MR ERE 0401003 &
HHEVE EXRE 0401001 &
S f 4 £ 4 H 1 H

FAERT RAAE AT (7) KB

WOSEAT Bk N E K G IE R B A R o R
# &£ v v % - E
VX2 M) =P A2 F—K
( N F ) S )

KGR ZES S DB T T — Z BRI 2 IR A FizonT

IS ORLEIRTBIZ OV T ORROBEE (LLT HEFEHFE Lvo, ) KEOHEL
WM HONWTIE, Bk 1. RO2. om@m (LUF THBE®mZE] L), )
WXV RENTEREZATT, o, KRHFFEREOE 7T — XTI %5
AR, RIS ICOW T, SRk 27 424 A 27 BAT T FEBERFE SR 0427001 5
BRSEATEOE N S R RS AR SRR I R S = Rl 7GR 5RO
BT — ARSI T A EANI T A iz oy (LU TIH@E) Evo, )
WCED/RLTEREZATY,

Ak, IHIREWEMENFE L S, ARREREOE T — &I 5 Ik
WIZDWTIE, B 3. RV4. OB LV RENTZZ L &25F, KRB
K DE 7 — X RMICET 23 FH, EEFHFEL LT, Il LB Y
FLOELLEDOT, HE FEBRFICHTHEMF LA LI BN LET,

7Rk, AEHOFHITHE, HBAIEELE L ET,



(BIIHE)

1.

HWAT — X PEHICEET 2 AN 2B 2
KRR OEAT — X RIS B HEARRE 2 7o T (ERk 26 46 H
20 HETITEAFAI 0620 55 6 &2 S @8 EIHA N REEHRE®Em) (&

444 H 1 BBEEIL)

KGR OE T 7 — 2 RHICET AN EZTICHO>VWT) BT 22HE
BELEE (QRA) 1IZOWT (FFn 24 3 A 18 AAHTIEATEE EH - ATE AR
S A B AR EAS)  (HA4 44 A 1 HEELR)

. BT — A RHICBET 5 ZE R FIH

ARHFERFOE 7 — ZHEHICB T 2 ZHEFHEIZOWT Pk 27 424 H 27
HAHT SRR 0427 3 1 SR EA EIERE M RFAE R EEm)  (Bfn
444 71 HEELR)

[HAGRHFEROE T — XTI 2 EEMFHIC OV T (2T 5 E%

SR (QRA) I2OWT (BFn24E 3 H 18 HATIT EA S EE EHK - A1EEERE

WA EAE AR FS ) (G444 0 1 ABELL)

. BT — 2 RIS B

AGRHFERFEDOE 7 — X HICET 2B W W T (444 A1 H
T SEAERRHE 0401 2 10 SR A @A 3L - ATERH A R EE N FEAE R E®

(BRI W THEEEFT—Z@m) Evo, ) )

AGRHGERF S OB A7 — 2RI T 2 Bl MW T ICB 2 EBRIGE
£ (QRA) IZOWT) (4441 1 AT RAGBEER - AEfEERE
SR A PR FSEAS)

. T = bV A VAT LRI LT IE S O KGR R R

T—= b T =2 A VAT LEFA LT HEIESOKGERFEEIZOWT (B4 4
4 7 1 BAFTERAESRTRESE 0401 55 7 SRS A EIR - ATEEA R ER L FEEE
RS GIRICBWT A== 5@ SV, ) )



(R
ARG OB 17 — & R BT D HE A

1. &5

L1 KITA FOEWY

KB BRSO -7 — X RHICBET 2B WEIC DWW T, 7 — hT A
FHEAE, HREE T — AL OEOERISEEICBONTORSINTNDS EZAT
HDHD, AGRHFEREOE 7 — X RHICBET 2 S 5 25HEE, EEFIEE
WZOWTIEL, ATA RTRTHDOLET 5,

Fio, AGRHGERED eCTD ZETEIEDE 17 7 A VORI EI T 25,
EEFHEIZOWTEH, AUA RCHIFEORTZE LT3,
1.2 %

AATA FOwEMEIIL, ARHEFEEOE AT — X RHICET 235ME3E, 1T
EEIEE, MOSSALE O eCTD Z#3eBhEDE 17 7 A VORI T H5Hi g
H, EEHEEELTD, B, AVA NICERH SN NEICEE L=,
V= LRV T AN ~D Y I OWNWTIE, PDA U= 7Y A b
(https://www. pmda. go. jp/) (ZHEHE#HT 2D THETSHTHZ &,
1.3 HHEEOER

AITA RTHWLND HFEORZRITAK L O LB TH S,

AITA FTHWBNAHREL. AL 77— Y = PEEEA L OHEE 7T —
ZBEITCTHOWONAHFELFIZTH D,

2. HEEBEFT—ZE0RHBIHANWD VAT AOR AT ESEICHONT
1 =T =A AT LORHFIEZEIZONT

HEEETT — 2 FORMICAWD, HFE - HFEI AT AR OZUCEREET
LHHFEETT —H VAT A LUF 5= U= A VAT L] EWV0H, ) ITTF
SLURL 2ORHTE B, Y= b oA VAT LOFRHICH T > THERET
AEEOE R &L ONZE OMOEATH G, W NCFIH HEOFEMMIX, PMDA ¥ =
THA O HFEETT —X VAT MIET R MOHREETT—4 v
AT LD E~ =2 T NV EEBRT 52 L,

(F—FT7 A AT A : https://esg. pmda. go. jp/Ssk/comn001p01. init)

3. WEETT —FEDORMIIONT

3.1 HGEEET 7T —# FRHOAARR 2N

HEEE 1L, MEZIN U, 1RBRAERE. HEEE 7 — Z 1R FIEMERE, HrEK
A AKRE AR TEEMmEREZIEN LT, WEEE 7 — % O H#iPH & 07K R
HEE T ERHISEIZOWT PMDA LRERRZ1TH 2 &, ZRds, IR TEDHEEE
TT—HDONE% PDA V=7 %A ~o [HEEETT — X IR 500 E R
(Form A) | ZHWTE Lo, #HTH &, MEkhE, BT —F R
ANCAT 4 2 T EE AR EE T EFANHRFICRB O TRET 2 2 L2 E
LU,

F— MU oA HFERMICIESE, HFEE RN — U oA VAT A0 G HEE

1


https://esg.pmda.go.jp/Ssk/comn001p01.init

FEEITV, HERHICRET2E T 7 7 A VOEBEIZLE 2GR (B : eCTD
DAL eCTD ZAIFT) Z2BGT52 &, TDK%, FY'— bV oA VAT A
W CHFEICBEET D EROANT) « BEMLORFEICHLERE 7 74V (HFE
EREAT—% (LT FDHGET—%1 L\WoH, ) | eCTD, HEEETT —HX5)
EETH &,
3.2 WEEE 7T —¥EoRM Ik
HEEE 7T — X 2RET 2856, VY= by oA HE@RMICHESX, F— |
VA VAT AZLVEHTHZ L, £/, BT —H % eCTD @ XML A >
=BT AGEORMNFEX. [Erfbasr - 77 =0/ F%
=2 A2 F (eCTD) (2 X DAFEHFHEICOWT) PRk 29 4£7 A 5 AfHTEEAE
M 0705 2 1 FIEAESBE R - AT E R 3L R A B R am .,
LLF TeCTD v4 @A) &9, ) &R+ HZ &,
3.3 7 —bUxA VAT LEIN LI-HGEE T — ¥ O
HEEE 7 —Z ORMichHe . FFEFITLLTOMIE#HE 75— F U = A
AT AL eCTD @ XML A v & — TRER, BN UIATT S, A3 1R
OBENILLTFD®EY Thbd, 2B, ETCOHEBIZOW TR O 7= NG, @&
RXNIANZRD D EH DO TIL7R0,
e HF—hRNUxAZEE
o NUF—T gl )—)LDNN— g
o IRfTEEREAT A DDOER (eCTD ZATE S, #EHEFE S, CTD &
7 va s (LLEX, eCTD 245 HEEDA) | lgEs, Ry 1
~VEE)
o T ANTEOiATF (ISO/IEC 11578:1996 TN ITU-T RecX. 667 |
ISO/IEC 9834-8:2005 12 L » TEFE I 115 UUID)
o HHBFT—HFOMMEST GBI, BEHL, HIRE)
o EWITHIBRIT G ORI T
e Ty AR
o T —XFENTHESA
e T ANNEDOHH
R AR, BIRUIAS L%, eCID D XML X v —I b8BT+ 54
BUSNE, TBRHT 2HFEET — BN TS mb)] 74V ET—
K72 VAT LATEHEEEL, BMET D, eCIDDO XML A v E—U BT 5
B, eCTD T/ H D7 ANV Z &gk L, eCTD & LTHEETH, F'— b
VA VAT LD EAR BB OWTIIH BB TFT — ¥ VAT ADOEME~
—aTINVEBRTHZ L,
3.4 WREEFT—HEDOT 7 A NP A X
BT AHFEBETT—2D5 5, PDF 7 7 A MZHOWTIL eCTD  v4 S@%IT
EDD PDF O KT 7 ANYA X220 L, 1RO EETRER]
R T7 7 A VA XKOPDF 77 A VUNORFEEST —X 1774 vd
720 DY A XD L[RE#HZ D5EIXERNT PMDA ITHKTHZ &, 77 AL
A XD ERIZOWTIFFEE T —F VAT LOBRE~ =27 V2 ST
HTk,
3.5 7 INHHERE
BT —Z1%, JFAIE LTCULTFO 7 3 VA REE IR L CTIRET 5 2
Ll L, YT 7 NEFEZBMLRN &, LLFED 7 4L ZHEE ISR AN
RS X T EATIC PMDA [ZHHRR L, $RH T 5 7 4 L A HEE K O 5
2



TrANrIEOoOWnWTHEEEERELEEBEICRET 22, B,
Imb¥datasets¥[study id / iss / isel] F TOREBIZHOWTETTAHZ &
ECYAYoY (AN
4 M3
4 | datasets
a || [studyid [ iss [ ise]
a || analysis
4 | adam
, datasets
. programs
. adam_j
4 | legacy
, datasets
. programs
| misc
a4 | tabulations
. legacy
| sdtrmn

. =ditm_j

T ANV REIEICHEEE T — A BT IChT2 . LN ETDHZ &,
mb| ZANVEMNOLHA T, 77 ANAEGDIRAEE 160 LT ET
HTk,
TANELIL2 LT T E L, LTOXLFENOERTHZ &,
> TIIT 7y D" 9672”7 [U+0061 H>5 U+007A]
> FFo”0” 5797 [U+0030 75 U+0039]
> v—7A " " [U+005F]
> AT -~ AF R [U+002D]
Ty ANKIE, T—Z Y MTOWTIE 32 XFEUTF, T—%t v M7
7 A ME 64 XFLLTF (ENEEE T2 ETe) &L, R AR OEROE Y
I REBRS AR 02 L TOXTNORT 52 L, ol, 77 A VAT
HTEXDXFIZONWTIE, HEEBE T — X VAT ADOEME~=a2 T Va5
THZ L,
> TITr Ny hD7a"9b"2” [U+0061 7H>6 U+007A]
> BTD707/ 5797 [U+0030 2 U+0039]
> m—F A" " [U+005F]
> AT - AFR"-" [U+002D]
> T —XJ A K., define.xml M RAZ A )L — N2 ME#T 57 —ZE v K
CRIL 7 A+ VAT 5 2 &, define. xml FRHEANA DN, PMDA |ZHER
TOHERNPERIND LI ICYFEAZ AN — N EERTDHZ &,
> KEINT DT 7 AN WG RIS T AV BB LT &,
> ERRIEBSEIROREE T — 2 D55, CDISC LN DO DT — % %
AT A%, — Bl LT FERD X HIT lanalysis] 7 /LEZDFD
Befgic Tepl 74N AE2FRT. TOHICKRNTLIZEnEZ NS, 2



DAL, Tepl ZAHNVEHD T 5 VX EERRIZEIZHIRIZ 20V H D &
T 5, BB, YT —FOBRMNGTEE L TEILTLLEZNICES DT

ARV S R r fa G S B

NAR, THNIHROT 7 A AR

5 EROBERERRIZIIND Z &, ¥ET — X O FIEIZOWNTIEL, F
BIIZ PMDA IZFHFR T2 Z EMEFE LU,

7 ANVFOMRAGIEZILTOmEY THD,

7 FIVHE L L] i B
md 1 |HEErT— 420K 7 NVE, K744
WL 7 A NVEUSND T 7 AN EDTIIR D
AN
datasets 2 MBI T— 22BN T 5714,

KT FIVHEICTFL T +NVELSND T 7 4 VG
OTII R B0,

[study id / iss / ise]

AR T & AR Z & ITEfk s s 7
FIVH, T A NELITE AR — BT
X 2B S (studyl23, 72 &) &4 50, fi#
BrofEs] (iss, ise, 72&) &35 &,

KT FNEICTALT A VEUND T 7 A VoG
O TII R B 7220,

analysis

fRT T — 2ty NROT 07T LA ERNT 57
FILA

KT ANV TN T A NVEUND T 7 A VoG
O TII R B 7220,

adam

ADaM 7 —%t v REOT 0 7T LEKNT D7
FILA

KT F VI T VB LUND T 7 A Vo E
O TR B2,

datasets

ADaM 7 —% -t v M &I T D 7 VK,

programs

ADaM 7 —#t v b O EDIENR IR D 7 v 7
T LEREINT DT VA,

adam_j

P ADaMl 7 —Z &y MIX T b HARGET —
Ay F%*%%W#ZD72]‘/I/§O 2&7?/1/&\‘6:5

ZE ADaM T — X By RSO T 7 A LKA L
TIER 5720,

cp

W R S PRBEI D R FEE 7 — X D H B, CDISCEE
WELIN DR DT — X BN T D 7 VA,

legacy

ADaM FEXTRWT T — 2y Nk r 7o
LEIEANT D 7 VA,

KT ANV T T A NVEUND T 7 A VoG
OTIEZR B2,

datasets

ADaM LIS DR DT T — 2t v N &1 5
7 FIVHE

programs

ADaM LIS DTEXDfENTT — 2 & v b RO FED
VERCARD 70 7T DEKENT D 7 VA,




AL b e FEH

misc 4 |analysis. tabulations DWW § LD 7 /LA
N9 2 2 ENEYITHRWT — Xt v b BN
T5H 7 FINH,

tabulations 4 WEEREOT — 2R BRICET A EHE - ERE
XCTHER L2 =%y hEKENT 57 11
&‘\O

KT FNEITFALT A IVEUND T 7 A VG
OTIEZR B2,

legacy 5 |SDIM PSA DO —ERXRERDOT —%Ey b &
57 314,

sdtm 5 |SDIMT—%%tv NEHHNTH 7415,

sdtm_j 5 |3EEF SDIM T —Z &y MIxHET 5 AARET —

Xty NENT D7 NVE, K7+ /VZIZH
A58 SDIM 7 —F & RUSND 7 7 A )V EFEHA L
TR B0,

3.6 HEEE 7T —XIZET AN T —2 3 4220 T
F—=h T2 VAT LEN LTI SN HGEE 77— X IZk L, 7 —& OFf
BN U2 F— g UM T s, N F—a VOFERIT. A— T oA
VAT LA U THEEFICEE SIS, R, 3.6.1 (7) HITRT/L—/UE
KL TWDHHEEE T —HZIZOWTIE, ARHEEE RN T2 ETIEELZ S
2T, BCOT—FEFHT 5 ENEE LYY,
TR FHERT — N oA VAT DEMERICRAE LT T —IZ oW TE, F—
N oA VAT BANVT T A7 GEIZROE DR EITO), FEREZITAZ L,
3.6.1 CDISCHEHE|\ZHERL L 7= 7 — X ZxtT DN F— 3 v
PMDA % CDISC FEME|\ZHEHL L 727 — Z (Zxf L CTlX. Pinnacle 21
Enterprise ZH WA F—2 3 %2179,
NY T =g VZHW DU ZOWTIL, EE~OE A L HFEICEB
FAHT—ZFIHDOEG S, PMDA BNFEFNHE T NIRRT — % OE,
J O PMDA (2B 1) B ERIRRERT — % OfF kiR F T2 &E L T, £1—b
DR Z I E 2 TR A ICERMEZREL TS, BEREOEBIILLTO &
B Thsb,
(7) EX L TWDEEITIHMEIE SN D T TEAEDBIE SRV L—L
BHEARRBRICOWTHMATH LT — Xy NOGFEESEDOIEFITIEAR
7 )L— )L

(1) B L TWDIEAID, AN KE 2L —L
%< DA, FEMELOFEEN A FIZHEIZED 5TV 5L—L
ThV . EX L TWAESITIZZFEOMB K OMEENRATRE/ A 12
ONTCT —Z A REICBWTHATANLEDH 5H/L—)L

(7) EXLEHAETHLLT L ZOMBHEZRD 2V L—L

7ok, B (U) oW Th, KRBT — X OEHOBLANL, BEXD
BEIZOWTHEEFHZ RO G508 H 5,

5




PMDA IZE 1T B3 7 — 3 U OEFEEREOFEM, #x ov—1, ROZ
DERMEDOIYEIZOWNTIL, PMDA T=7H A FhTABLTEY ., FFHICH
oo CIXHFEE DR HEE T — X RHANC Y T — 3 VBTV, L—L
WCER L TCWAET AT LT 9 2 THRERRSEITHI HENH D, L—
JZOWTII A B WE SN D AREER H D Z LICHE L, ¥k
OB MEMR L= 2 TRV TF—vavrz2ETsri L, R, L—L
DWENG DB AT, KEBRDOL—LOEAE TIc—EDOHIME L - T
WENENTEHEIND,

4. T REHFEEST —HEIIONT
4.1 CDISC FFYEICHEHL U 7= FRGERE 17 — & L OBRE 3 2% (IO T
4.1.1 T HT7—%tv k
4.1.1.1 HsE

R R R T — # OFEHIZEE L CiX, CDISC #ZE¥EEZFIH 35, CDISC (2
LA OBFERELCEIE T 4 K (Implementation Guide : 1G) . BEFIR
MEIT CDISC D =7 WA k (https://www. cdisc.org/) SR+ 2%5Z
L,

CDISCIZ LV FRRABRICEB W T CRF I LW IEENTZT —HX D —
BREXT—Z ¥y borEREL LTIX SDIM 28, i@ty —4 &t v h D1
He L LTI ADaM 232k 4T b, PMDA 2332 iF A4LAlRE & L CTABH L
TWDH/N— 5 D SDTM, ADaM A AZEUE Ny (NFEEE T A RIZHEVy, HE S
NEEEEHWCT — 252 F LORHT 5L,

CDISC fEHe L B BB CUE S NT=T — & & HEERCIRH T 5729
(2. FIREE DS CDISCAZUE|ZYVENL L 7= TR I B H 35 & ) JEME S 23T
D720, ERARREROFHE OB D | HEERFIC SRR 2R L 72 B
TOT—XEEHNRDOND Z & ZHiRIC, T — X WESHENT TIEZ
RETT D22 ENEFE LY, BB, ZNOEEIFEEICEWO THLEREE
KB DT —ZHBZ R LT b DO TIERW=o, FEERERICB VT
WS RET — XTI GEB R OHER OB AR E 2 T, EADOHEZD
P R OVEE A PR BTG N DN 9Bk DL MR ML 72 THEH 23X ET D
VNS D, MEEICHEIL L7 — %y NEEZERTHITHTY .,
RERER O FHE SUTINET 55— Z ORI L 0 EE 0 FEHIENE 2
SNDEE. B L IXE IS EEESIE T A NICHERT 5 2 &0
R ONIARB 72 53 & D556 121%, FaTZ PMDA [ZFFR 5 2 &,

B, T—Zt v MEMEHZIE CDISC HEHAEA 1T U s, FIHT 5
HIHESCHEBICERINE-CES2T0FEHEHAT LI E L, A2
Vo TRRILF - INUFHEORLEEL LN &,
4.1.1.2 SDIMT—% & >~ b

SDIM 7 —% & v M, FEABIZ CRF FIZLVIESNZT — % %,
FANBHR— 5 D SDIM L TISDIM IGIZB W TR E SN2 8z kv,
BEINTES RAAL ML TIRHT 5, HEEHEICB W T, SDIM %
NETHMEOEXCTHKRBRT — X 2EH L TWDLLE1H 5035,

6



ZOHETYH, HTDHT—4% > I SDIM LT SDIM IG (ZiE~7- b
DIZEWT HZ &,

SDTM (B TlE, Z%% Required. Expected. Permissible (Z43%H
LTWb, WESNTET—2NEGEENDIEHIZONTIE, ZDONFEIC
WINPT HERIEY 2TOEROT — 2 2ETHZ L, 2B,
Permissible, Expected DD 5B, AFDOHDILXA[REZRR Y #EH 9
HREThHDH,

o RX=2XT7A4 777 (WRRE, M2 A 2 LEX., EMRE
FE. PRAEW) ORGSR 5)

e EPOCH designator (BiHiZ+8E9 2250

e —DTC, ——STDTC, ——ENDTC Z# % & HGa D, FIZx T 5
Study Day %% (—DY, —-STDY, ——ENDY)

SDIM %, UG L7=2T — X DIEEZOFFEKML, BRIGETE o7z
TR EME LT bLDITED R, M LT — XL ADaM T — X & v
MZgHHrl L,

T—HIEREOHEDOFTH, Bl 21X BEHEOIEAUTIE IS0 8601 %
Wbz &, —DYIZ0EEERNWZ &, 722 % CRF T Yes/No TF—4#
DINE SN TWEHEETH SDIM TiX Y/N & LTINS 25, A7
HANZHES = &,

HEEE R 2R 2l L Tl 2 OfREIZE D Y THND 1D ZMHNT 5
oD E LT, USUBJID WHE SN TWD, Bl 2 13 AR & =
MCHE EFRERRE, HHEORBRE T ANDOWBREICET ST —
AT HI L EAREL T 570, Fl—WBREIIIHFEER 2K A
L CHRBEZRBR Y [Al—d USUBJID ZFF O L D IZHBETH T &,

SDTM 28RN, FEifi S 7= BEAR R O FHE 2 B3 2 [FH &2 813 5
Trial Design Model @ KA A 2 (TS KA A L5) 12O\ TIE, £l &S
N EEARRER O ICE T 2 A 72l aegielod, EET A RITHE
W — X A REZR IR D ASHN L CHRIH T D 2 L,

SDTM Tl SDIM THIE SN TWARWEE A 5 8 5 7212 SUPPQUAL &
W) —HEDT —HEy NERETHIENTEDL, INHLDOT—XE
v ME SDIM DF RA AL AZEIN S THZ LDOTE2WNT —HIZx LT
FIATHZENTEDN, BRI TEEARBTICEET S L) RE
BIIZNITE D D _E TiEARV, SUPPQUAL 1T, HRICREEN A FICELHE
DRV, BEICBWTHELEZEIXIONDIEREZEOL I L ERFTLT
WAEAIZIX. FATIS PMDA ([ZFHRR L., FEBRIZE O LA IZIXT — 4
A4 FIZBWTEBT 5 Z EREE LUy,

I LT=T — % OFFBRIZ K - Tix, SDIM OBEFD KA A ZeEHE L
RWGENRD D, ZOXORGE, HEEICEIL2MAD RA A4 (U
T ITHRAZLARAAL ] EWSH, ) ZERTH2ZERROLALTND
DT, T—ENGFD RAAL LG LN & 2R LT 9 2 T,
SDIM IGIZREVT AZ N KA A VBB LT — X BT 52 L, 1A
HELRAALOPBIIMNE L o B E EHITT—X A RIZie#

7



THZ
4.1.1.3 ADaM 7 —HX v k

fiENTT — %+ > N E CDISC FEHE|Z 351 % ADaM [ZHEVERR LR T 5,
AT RIS FRH S N2 B TOMHTIZ OV T ADaMl 5 — Xt v b &4
T HMENIIRND, BEEICEE T 5 EEMNT, BRI (5 ZEREh

(2B 2% B AT 0 B B 7 B IR B IR B IS B3 2 AT ﬁém*
BE9 5 EEMNTCH EF LB T 2 AR RN, BaESCH M
B4 5 EHERK T OREZMEFTT 5720 OMITSE. AW, ﬁ/}:ﬁ@
TFEARR B L OHE - AEOZKEORAUCE D 5 KRR 24255
72O DNTIZOWTIL, ADaMl T—& v haEHT 2 L, #HT
T =%y FOFSHEICOWTIE, FRNZ PMDA IZFE#T S Z LN E
LV, ADaM F—H & v FTIERWT—4 & v k& AW CIRBRAFL R
EOMMTRERPER SN T DL EHAEICH, EdRoFME, ZettoE
B RNLOHE - HEOREDORILIZET L 2 MHTIZ OV TIX, Ui
FEROFBNFEEZ: ADaMl ([ZEES LS — 2y FERRIHTHZ &,
ek, HEERICHBEE PR FEA~DORIZE DO L 7Tz
W, IBIITCENTT — % v hERET A MR,

ADaM |21, #EBRE L~V DEH A & e Analysis Data Subject Level

(ADSL) & WHTF—ZtEy bn3HV, ADaMl T —F &> FNERHT 5%
REREIZOWNWTHT I ERE LTdiE 26720, £7-, ADaMl 7 —
Ay MCEDEMT RS LT D=0, —fRIZ ADSL T—X & v b
IZEEND, ABREMFEEICEHSNLIETOLEELFTLK L7
L85 %, JFAIE LTH ADal 7 —F &y NMZE®HDHZE, ZNHDOE
Bopl L LTk, XEEICMA T, Ak GUREmEEESS) | £
Mifiex (fEsxds) . #usl, E. FUHT o rzigg, el Fin, '
W, fRNTEEM 2R 7 7 7 RO EE R N—Z2 T A AT D HBRE Y
ST HAEEN D 5,

ADSL LIS @D ADaM 77— & &~ NI, HBY &3 218 4 OfEHT ORI IS
CCThEA R BEHOEREEVEDLZ D, ERESCT —HX A RIZ
LDONBEOHRHANEETHLZ EICHETIRETH S,

ADaM 7 —# ¥ v MZBWT SDIM 7 —F & v b &R UEEEZ AT
LA, TOEBOEME, WRZEILREET D &,

4.1.1.4 T—2%y bOT7 7 A IBERIZDOWT

CDISC FEHE(Z YEHL L 7= SDTM, ADaM & —# ¥ v hiZ. SAS Institute 7%
AT DT —HURik T 4 —~ > hT&H D SAS XPORT 7 7 A )VHRIE T 4 —
~ v k Version5 JE=, (LLF SAS XPORT JE=) L9, ) T, 15—
2y el T77AN0E LTIRHTHZ &, 228, SAS VAT AIZLD
VERKBEIZIX SAS CPORT Procedure I L7722 &, HAGE TOFLHEN
MENOHEYIEEBE X LNAEE (LT THARGEHEE] W), ) BE
ENAHT—H Ty MZBWTHEERIZ Y 7 A AU SAS XPORT B &
L., 7—4%%y MEEFRHICHWO -T2 v b XFHF b &7
— B TA RIZEGhH I &,



SDTM KON ADaM 7 — % & v MZ oW, T—H vy ML 77 AL
HIFR—E 352 &,

4.1.2 T—42%y FOERELOZEDOMOAET 5 3CGE
4.1.2.1 7—Z%t v FOEHEE

SDTM, ADaM 7 —# -t v MIPET 2 EREITZNEI CDISC ([ZBT D
Define—XML JEHUT LV, WEDORRNAIER AL A LT — F~DOZH
ZEDXMIERDO T 7 A NMZE EDIZH) 2T, et bH75—FF8y k&
FIC7 A NFICYGFGEAT AN — N ERITEH L CIRET S22 L, &
BEDOTZ7 7 ANLIT Tdefine.xml| &35, EREONKEE LTI,
T2ty b B BHEORVGLME. KOWHHGES =2 — NICH
THERDEEND, HEZFEOBFERICINN—Varzdbbl b,

BEOTDICHO LIS HFEEENTRB W THRR SN D AT & fif
Wrr—4%ty FEeOBRROEIENES THDHZ L1, BRKRABRT —%
RO FEEZMBICEDLIEOICHETHD, LoT, ADaMl 7—%
v MCETHEREICIL, 4 1. 1.3 IRTAHINE, et FE R
BROHE - HEOBREORILIZEE D 2 HRRBRAE R 2155 720 OfF
Bric oW T, fEITHRE SR & kP32t 7 — 2 & > ROFIH S5 2K
2 L ORUR B R TS R A # 5 —# (Analysis Results Metadata)
MEENDTENEE LV, TR A X T —ZIZB W T, &fRT
IZOWTLUTOEANGEND Z ENREE LU,

o (R REEICER R IN DR R 2 R TR E 5H K ORI
o RNTOWNERE & Ehi i

e HTZNRNTA—HLZLEa—FR

o FRMTRIG L 72 DK

e [HTIHZT—HFE> b

o fRNTKRIZR LD L a— RO@BPIFLYE

o MRENTEIEIEICEBIT D3NS T HRCHE. BT T e T A4 AT L

DHERE
o FRMT HIEIZKHGST DT 7 e 77 AOH K

ENTFE R A X T — 2 O RIZ OV TILATHERBR Y CDISC 12 X %
Analysis Results Metadata Specification for Define-XML %% &
THZELELTAHN, TEEBICEGO TRET S Z ENEERGAITIX,
eCTD v4 BENZ L > TED HITUD PDF IZ L 0 B9 5 2 & A afhE
Thbd, 2B, EEHFIZBWT, SAENAARGEICIVEhkh T
THALXZRW,
4.1.2.2 {FPRST EFERIHREE (Annotated CRF)

HERA ZEFIHREE (LT Annotated CRFJ &5, ) &, CRF (Z
FONEINEGT—XOKHEB L, T—F vy NCEENDLEEZ X}
JESHETERERLIELDTH D, CRF OHERBIZHICT 545 E LT,
CDISC FEHAEZHEPL L 727 — X & v MOV T SDIM OEH %= v 5,
FROFHE ST HEIZ DWW TIE, CDISC 12X % SDTM Metadata Submission
Guidelines (SDTM-MSG) 7™"&BE L 725,
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CRF IC L WIE SN TeT — Z UL FTREZR IR Y SDIM 7 — & & v MK
ENTI|EHEINDZENETLWVA, EHSNAAWT —XYHALRH D
YEZlX, Annotated CRF TIIEHT —# v MZEEFILTWRWVWED
DINDHFTRETHELEBIL, GENRVWEBEET —X A NIZiE#ET
HTEk, 2L, ZOHENHLN 2L DIZHOWTIERHT 2 LT
AR

Annotated CRF @7 7 A VIR X, JBRHI, eCTD v4 @ENZ L > TEDHH
IWTCWAPDF & L, 77 ANVAIL Tacrf.pdf] &3AZ &, JFHAIE LT
SDIM T —% v FERIU T #VEITAEMNT 52 L,
4.1.2.3 7—2HA4 R

FERGOFBEBICI DT 4y NONE., BEBOBEREEZIEET D
bl HEEHRICLD T4ty MERIZHTZ>TOT — X IZAED
FI AR OVESLEIC BT 2 @B &2 AIRE & T 572, SDIM 7 — X & v
&N ADaM 7 —% &~ hOZFNFEIUZHOWT, T—F &y hOEFRE
A TT =2 A REERL, FAIE LTS T 527 —F &y R
W U7 4 VAT L CHeT 25 2 &,

SDIM & —% %~ MIBET 2T —% A Ficix, KA, L TOIEE %
EWHZ LT D,

o ERIRERBRA . 1R FEMEEEE %
o EEARFBRFEIZEST AR
o Tty MERRFIZHW O FERE ikl HE. SFEELOZEDON
—3 = > (SDTM. SDTM IG. SDTM Controlled Terminology. Define-
XML, MedDRA } TX WHODrug Global) !
e Annotated CRF |ZB89 A AH
e WHIZT—HEy  MEDOE
e Trial Design ® SDIM ¥ —4% & v k
o WEBETFT—HZDSDIMTF—&Fty h (WAZLRAA L, SUPP,
F—H v kR OSUPP O A AGEE FH OIE A2 &)
e HITIHZFOMDT—HE Y N
o WBRET—HZOWMB (WAZLRAALLOFHALEET)
o T —HIEHEADOUEIEIZBIT DI
o NUF—va VRFICHWOLNEZEARY T —2 a3 Y — L EDRED
N— g
o NUTF—=va VALY T = a =L DNR—Y
=V
o T HIEME~DOWERPNEICRET Y] (ER OB Sz r—v
DB TF R OEREEZ G, N T —2 a URERICEET 55
B)
Flz, ADaM T—F -y MIET AT —Z A Nicix, KA, Lo

ISy MERIFE ANY Ty g VRERFTRAR DG N T a VIRRICAV B
fen—va vk 57— S FEHE~OHEPWEIZRT D158 & LTy 5.
10



HEHEZEDDHZ LT 5,

o BRIREERA . TRBREMFEEESE

o fENTT — &ty MIBET B ERARRERGHEIZRE 9 SR

o T—Htyv MEKFRFICHWOIWT-ENRE I HE, fFELOE
DX— g > (ADaM, ADaM IG, ADaM Controlled Terminology.
Define—XML. MedDRA % TX WHODrug Global) ?

o BEHOT— vy NMHRT D EE N
o F—xty FOERICET 2 RES
o BT T2ty MEOK
o ADaM T —%t v b (HAGBEEHOEREZT)
« RHTDHEOMOT—Z Ty &
o F—HEUEAOUEREIC BT B I
o NUTF—=val AW T =g Y=L RTED

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

o T HIEME~OUEPMEIZEET D GERK ORI S iz r— L
DT T M OERMEEET, N T —T 3 URERICET 55
#)
o ur T AZET HIEHR
o FRMTERMBEEAOMERLEZY 7 by =T
o RMT A ADAMIERH T e T A, AT 0 5 A $REITE
TRWGAITIE, T T LT XA DSy HHARELE) OFLA
SDTIM, ADaM 7—% &> hZENENDT—% HA ROVERIZHT-0 . CDISC
BB WTIT = A ROEKRR 7 +—~ v MIFREES VTR,
BHBIZEDDINFIZOWNWTE, BHICTELIERPAR I TV DY,
A30EE, JFAIL eCTD v4 BHICBWTED HIL TV 5 PDF TERL L.
7 7 A NVZIESDTM, ADaM (2% L CENZE4 [study-data—reviewers—
guide. pdf] =° [lcsdrg.pdf] . [lanalysis—data—reviewers—guide. pdf |
R ladrg. pdf| %, WEDPHAMEERD 77 ANHETDHZENEEL
W, BB, T—Z A RIZAARBETHERLTHELILZ RN,
4.1.3 fEHT DIEAED /N~ 3 2N T
CDISC FEYEIZHEM L /=7 —# &> R OERELFERT 212H72 0 M
9%, CDISC ¥, ikl HEE, FFEESEIZ-DOW T, PMDA 2B W T2 ALLA]
BER/NN—T a3 VI PMDA V=T A FESRT L2 L, B, N—Ta D

27—y MEKKFE N T — a3 VERIRFCRR D56, NV T —va VERZHVW B
o=y a vk [ 77— EE~OEREICRET A2 H) & L CRHET 5,
PSDIM T —ZEy REONADaM 7 —F >y MIBAT L7 —Z A RiZonWT, BUF TRt
NBRHFOT > 7 L— b BRI T 5.
https://advance. phuse. global/display/WEL/Deliverables
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ZAFVAIEE, HGEE DRRPFEZICEEH T 2 HEA B 2 5
o

[F—HFEN TRV a v EFERT L Z EI3ZE L2200, [[—
RN TIIE — L= a U EAWD 2 &, [F—FRERBRN O —
D RAALNZONTHDONN—2 3 2SR ULESEICE, EH L=
3 U ROFEOHBIZONWTT —ZHA RIZBWTHMIAT S Z &,

B OEERRBR ORA N OT — Xt v MZOWTIL, KRR OT
— XYy RREDINRN—=T g URERR S TVWAEATH-TH, i— L7
—Va VTHEVWERRT A2 L, RNR—=Va U B L TTBIR LN —T g
VOBNEE, B A3R—Ua b OEMBIZHTZ Y BEE LT AEICON
TlE, T—F A Rzt T D2 L, X—Varyoi—nREgET, tes
BRI TR D=V a VESB LSS, AL A=Y
a VWOEROIERT T — Yy h~OBOFEL | HEND LGS
WX B =R ONKET — X A RIZie#idsZ &,

4.1.4 BB OEHEZ OV T

BIE, SRR OT — X 2N T 5720, < OREBIZHONTE
NFIVE B EIBAE®E (Therapeutic Area Standards) 723, CDISCIZ L VDA
BlEN TS, BEICEAENAR STV B IRBIZOWTIXE OERE A FH
THZLENTEDLN, FIHALAEEE SO CET 4ty hOEREELW
T—HHA NIZER#HTHZ L,

4.1.5  HAARFET—HX OEY AR NIONT

HARGECT —XWNE I, MOZNERGEICEL L -GG —EDHEH
NN LBNN G DOV TIE, AARE TOREDLE)NOEY)
ThHY, HRETH#HE L2 —% (UT THARET—%] Lo, ) %k
T 52 ENAIBETH D, BARGENE 1D mREMN & 5 22O B % BIIHK
2RI, ZHUTRD SO TR,

HAGEEED AL NZEENDIHGEDOHARET —FOT —H > b~
DO T ER O FETFEAIE LT T EBY 35, 7pk. BIKS3
W2 & RT,

e HUTDHFRAAY (T—HEY ) IZOWT, HRET—HFEv b
KOG T4 ASCIT THEIN TWAL LTt v hOARTHR I
Ter—4%y s (UUF I ETFT—%Ey b W), ) D250
T2ty NEERTHZ L,

e HAFET—4#ty MIBAFEEHEOAZHAARGEL L, THLIMIH
BrTr—H2ty b EE-HNEORBTEDT -2 L5 L,

e HAFET Xty hEFEHETT—%ty MIHBAGEHRE & 2K
IS8T BTSN DT — 2 EOENERE 2L FA—0REE L,
La— R, La—FRolEFL 25057 =%y METRH— &9 5
&, B, T4ty hOEREITERFT Xty MIKT S
LODRHDOALTELS, YFRERFTIRETFT—FEy FERILT
FIVEITHEANT D Z &,

o T —HFty NHOHARBEBIZKY T HEINICIEK. EEOT
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— X Tl Rnz k#%%ﬂﬁ%ai%ﬂ(rﬂmwaMTm
SOURCE DATABASE| %) Z#&#NT 25 Z &, &E@ﬁ@@t
HAGET — &%@ﬁ®ﬁﬁli@ﬁ®V3~b T THANT D
ENDDHIGE. BT T Xy NHORET D I/:‘““ijbb\f
MELIGESCTFHN AN D 2 &

o ZOFFEICFH| ( TJAPANESE TEXT IN SOURCE DATABASE| %) %1
HRTIT—ELTR—DObDEHN, T—FHA RXIITFT—%t& >
FDEFEE (define. xml) IZHRTAHZ &,

o HAFEAZSGTULERMFESLT— Y X NEICKHGST D EPTICITEY) 7258
FROUI GRS AN AN T H 2 & &k JEFE U AT B
B TOIGEXLTHN R BEIZKBT2HENH 572 51X, KBICE
v%oié&&@%_%@&ﬁm%ﬁb(m.FMMWﬁTMTm
SOURCE DATABASE 01) . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . JTTDOHAKRGEE OMIGATIT 2T —X HA REIRTZ &,

s BT T—HEy NEMEDT7ANKIZEDHI L, SDIMT —4 &
v MIHINT 2 BAGET—%t > ME Tsdtm_j] 74 /LFITED,
ADaM 7 — % & v MZHkHET D HAGET — %t > M Tadam_j| 7 %
NZIZEDDH L, T—Fy MAKDRTSXNVAIT 20T —F %
v N CR—=DLDEHNWSZ &,

e HABHAZEERWRAAL NZOWTIIERFOT —F Ly FO
BHEMED 7 A NVAZED, BETLHIT Xty baRE LN
e

728, JRAIE U THARZET —Z 12OV T SDIM KO8 ADaM & 12 FEto

HBATETIRET 22 L ET208, BARET — X 2GR0 T — 4

ZRMT D TEND HGEIIE. ZOFPHZEIZ OV TEFTIC PMDA [ZHHFR

THZENEFE LV,

4.1.6 TarT LOEEHIZONT

4.1.6.1 T H57m 7T A
CDISC EYEIZHEIL L 7= GEE 7T — X ICBEET 5 e /77 A& LTIZ

4. 1. 1.3 \RTAERNE, Zetto TR N OHE - &0 E@ﬁm

B840 2 B PRARIRAS A 15 D T2 O OFHTIZ OV T, ADaM 7 — & &~ MERH Y

077 LT 0 77 LD ZRD D, 7077 ME ENENR

AT FH O ZEEANERR ORI, fRMT 7 VT X ADOHERESFER BRI TH

. M LE PDA OBRBEICBWTEDOE LI TT D 2 &N A[RERER LD

N & L TRRIT 20 BT20, 70, FFEDY 7 by =T 03—V 3 U

FRET 2D TIIRVD, 7'u T AaErk, ST LR (EH LA

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

WS CT—2 A RIZBW stk 252 &, ~7uzflfiLi=7mr o

LEFEH L CWAEAE, ~7/n7a /7 A6 CiRRETAZENEE LN

N, wrural T AORMHPNERGE, £, T—4%Ey b s T

A@@ﬁ%%%ﬂ%&%:%ﬁbfﬁ@fmﬁ?AE%@%mﬁm%ﬁ%%
i AT LT X AO5 0 AHFREE ORI T2 LA 720,
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4.1.6.2 775 LD7 7 A N

4.1.6.1 TR EBY, 70T T NIFFEDY 7 F T =T —T g 2
RET D HD TRV, 7 7 A NAIINIENTY 7 N0 =7 B35 LT kE
FEEDDHZ L, YEETDRWT 7 A VA DEEITT 7 A MVERIZEET 551
AT —2 A4 RIZghsnZ L,

4,17 EERSEFRAEIR OfATIC B9 % CDISC AEUE|Z HEL | 7~ HIEE B 77 — 2 5512

DT
ERASE BRI OMHTIZ B2 (DISC AEMEIZVERL L 7= HEEE -7 — # S DHLY

PNT AL 105 4.1.6 LERETH DN, FHIEETREFHEA LI TIORT,
4.1.7.1 SDIMT—H+t > bk

SWENRE X T A — 2%, FIVERPIEANCR T 2R aRT T —2 & LT
ELABND T END, HYRET — X AL PC RAAL A2z, &
H ST 3R ENRE /X T A — X % PP KA A TS L CTHEH 352 &, PC R
AL EPP RAAL DT —H Yy FOBNRIZ, SDIM 16 |2 55X RELREC A#1F
U CiAd 5 2 E N E LS, SDIM 16 1ZEE W RS IR 2 i 52k
\ZIET—Z A FETHHT 5 Z & TELI AN,

7033, CDISC AEUEIZHEIL L 7= LIS DT —Z &> & PC RAA & PP
RAA ANZEH L TR 55681F. FL—YE YT 1 (ZBT5FE (PC
RAA & PP RAA L OIERFIE, ZEEORREDPC KA A & PP R A
A ANTEENDIEBROBUR) 2T —X A RETHHTHZ &, B, bL
—H VT 4 ZHHTHHIT, PC RAAL U LIRYENIE T A — X %
BT 0BT,
4.1.7.2 ADaMT—Ht& > bk

if o R OVR HR i FE L 2 B9 2 SR BN RE K NSRBI RE /S ) AT — 2 & v
k% ADaM X CHEH T 2 5801E. IBIMOMNTEENARE T ADaM 7—# &~ b
IZ R DB BG 2D THIUL, ZNHDOTF—Z2E2UEoDFT—ZE v k
IZEEDTHRAITIRE L TH XU,

FENTHEEZ F 2 ADaM TER LA DT —H & b Z HIZERRZ ADaVl T 285 #a
L CIHT 25E . EROMITICHAWET—4% % v FOREIIRETH D,
=72, T4ty MEO hL—H U T 4 TN EE TS 9 2 T
MR TH LT, YT —Z Y "R L9 2 T+ 52 &0
TX 5,

4.2 BEEARSREEIROMHTIZEE T 2 RFEE 7 — Z EIL DN T
R EGEIR O -7 — & 3y 7 — R E ] W ONZ G PR SR B RE IR O H G5
AT — X RN v 7T NEO BRI BRI OW T, HEILT X HIHZ DL
TRT,
4.2.1 [EEARFEHEIR OB -7 — &/ r—VRAE] 12290 T
EERIEFFEIR D HFEE 7 — X1, BRIESND T A NERT 7 A V4R
Fex TH D72, PUDA DR SNT-HEEE 7 — ¥ 2R L ORI AT 512
b0 [HRREBE OB 7 — X Ny r—UitE] 2HWS,  TEKR
HER OB 7 —F /Ny r—VFE ) X, HEEE T 425 — Y
A VAT KLV IRHT ORI~ bV A VAT ATAD SRS, X
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X, eCTD @ XML A vt — VIZ5td S 5 KRR T — X FEHHNAE DO IFH D>

O PMDA 2MERKT 5, TERRIEKBRFHIRDE 7 — & v r—UiHE ] Z21{E

B9 D BRI, AmﬂwusWWmeT]oﬁémjjﬁﬁéﬁ%*fhﬁﬁ%ﬁﬁﬁi@

T ANEEELTWAZ G, Analysis Type ZwEUICATIT AL

N5,

B, RUOEGRVWEFICLVETF T v A V2B OEHT I
eCTD @ XML A v E—U oSBT LG8 2RE, TSV 7 7 A VAT 5
ZEThu,

PMDA 12\ [HRAREKBGEIR OE 7 — ¥ /Ny 7 — ViR E ] 21BN
HERIHEH ESNAEBIZITRLO LB TH S,

o Study ID : &l A3 5 LF5

o T ANNRNR :imb THFNAENEDT 7 AINIINATHY, 77 A NVELD
Bt 2 2o BGSNnND, b, HiFE 17— %27 —hU=A
AT AMZEVIRET25A1L. eCTD O XML A vE—U b5 T 55
BEERE, F— MU A VAT AET 7 A NN RA & HEIRIZGE AT
7=, 77 ANNADANTNTLE 2N,

e Analysis Type : i S N7 fifMT O (STS (FEYERY 72 KW ) 8 fiF
Br) . POP (RHEEMIfENT) . PBPK (EBREMSEMEEE R T L) X
Other (ZDfh) D%, BEEZHWCANT S, ) . BIERBRT —
2D ) HEFRIEHEIR O FFEE 7 — X TRV bH O GBI 1 Z28) 1
DONTIE, BTCDT 7 AT Non—CP # AS19 %, 7Z2F., STS (ZIHiEyE
1 70 SE B REMRAT & [RIEE 0D 5 15 CREMNT S Tz 3B RE /3K ) 7t %
G, STS, POP J O PBPK OWTFUIHEEY LW EB X DN DR
FEFRAE IR O BB S TMEATIZ DO\ TIL Other Z AT %,

e Description: 77 A /LVONKEDFHATHY . Analysis Type N STS.
POP, PBPK F721% Other OWTINOBIEE SN TWAHEAITHEH S
Do K77 ANDOHGBRMD 7 7 A V& ORERE ﬂ%mf%éiﬁ
PR AL T A MERH D, ek, AJITE HERARSCTEIL 100 30T
Thd,

4.2.2 WEEELT — % OB REHAREICONT
FEVER) 70 SR B REARAT . BREE HARHT M OV BRA 10 SR BE Gl £ 7 VR AT

DZENEIUTDO W THEPLT REFIHELL N IZRT,
7pE. BRRIEFLAEIR OMEMTIZBY LC, CDISC ARUE|ZYEHL L 7= HiGEE 17

— 2 TG A. 4.1 125 2L, 2L, ZOLATH-TH, K

WyEh e XTI EhRE / H ) I B A MR AR E X E IS HE L TR T

REFERIZONTIT, 4.2.2. 1QxBWT 5 L,

4.2.2.1 FEAEN) 72 30 EhREMZ AT

PEER ) 70 SR BN RESRAT I BT~ 2 RGEE -7 — Z 12D\ T, ADaMl LIS DFZ

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

O f#rT—2 > b
IEWEHE IS )R T A —Z ORI HW T — 2 > F KD
SRMENRE XT3 T3 T A —Z O FR RGN AW T fi#r T — ¥
ty b GLBHMFHEDREMDOARZITST25HEIRLS) 21T 5, 7
7 A NWERIE, BT FOERRNRE 2 50, LLFoORRXLS O
RO TORM L AIRETH D,
e SAS XPORT FE3 Gk xpt)
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e ASCII Format Data Files

e Phoenix Projects (k. phxproj)

e WinNonlin Files Ck pmo. *.pwo)

@ T4ty NEEE

o T—HEy MNEREITIX, D L OEBEL K OEH O A
GHHZEE L, B4 ZBEBITERTHZ L, ks, TR
RMEZESEITHREDHLGEIE. TOF EXY -V EHRT
HTETELIZIR,

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

@ FEYENE IXIEMENAE/FE T BT DT AR E T2 T HE T

TR X H#

o fEMTTNATU XA (FlZIX, FEYBEHE T A —Z ORI HGIES)
REE FIRANM DT — % OBHRE, Fhi L 72T I BT 55
MERESLLOTHD, B, T —# > N BKRIZYX
BRPEENDIGARIT., TOFEHTRTHIETELIZIR,
Flo, FEATEIEIEERE ICYZIERDP B ENDHEIT. TN D &2
HT 52 TELIZR,

o T ANERIT, [EEOERXTELIZR,

4.2.2.2 BEMfRNT (FF kS v ab—varagie, )
RHEMAATIZES T2 HEEE 7 — X 2T 2558 O EMIE Treo LB Y
Thb,
O fEfrs—H v b

BERET IV, BT T NVEEERT 2BBICEENICHWEET LD

07T N7 7 A TNIKHE LTt — 2ty e+ 5, 7741

L, BTN FOERXNRE 2 5 b n, LLFORXUSADEED

X TORM b AETH D,

e SAS XPORT JE= (. xpt)

e ASCII Format Data Files

Q@ FT—Ztv hEEE

4.2.2. 1%+ 52 &,

@ T lITALhTrAL

FEARET IV, KT N EZ WO 7 0 75 57 7 A Va7

T35, 77AVERT, BIZIZLLTFORRNEZLNH0, LLFD

RSN DEBE DO TORH L AIRETH D,

e ASCII Format Data Files

@ FERERPH D EINTZT7 7 A1

ERET IV, BHEETNVEE TR ORER PG ENHH 17 7

AL (NONMEM output %) ZigHT 2%, 774 VR, [EEOEX

TELIZRN,

® vIal—yariZETsrT77 AL

VR ab—va UREREBRERG ORISR - HEOREEOER

IREITHWESGASIC, Y%y I al—ya il Ts7 7 /0%

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

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

EIZEET DR b E s,
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VIal—valilBlTA7 A NELT, vIialb—varT—X
EREIEDHEOOTa T T LT AN, Val—Ta rOFERMIC
HANW=Ta T LhT 7 AN 2 b— g UERE R LIZNED
VBT 0 77 57 7 A NVEERNT 5, BT VMO 7= DIZF M LT
I 2 b—3 3 (Visual Predictive Check %5) BHEDE -7 — X0
Ra2b—va O TERINST —X Y MEORHITVAETIX
2, FTo, v alb—va NIBHFEOERICET AT — 4t v b E
ERWESEAITL, YEEmeateTr —4 vy MEARET 5, B,
7a T AR TE WG EIR, T Y X ARG EETE
a2k, 7ur7 720077 ANVERL EEOEXTELIL AR
VY,

©® 7ur 7 AFEE
7a 7T AEFATTHIOOFMFIEL T LI O TH D, Dl
Eh, TR TATANGEE N T T AOMAEGD A L E
L., Bk 5 22B 1B+ 62 L, B, BHSIN =T v s T A
AT DICHT> T, "ALDOIEEE, FilRlH 24T 9 M
D72 WEEIZIE, AT v 77 AFIEECRRBIZIAETH D,

4.2.2.3 EHFRIEYEETR T T VN (E7 MIZESLS Y Iab—v

arEE, )

APPSR B SR T T VAT ICEE S A EEEE T — X RN T A %55

DI TFRED E B TH D,

O ITICHWTEET VORIE, RELTEEY R NEB AT A —2D
. FRNTRE SR, ESTEOERN G END 7 7 AL
7 7 A WVERIL, EEOIATELL LR,

© mMHRET—2E2E50HEKABROT—% 8y b
FEDY 7 by =T THITTE D L9127 —% &y FEERCSUIINL
LTCWAEAITIE, YUEETF 7 71/ (Simeyp PE Data Files (xml J&
) %) AEHTAZEREE LW, B, BEDOY 7 My =T HIC
F—2t -y FAER XTI T L TWARWESD 7 7 A VERIL., (B
DR TELIZ R\, £, MHRET — ¥ %525 LR O
T—Fty NERERHTH5A1F. KEIOSLTT—4¥Ey MEFR
E (4.2.2.10%20) 2RHTHZ L,

5. HAGBHGERFOHEGEE 7 — 5L eCTD & DOREFRIZ OV T
5.1 HEEE 7 —X% & eCTD DOBf%

JFHIE LT, £ TOHFEETFT —HIiL, eCTDD XML X vE—UNH S
NHZENEUITHD, LLENG, eCTDD XML A vE—U BRI 5
BALIAME, eCTD @ XML A vt — KON eCTD 7 4 VARG ICH BB 7 —
AR DTER NI T 7 AN EEGDRWZ &, 72720, B 1LHORMNER —&
IR S HEEE T — X OO EAZREE T L IZEHET S 2 by
5.2 A — R xA AT AZED eCTD 2 fHE 2D HUE

eCTD ZHEH T DB8E, 7= b T = A VAT AL HEFNIEHE T E B K OW
FEMAE AN L, CTIDZMNFEFEZRIGETHZ &, LEREHROFNILLT O
WY THD,

o WIS HDOIRTEA
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HEEIX 5

o HUHRMEFEUIEHEEDOR

o IER, ZEDH|

o RHTEH
5.3 = F T xA VAT L& LTz eCTD DHEH

eCTD DFEHIZH 7=V | WEEEIIHIMEHREZ 7 — b U = A AT L THEEE,
BIRUIANT D, AIEHROFIILL T 0@ THDH, B, RTOHHEIC
DOWTIRH O = ONTE G, BIRXUIA N ZRD D H O TiL7eu,

o IER, BF, EHXED]

o HF— U AZfEE

o oCID I

o RHERE S
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BITHK 2

HARGED & £ 2 ATRENEDS & 5 2 E DB

Domain |Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Core
\ Reason not done. Used in conjunction with --STAT
4k -
e REASND Reason Not Done  (Char | 0 N OT DONE.
Relationship to An opinion as to whether the event may have been
e --RELNST Non-Study Char |due to a treatment other than study drug. Example:
Treatment "MORE LIKELY RELATED TO ASPIRIN USE."
DM INVNAM Investigator Name |Char |Name of the investigator for a site. Perm
The text of the comment. Text over 200 characters
CcO COVAL Comment Char [can be added to additional columns COVALI-Req
COVALn.
Description of Description of what happened to the subject during
SE SEUPDES Unplanned Char |[this unplanned Element. Used only if ETCD has|Perm
Element the value of “UNPLAN".
SV SVUPDES Description o'f ' Char Description of \fvl'lat happened to the subject during Perm
Unplanned Visit an unplanned visit.
Reported Name of . L .
M CMTRT Drug, Med, or Char Ve.rbatlm medication name that is either pre- Req
printed or collected on a CRF.
Therapy
Modified Reported If CMTRT is modified to facilitate coding, then
M CMMODIFY Name Char CMMODIFY will contain the modified text. Perm
Denotes why a medication was taken or
CM CMINDC Indication Char |administered. Examples: NAUSEA, |Perm
HYPERTENSION.
EX EXADI Rea}son for Dose Char De.scrlbes reason or explanation of why a dose is Perm
Adjustment adjusted.
Reported Name of .
SU SUTRT Char |Substance name. Examples: Cigarettes, Coffee.  |Req
Substance
SU SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SU SUDOSTXT Substance.Use Char Substancq use consumption amount.s or a range of] Perm
Consumption Text consumption information collected in text form.
AE AETERM Reported Term for Char |Verbatim name of the event. Req
the Adverse Event
Modified Reported If AETERM is modified to facilitate coding, then
AE AEMODIFY Term Char AEMODIFY will contain the modified text. Perm
Describes other actions taken as a result of the
. event that are unrelated to dose adjustments of]
Other Action
AE AEACNOTH Taken Char |study treatment. Usually reported as free text.|Perm
Example: “TREATMENT UNBLINDED.
PRIMARY CARE PHYSICIAN NOTIFIED.”
Verbatim name of the event or protocol milestone.
Reported Term for Some terms in DSTERM will match DSDECOD,
DS DSTERM the Disposition Char |but others, such as “Subject moved” will map to|Req
Event controlled terminology in DSDECOD, such as
“LOST TO FOLLOW-UP.”
Reported Term for . . .
MH MHTERM the Medical Char Verbgt}m or preprinted CRF term for the medical Req
. condition or event.
History
Verbatim name of the protocol deviation
criterion. Example: IVRS PROCESS
DV DVTERM Protocol Deviation Char DEVIATION - NO DOSE CALL PERFORMED. Req

Term

The DVTERM values will map to the controlled

terminology in  DVDECOD, such as

TREATMENT DEVIATION.




Domain |Variable . CDISC Notes (for domains)

Prefix Name Variable Label Type Description (for General Classes) Core
Text description of any abnormal findings. If the
examination was completed and there were no

Verbatim abnormal findings, the value should be NORMAL.
PE PEORRES Examination Char |If the examination was not performed on a|Exp
Finding particular body system, or at the subject level, then
the value should be null, and NOT DONE should
appear in PESTAT.
Verbatim name of the question or group of]
Qs QSTEST Question Name Char questions used to obtain the measurement or Req

finding. The value in QSTEST cannot be longer
than 40 characters.

(2% : SDTM Ver.1.2. SDTM IG Ver.3.1.2 LI, FREIT—ERE %)
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%l 1)

HAGE

AE RAA Y (FEHTT—HEv F)

7 — 2 KNI IE D

HAGE DO R FLHEURE 2 R E T T O £ £ 255

© HARFETT—AZNWELETF X FPHERBIZOWTIEEE LTS ( [JAPANESE
TEXT IN SOURCE DATABASE| %) Z#&fi3 % (AETERM % % HAGE TIUE) .
Row [STUDYID |DOMAIN |USUBJID|AESEQ |[AETERM AESTDTC |AEENDTC |AEMODIFY [AEDECOD
JAPANESE TEXT IN
1 ABCI123 |AE 123101 1 SOURCE DATABASE 2005-10-12  |2005-10-12 Headache
JAPANESE TEXT IN|2005-10- 2005-10- .
2 |ABCI2Z3 JAE 12310112 SOURCE DATABASE |13T13:05  |13T19:00 Back pain
JAPANESE TEXT IN| Pulmonary
3 ABC123 AE 123101 3 SOURCE DATABASE 2005-10-21 embolism
Row [AEBODSYS AESEV AESER|AEACN AEREL
1 (cont) [Nervous system disorders SEVERE N NOT APPLICABLE |DEFINITELY NOT RELATED
2 (cont) [Musculoskeletal and connective tissue disorders MODERATE |N DOSE REDUCED PROBABLY RELATED
3 (cont)|Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row [AEOUT AESCONG |AESDISAB |[AESDTH |AESHOSP |AESLIFE |AESMIE |[AESTDY |AEENDY |AEENRF
1 (cont) RECOVERED/ 1 I
€O |IRESOLVED ) .
RECOVERED/
2 (cont) | RESOLVED ! !
RECOVERING
3 (cont) /RESOLVING Y Y 9 AFTER

AE RAA Y (HARFET—HXEv B)

= Sy =H. /

- AARFETCT—ZNE LT FAMEAIZOWTL, BARGEEZZDOE ERMNT 5,
Row |STUDYID |DOMAIN (USUBJID [AESEQ |AETERM |AESTDTC AEENDTC AEMODIFY [AEDECOD

1 ABC123 AE 123101 1 GG 2005-10-12 2005-10-12 Headache

sy 2005-10- 2005-10- .

2 ABC123 AE 123101 2 R 13T13:05 13T19:00 Back pain

3 ABCI123 |AE 123101 3 V/E3S 2005-10-21 Pulmonary embolism
Row |AEBODSYS AESEV AESER |AEACN AEREL

1 (cont)|Nervous system disorders SEVERE N NOT APPLICABLE |DEFINITELY NOT RELATED
2 (cont) [Musculoskeletal and connective tissue disorders MODERATE |N DOSE REDUCED PROBABLY RELATED

3 (cont)|Vascular disorders MODERATE |Y DOSE REDUCED PROBABLY NOT RELATED
Row |AEOUT AESCONG |AESDISAB [AESDTH |AESHOSP |[AESLIFE |AESMIE |[AESTDY |AEENDY |AEENRF
1 (cont) RECOVERED/ 1 1

oY RESOLVED ) .
RECOVERED/
2 (cont) RESOLVED 1 1
RECOVERING
3 (cont) /RESOLVING Y Y 9 AFTER
=5 N =5 :—L» -
B12) XD ARGEZIGRT D5 ENRNETH Y | T 59550 FH 2 H0 A X
TOHMEND DGE
o N e ,_x_, —

QS FAAL Y (FEFTT—FEvh)

Row [STUDYID |DOMAIN USUBJID QSSEQ QSTESTCD |QSTEST

1 ABC123 QS 123101 1 QSTESTI1 JAPANESE TEXT IN SOURCE DATABASEO1
2 ABCI123 QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASE(02
3 ABCI123 QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASEO03
QS FAA Y (HAFET —F v )

Row [STUDYID |DOMAIN USUBJID QSSEQ QSTESTCD [QSTEST

1 ABCI123  |QS 123101 QSTEST! H 25 A 5T E T 792

2 ABCI123 |QS 123101 2 QSTEST2 EOEADNINFTTEF T 0?2

3 ABCI123  |QS 123101 3 QSTEST3 TG U E LT H TR TII?
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(B3%8) 7—Fty NEEE

Dataset; : XXXXX ( [XXXXX] 1TT57—%t v M)

No. Variable *!

Description *2

1

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 BERLAETHT D L,

%2

EBEOBALEZTIHT D Z &,
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(B%E) 7nr 7 LFIEE

No.

Program file name *!

Description *?

XXXXXX

fERHYZ7 Fro=7 1 OO Ver.@
FEHBR : « « < IZHW,
FEFRF O B A
T NS NI ANERNT BT ANV E % TlOITTHRET 5,

XXXXX <- "/NAZ"
s DT =BT ANERGFT DT AN FRLOITTHRET 5,

XXXXX<- "X AZ"

s FRDITETT v VT L HFEITT B,

exportData(XXXXX)
HRE LT 7 A4 (xxxxx) IZHI SN2 CSV 7 7 A0 ( Ixxxx) ) (Zxf
LT, Iab—yal HAD s « « 7740 (xxxxxx) & FE{T79 5,
s TNy FT7 7 A0 (xxxxx) &, ETHRELEZ7 14 (xxxxx) IZ
RAFT %,
s FRLOITH o7 a7 7 AD0FERTEHBAL, RFLET U N Ty R 77 A
IV XXXXX) & @i Z HENTT D,

xxxxx <- importData(XXXXX)

XXXXXX

FHYZ7r7=7 . OO Ver.@
FERHB/R : » - - IZHW,
EFRFORE N

Kl 7T T AT s ANAKETREHTHI L,
X2 s Z A0 FEHYZ My =T, FHEMN, FHKBORESS) Z2#i+s2 L,



