b (=SDIMITLET—FEy k)

I | YBHh5F—%F%y bt (FADaMF—FE > b MMMkiéT—Ft/F)
| LEET 7141 (=define.xml)

FCDISC BHELA DR DT —F (=ADaM USN DR THEIFT—F v F&E
| BT 28607 —%)

| Fr—4%ty b (=REF—FEY )

| | HEFF—F¥y b+ (=ADaM S DOERDT —F v b)

| 1 LYiFr—4ty FTRWF—F vy b EBRFAEDHEERTFNVE
| 1 HORELEEMRULEE T A —F OBEOREHE)

| Fr—%ty rERE

| FEERBERHASRETZ 7N

| Lysal—varvicl@+s7740

| L7 w /5 AFEE

F@ﬁﬁﬁi(xﬁ%niméféﬁﬁ%ﬁnii)

Fruessaz7a40

I HeyiR7r 7S A

I Ly —s ¥y MERAT 275 A
Lﬁﬁ%ﬂﬁﬂ@%%T—ﬁA/&—vﬁﬁi

L1 5 30E
FaCRF {Annotated CRF)
L=—Z 374 F (LW B Reviewer's Guide)

FSDRG
LADRG

FeCTD (BEHEFT—# #E<)
FFD i —#
L [Zofth, F—ZA&24 L TIRETI LD, ]



Bl 2

AFEREENDTREER D DEHOH

Variable

CDISC Notes (for domains)

terminology in DVDECOD,
TREATMENT DEVIATION,

such . as

Prefix Name Variable Label Type Description (for General Classes) Core
. Reason not done. Used in conjunction with ~-STAT
ki@ --REASND Reason Not Done  |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
b o] --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 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. ‘
qV SVUPDES Description o_f ‘ Char Description of \jvl_mt happened to the subject during Perm
Unplanned Visit an unplanned visit.
Reported Name of . _ .
CM CMTRT Drug, Med, or Char Vf?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 EXADJ REE?SOH for Dose Char De.scnbes reason or explanation of why a dose is Perm
Adjustment adjusted.
- |SU SUTRT geported Name of Char |Substance name. Examples: Cigarettes, Coffee.  [Req
ubstance -
sy SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
sy SUDOSTXT Substance.Use Char Substancq use consumption amounts or a range off 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 . . .
MII METERM thepMe dical Char Verbiat_nn or preprinted CRF term for the medica Req
. condition or event. ;
History
Verbatim name of the protocol deviation
criterion. Example: IVRS PROCESS
Protocol Deviation DEVIATION - NO DOSE CALL PERFORMED.
bv DVTERM 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 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 systern, 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 DIFE, 2R —S415)
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BARET — & BT OB

#11) BAZESOEMIHABFHRRETLOEEIRMT S5
AE RAA Y (EHEHFT—FEy R)

AAECT —FINELETF X FABIZOWTIERFEXFS] ( [JAPANESE TEXT
mammmmﬂmmwjﬁ)%%ﬁ?é(mmmM%%E$%TW%)o

Row |[STUDYID [DOMAIN  [USUBJID: |AESEQ [AETERM . ..~ |AESTDTC - AEENDTC AEMODIFY [AEDECOD
JAPANESE Tl EXT IN
1 ABCI23 AE 123101 1 SOURCE DATABASE 2005-10-12 2005-10-12 Headache
|JAPANESE TEXT IN| . . .
2 ABCi23 AE 123101 2 SOURCE DATABASE 2005-10-13T13:05  |2005-10-13T19:00 Back pain
|JAPANESE TEXT IN| Pulmonary
3 JABCIZ3 |AE 131013 SOURCE DATAB4SE 20051021 embolism
Row AEBODSYS - - : U JAESEV - |AESER : |AEACN |AEREL : .
1 (cont) Nervous system disorders SEVERE N NOT AFPLICABLE gEEgQTrEgLY NOT
2 (cont) Musculeskeletal and connective tissue disorders MODERATE N DOSE REDUCED _|PROBABLY RELATED
3(cont) |Vascular disorders MODERATE  |Y DOSE REDUCED g‘;gg?%" NOT
Row AEOUT . AESCONG [AESDISAB |AESDTH ::|AESHOSP |AESLIFE |AESMIE |AESTDY : |]AEENDY [AEENRF .
1 (cont) RECOVERED.’RESOLVED - -1 -1
2 (cont} |RECOVERED/RESOLVED 1 1
3 (cont) gECOVERINGIRESOLVI’N ¥ ¥ 9 AFTER
AE l~“;<4' v (AFRRET—F#EY b)
- BEBTT—FWELTHZ A E_owT@ EK EEOEIHRMT D,
Row STU'DY-ID DOMAIN [USUBJID JAESEQ . |AETERM: JAESTDTC . 7 |[AEENDTC . |JAEMODIFY |AEDECOD
1 ABCI123 [AE 123101 1 TE 2005-10-12 2005-10-12 Headache
2 ABCI23 |AE 123101 2 O 2005-10-13T13:05 |2005-10-13T19:00 Back pain
Pulmonary
3 ABCI23 |AE 123101 |3 AR 2005-10-21 embolis
Row AEBODSYS AESEV - |AESER  JAEACN - _|AEREL: | -~ :
1 (cont) Nervous system discrders SEVERE N NOT APPLICABLE gggggw NOT
2 (cont) Musculoskeletal and conmective tissue disorders MODERATE N DOSEREDUCED |(PROBABLY RELATED
) PROBAELY NOT
3 (cont) Vascular disorders MODERATE Y DOSE REDUCED RELATED
Row AEQUT-- : |AESCONG [AESDISAB |AESDTH |AESHOSP: |AESLIFE |AESMIE - |AESTDY|AEENDY :  |AEENRF"
1 (cont) |RECOVERED/RESOLVED -1 -1
2 (cont) |RECOVERED/RESOLVED 1 1
3 (cont) IéECOVERII\IGIRESOLVIN v v 9 AFTER

$12) RIXOBABEFERTLHLENRETHY ., FERT DS I%Zﬂ]%'i‘ﬁﬂ F¥:ln

HVNERE LGS

QS FAALY (REFF—FEy M)

Row |STUDYID. . {DOMAIN - [USUBJID -: |QSSEQ "|QSTESTCD- |QSTEST 7. -~ &= .
1 ABC123 QS 123101 1 QSTEST1 JAPANESE 'I'EXT IN SOURCE DATABASEO]
2 ABCI123 Qs 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(2
3 ABC123 Qs 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(3
QS FAA Y (BAEF—FEw )

Row [STUDYID DOMAIN USUBJID QSSEQ QSTESTCD [QSTEST i

1 ABC123 Qs 123101 1 QSTEST1 HS CHEsE#itF 707

2 ABCI123 Qs 123101 2 QSTEST2 FIEABGIICEETD?

3 ABCI123 Qs 123101 3 QSTEST3 FIAMHRE LT ERTTS P
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Analysis

Study ID

No. Type ¥ |/Report ID #2 File Name *3 | Descriptions ™4 File Location %5
1 - TXXXKX FRRERBEIROETT |././.[../../m5/datasets/12345/analysi
—F 3 r—VRAE | s/cpfooontxt
PK AT T — ¥ v
2 STS =
KXXXX XXXXXX b (ADaM ¥5%)
3 STS XXXXX XXXXXX ‘11’ / ;22;67—5’ ST
X STS L
X POP KXXXX KXXXXX P,:K AT =5y |- - -
X POP XXXXX XXXXXK ‘TZ / }\ ;g;é T |
s s l.:ﬁﬁ[l\';f:
X POP XXXXX KXXXXX (Y7 PFDEF) A |- - -
A
- BT A e S
X POP XXXXX XXXXXX 5 AEJEE .
X POP - ..
X PRPK XXXXX XXXXXX A S KBETT A . ..
o RRAWEBEER
X PBPK XXXXX XXXXXX BOF— St
s e TR AT—F
X PBPK XXKAX XXXXXX vy hEmE
X “ .

¥l ERShEBIFOREEE LT, DTonThhr2EHidsZ s,
STS : EHEf A EpEE (UIEMBIEEEASE) FF

POP : FHEERfEMT
PBPK : A FENIZEE iR E 7 VEEMT
Other : % D

X2 RBRESXRMEEESERRTIZL,
I3 T ANREERTLH L,
¥4 77 ANVOREORAEERTELZL,
X5: 77 ANVDREMBERB T L,
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Dataset: : XXXXX ( IXXXXX| 137 —%¥& v hE)

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 ..

¥ L BRI AL,
X2 EEROBBETEHTIZ L,
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No.  Program file name *!

Description *?

1 AXXXXX

ERYZ7 027 OO Ver. @

#HRER: « - - ICTHAWE,

HEHEOEE A

TN b7 ANERATEZ A ETROTTRET S,
KXXXX <- "SSAL"

DT E T T ANERITFT B 7 AN e TEROTTRET 5.

AXXxX<S- "N AL"

s TROITE T s 7 5% E{TT 3,

exportDatal XXXXX)

SHRELEZALE (ooxx) WHAZRECSVZ 740 { Taxxl ) loxt

LT, ¥YTal—agrfD-. - - 7740 (oxxxx) 2F735,
TRy b7 e AN (xxxx) B, ETCHELEZAVY (oxx) I©
RIFT B,
s FTROTPL7e 77 AOFTEERL. fRELET YNy b7 7 A
M xxxxx) EFAHZ AT D,

xxxxx <- importData{ XXXXX)

X XXXXXX

FRYZr72F : OO Ver.@®
HEHEN: - - - TRV,
FERNOBESR

Ml T RITFATZFANBERRTHI L,
2.7 ST AORA (ERY 7 o, FHEN, ERROBERS) FEHTI L,



