HMEFEREREE 1 3 455
RS EREFE 2 1 5
A Ff1 6 4 4 A 8 H

FAERT R AT () KRB

® A *® Nz o — B
R S + VY — K
( N FfJ A S )

R FEOB 7 — IR T 2 EMAI T A FIZonT) o—#iEIll>
WT

= ORLERTEIZOWTOAGROHEE (LT EERHEE] &), ) FFoHL
PNz HONTIE, TR HREREOE 7 — X HRHICBET 2 Bk Wz >0V T
(BRI4AF 4 A 1 B 3RAIREEFE 0401 55 10 ZIEA S EE EEK « EiRR/ERE
G EAEHBRE®m, LT TREEE T —X@m EvwoH, ) Ik rasn<T
XL ATY, £, AKRPHEEOE 7 — X RHICET 25 EE, BE
FHEZOWTE, Ff4F 4 H 1 BT 3EEERRE 0401003 =, L X E
FEH 0401001 BAMT AT A B D E G IR A MEEE L ¥ —E, L ¥a27
N —H A o R X —RKEL @A ARAEFEOE 7 — X RHBICETS
BBy A4 RiconWT) (LT TEIR T A K Evo, ) ITXY/RLTVE
T

A, ARHGEREOB LT — X O OEELEZRE 2. SN T A R % BIRKHT
ARBBED LBV KETHI L ELE LT, &% FRERGEELDOEEIC
ERATAE9. BamzREnLET,

B, WEROEINITA RERMA LETOT, HEHITEI N,



HIHE
TRGBHIGHIRFE D

DT — S HRINC BT DHEAA A 1 BRI

BB

SUERT

RIS
1L.~2. B
3. HFEE T 7T — #Z ORI OV T
3.1 HEEFT—YERHOERK TN
HEEE L, LEIDIG U, 1RSHRR. WESE 7 — X IR IEMRR, BiEdE
SRR T E FRIE AR 2R L C, S 17— & O & OEGR
HEE T EREASE IOV C PDA S HEREAT S Z &,

TN oA BEEEINIIE S X, HEEENT — MU oA VAT AN HEE
FEZITV, HEERHCIRET 2B 7 7 A VOB B LB E#R (] : eCTD
DT eCTD H%ﬁ)%ﬁ STHZ L, TDO%, F— b U VAT AL

THREICEET 2 THFROANT] « BSEE ORGEICNERE 7 7 AL (FGEE
BT —% QU [ HEET—4%] Lun),) ., D, HifEFT—4%) %
EETH L,
3.2~3.6 W&

4 BT REBFEETT—FHFIONT
4.1 CDISCHEYEIZHERL L 7= HFEE T — & R OBHE$ 5 3CEIT OV T
411 B
4.1.2 T—&ty FOEEREROEOMOMET 530E
41.21~4.1.2.2 B
4.1.2.3 T—FHAF
(%)
SOM 7 —% & > MZEET 57 —% A FiZid, JRAIL
OHZEETH,

LITOER 253

BT
L.~2 W
3. HEE T T —#E0RHIZONWT
3.1 HEFETFT— ¥ SERHOERNRFN
HEER 1L, MENTIR U, TRERE, WEEE 77 — Xl EEE, FiEsg
S ARG T ESF AR 215 L C, HiEE 7 — & O H#EiFH M OVEER
HEE T ERFEZ OV T PDA EHERATTH 2 &, 2B, &Etlﬁmmﬂﬂfﬁ
T—HDONEZPDA T = 7Y A bO THEEE T — 220 &R (Form
A FHWCELD, #BHTDHZ L, UEERHE, BT —XEHENZITD
D BTSSR GRRA  E F R s SRV THRH T Z E DR FE L,
F— R oA RFFBRINIHSE . HEEENT — T = VAT AL HEE
FEEITV, BRI D EF 7 7 A VOB HE 2 E#R (f5] : eCTD
DEEILCID A ET) ZHUSTHZ L, Dk, 7F'— NV =A VAT A

THFHIZEET D HFRMOANT) « BRI OHFHICLERE T 7 7 (HEEE
HAT—% CUF T HFE7T—2) LWo,), D, HFFE 7 —2%) %
EETHIE,
3.2~3.6 W&

4 BHTRERFETT —FHITONT

4.1 CDISCAEHEICYEIL L 7= REEE T — & ROBHET 5 3CEIT OV T

411 B

4.1.2 F—Ety FrOEREROZEOMOMNEET 530E
41.2.1~41.2.2 B

4.1.2.3 T—EHARK
(%)
SOIM 7 —4 & > MBI 57 —% FA RliL, JFHI
HHZLETH,

LITOEA 253




SRR, . TR I G M 555

BB HE < B D R

F =Xy MERFRTTAO DIAESE, FhIfRE BEEA OO

— =3 (SDIM, SDIM IG, SDIM Controlled Terminology. Define—

XML, MedDRA A2 T)WHODrug Global)

Annotated CRF (ZBF3-27%AA

"I 7T—2 1y MEO—E

e Trial Design ® SDIMF—Xt& v k

o WBHRET—HDODIMT—EYy b (BAZLRAAL L, SUPP,
F—H ¥ v hROSUPP O BAGEE A OIEHRZETr)

o RBITLZOMmOT -2ty ME

WG T — 2 DR (I AZ L R AA DA% &)

T SO YR BE T 2 R

o NUF—=TalRHIHWLNINY T =23 Y LR NED
N—T g

o NUF— g U BHIHWSNIE NN T — g L LD R—Y
3 BT L 1EH

o T HIEMEA~OUERWEIZ BT B GEX ORI Sz r—r
DA L OERMEEZ G, N TF—3 a3 URERICEET 55
i)

Fiz, DM T —Ft > MIET 7 —% 1 Rk, JFRL BLFoOHE

HEaahbZl et s,

REARERERA, | TR R HE R

T — 4 MR 2 BRPRAERE HE 2 B 2 R

T =%ty MERFRHIHWOAVATHE, SHIRE, SR OO
— g 2 (ADaM, ADaM IG, ADaM Controlled Terminology. Define—
XML, MedDRA K ONWHODrug Global)

B DT —4 1y MIIET DR E A

RRAREASRAG . TRBR SN i S

RRIRE HEN 2 B9 DR
T—42 Y MERFRHZHW OIS HHIHRE, SEELNZE O
— =3 (SDIM, SDIM IG, SDIM Controlled Terminology. Define—XML.
MedDRA Bz T WHODrug Global)

Annotated CRF (ZEF3- 270

s3T5 -2ty MEO—E

e Trial Design ® SDIMF—%t& v bk

s WRET—HZDOSDIMT—EE vk (BAZLRAAL L, SUPP,
F—H Yy hRONSUPP O BAGEE A OIEHRZ ST )

o BT ZEOMOT 2ty ME

PRt T — 2 OB (I AZ LR AL OFAZETe)

T ZFEHEA~OERWEIZ BT 2 R

o NYF—=TaVRHIHWLNINY T3 Y LR VED
N—Tg v

o NUF—va UEHIHWONTZAY T g L LD
=V

o T HIFEAOWENWEIZEET 2R (B O S r—r
DR L OERMEE G, N T —3a URERIZEET 50
i)

Tz, DM T —X &y MIET LT —% A Rk, JFRL BLFoOHE

HaaHbZlLsd o,

RS | TRBRFENR %

AT — % > MR 2 BRPRRAERE HE 2 B 2 R

T =5ty MESIRHT W SRS, BEIRE, FEER O DN
— 32 (ADaM, ADaM IG, ADaM Controlled Terminology. Define—
XML, MedDRA K CXWHODrug Global)

BEBOT =51y MIET 2B




o Tty NOERICEET A RIEA
e WHITZT—HEy NMEO—E
o AaMT—%tEv b (HAFEHEHOEHRE L)
s BT ZzomoT—2t v ME
s T—X%Ev hOHH
o T HIEAEADUERUWEICBET B IR
o NUF—v g BHIAVWLNIENANY T g LR OED
N—Tg v
o NUF—U g UBHIHWLNIEANY T =g VDN
3 BT D1
o T —HIFMEAOWENWEIZEET 2R GER ORI S r—r
DR L OERMEEZ G, N TF—3 g URERICEET 50
i)
o T rT AZBT AIER
o RTEMBREAMEH LY 7 hU =T
o RHT D ADaM{ERRA T R 7T A, ffTHT 7T A (RETX
PRVEAITIE, T VT Y R AD DRSS DA
(%)
4.1.3 FRTHIEEDNN—Y g 4220 T
CDISC BEHEIZHEIL U 727 — 2 b R OVEREZ AT DI2H 7= 0 R
%, CDISCHEAE, eI HEE, FEESC VLT, PDA ISRV TR AIURTRE S
N=U g ALPDA V=7 A "SR5 L, ks, =V a DA
FURIENIE, WEEE D RGR G EI SR 2R a A B 2 BB T2,
[F—HFEN TR DNN—Va VT2 Z LI LA 0D, [[/l—
FRRARBRN I — L= a VWD Z &, [A—ERRBRN O
DT —H Ty MZOWTHON—V g VEBRLIEGAIE, A LA
—a Y ROFEOEEIZOWCT —X A RIZBWTCRHT 5 2 &,
(%)

o T2ty FOERIZET 2 REEA
e WHITZT—HEy MEOE
o AaM7T—%tv b (AAGEEHONHA EL)
o BT LIZOMOT—2ty ME
s T—Xky b
o T HEHEAOYEIEIC BT D 1
o NUYF—Ta RHIAWLNINY T3 LR NED
N—Tg v
o ANUF—va UFHIHWLNIANY T — 3 L)L DR—
I
o T HIEME~OUERUWEICRIT D] GEX ORI S r—r
DR L OERMEE G, N T —3a URERIZEET 550
)
o T rT AZBT A ER
o FRMTERMBREAMEH LY 7 ho =T
o T ADaMfERAT R 7T A TR 1 7T A (RIETX
IRNGEITIE, BT LY XA HHRRES) DR
(%)
4.1.3 FERTHIEEDNN—T g 1220 T
CDISC AFHEIZHERL L 7= 7 — & v~ D R OVEREZAERRT D12 7= 0 T
%, CDISCHEAE b HEE, FEESHC VLT, PDA ISR\ TR AIUATHE S
W=z L PDA V=7 A "EBRTHZ L, ok, =Y a Oz A
AURTEIE, HEEE DGR GEEI ST 21 A B 2 BB TIN5,
[Al—HFEN TR D=V a VEBHT D Z LITE LRV, [F-—
BB Tl — Lo =V a VA WS Z &, Al HEERBRN O
D RAA ATODWNWTHDNAN—T 3 ESBLUIZEAITIE, L AA—Y
a2 Y EOZEOBHIZOWTT =X A RIZBW T 5 2 &,
(&)




41.4~4.1.7 W& 41.4~4.1.7 W&

4.2 B 4.2 W
5. ~6. & 5. ~6. W%
BEL ~5 W RBLL~5 I




L.

2.

3.

IS
AR HEREOBET T —ZRHICET 2RI A R

s

L1 ARHA FOBEH

PRHFERFEDE 7 — # BT 2 B WEIC DWW TIE, 7 — h T = A
FHIEE, HESE T — AL N OEERISEEIIBO T RINTND EZAT
HHN, AGRHFEREOE 7 — X RHICET 2 X b 25 E, EEFIRE
IZOWNWTIE, AFA RTRTHDO LTS,

F7o, AGRHFERFD eCTD ZETBhEDOE -7 7 A VORI BT 2 3RS,
EEFHECIOWTH, AUA RTHETRTZEET A,
1.2 A

AAA RO AL, ARRENEOEB -7 — X RHICBET 23 MEEE, &
EHIHE, MO RME O CID ZFZTBEDOET 7 7 A VORI B 2 35
H, HEFHLELTD, 2B, AUA NICEEEHINDNAICEE L=,
V= LRI T 7 AN A~D Y 7T OWTIE, PDA U = T A b
(https://www. pmda. go. jp/) (ZHIRHEH T 5D THE TSI L Z L,
1.3 HFEDER

AITA RTHOWON D HEEOKRITNI L DL B TH S,

KA RTHOWBNAHEEE, FHIL, 77— Y = A HFEEA L OREE T —
LB TCTHWON S HFELAFRTH D,

REETT —ZZ0REBICHWS VA7 AR FEZHFIZONT

2.1 = FrUxzA VAT LOFFAFEZIZONT

HEEE 7 — X EORHICHWSD, HEE - FEV AT AL O Z AT B4
HHFEEST X AT A UTF I F—= A AT L] EW0H, ) IXTTF
FLURL MO RHTE S, Y= MU =A VAT LAOFIHICH Tz > THERE
AEEO T H &L OF OMOHEAHE R, W ORI FEOFEMIX, PMDA ¥ =
TYA O HEETFT—Z VAT LMIETH1EHR) MOHEETT—F
AT LD~ =2 T IVERBZRT L2 L,

(F—h7 A AT A https://esg. pmda. go. jp/Ssk/comn001p01. init)

HEETTT —ZZF0RHIZHOWNT
3.1 HEETT —¥ERHOERN TN

REEE L, LEITIL U, RBRHER. WEEE 7 — F R FIEMER, s
AGREE TEFIEREZEA LT, HiEE T — % Of2 HEFH &K O7KGR
H 36 T E RS2 >\ T PMDA & 3R A1TH 2 &

T— RN oA REFEICESE, HEEDR T — NV oA VAT LB G
TEEZITV., HEBRHICRET2E 7 7 A VOBEBEICHLERER (B : eCTD
DAL eCTD ZfFEE) ZHUEGTHZ L, TDH%, Y— b U= VAT A
ICTCTHFEICEET AEHROANT) « BEEOHFBICHLERE 7 7 AV (HEE
ERXT—% (LT [FDHEET—%) &W)H, ) | eCTD, HiFHE T —4%)

1


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

HEETH &,
3.2 HEEETT —ZZ0RHEFE
HEEE 7 — X 2T 256, FY— by oA HiE@EmIcESE, F— b
VA VAT AL VEETHZ L, £, BT —H % eCID @ XML A
=V ZRT HGAORMNFIEX. [Erfbatsr - T 7=1 - F%
2 A2~ (eCTD) |2 L AAERHEIZHOWT]  CERk 29 47 A 5 HfHF 34
HEFE 0705 25 1 BIEAEF G EIK - AREAE R R A B R m i,
LI TeCTD v4i@HI] &9, ) T HT L,
3.3 F—PFUzA VAT LAEN LEHEETT —Z DRl
HEEmE 7 — & OI_MICHT D, FFEH XL TOMINERE S —FD = A
AT LXIE eCTD D XML A w2 — TR, BIRIANT S, 315 H
OFNILLTO#EY TH D, 2B, ETOHEBIZOW TIRHO - N B &, 3
RXNIANZ RO D H O TILZR0,
o HF— U xS
o NUF—T gl )—)LDNR—V g
o IR EMDIT DO DIER (eCTD ZAFEFK S, FEHERHZ S, CTD
7 va s (LLEX, eCTD 25 HEEDA) | lgEs, Ry 1
N VEE)
o Ty AN LO#AF (ISO/IEC 11578:1996 & TN ITU-T RecX. 667 |
ISO/IEC 9834-8:2005 |Z L » CTEZE X415 UUID)
o HEBTT—ZOMMEST GBI, &, Bk
o EHSUIHIBRRI SR O] T
o Ty AL
o T —XfFNTHEEA
e T ANNEDHH
FREEAEBE, BIRUIASILTZE, eCTD D XML X v —U bR 55
ABUAL, BETL2HEETT = BHEMHINTND mb)] 74 VKX & —
N7 2 VAT LTEREL, FMET D, eCIDDO XML A vE—UNH2MT 5
BAlt. eCTD ZAIH/EZDO 7 A NV X aBek L, eCTD & LTEET D, ¥— b
T A VAT LD BRI IRBEICOWTIIHEE T — X VAT LADOEMES
—a T NESRTH I L,
3.4 HEEBEFT —F2EDT77ANVYARX
BT A2HEFBEEFT—FD5 L, PDF 7 7 A MITHOWTIE eCTD v4 BEIT
EDD POF DERK7 7 ANY A XEB27enZ &, 1RO HEETEE
B8 7 7 A YA X ONPDF 7 7 A WUANDOHGEE T —X 177 A4V
720 OV A XD LREEZD5AIXEFRNC PMDA ([ZHRTHZ &, 77 AL
PA XD ERIZOVWTIIHFEERE ST —F VAT LAOBE~Y =27 V25 R
5T &,
3.5 7 NVEKEE
BT — 213, JFHIE LTUTO 7 # LA REEICHRM L TS5 2
L, YT I NFEEBIMLRNT &, LD 7 4V X HEEITHND R
ARG AT HERTIC PMDA (ZFHRE L, 2925 7 4 L X HEE R OB 5
T 75ANIEOWVWTHELTRLRICEN T 22 &, 2k,
mb¥datasets¥[study id / iss / isel] FTOMEBIZHOWTEERTTHZ &
ITER O H AL,



4 M3
4 || datasets
a || [studyid [ iss [ ise]
a || analysis
a4 | adam
, datasets
. programs
. adam_j
4 || legacy
. datasets
. programs
. misc
4 | tabulations
. legacy
. =dtm

. =ditm_j

T ANEEEICHEEE T — X AT I hen . LTICEETHZ &,
mb| 7 ANEINLEA T, 77 ANAEZZTOINAKEZ 160 LFLUT &T
HT L,
TANELIL2 LFLUT E L, LTOXFENOERTDHZ &,
> TAT7_y b a" 572" [U+0061 A5 U+007A]
> HFED70" 95797 [U+0030 225 U+0039]
> m—5 A" " [U+005F]
> AT - AFR"=" [U+002D]
Ty ANGIE, T—FEy MZOWTIX 32 LFUF., T—F 8y NS~
7 AL 64 XTFLLT (ERENIERT2ET) &L, JEEFLAOERIOE Y
I REBRS A 2 UL TOXTNORERT D2 &, BB, 77 A4 VAICHE
HTE5XTFIZHONWTIL, HEEETT — X VAT 2O E~=a2 7 V2B
THZ L,
> TAT 7y bD"a" b "z” [U+0061 55 U+007A]
> HF070"0 5797 [U+0030 75 U+0039]
> m—F A" " [U+005F]
> AT - AFR"-" [U+002D]
> T—HX WA R, define.xml FLOAZX AL — FhEHEET LT —F v b
LRI ATk T HZ L, define. xml FRENE DN, PMDA (21T
THHERPERSIND X IICHFEAX AN — b EERT D Z &,
> KINT D7 7 ARG RITES 7 VX B ER LN &
> ERRIEHEEIR O RFEE 77— ¥ D9 B, CDISC LS DOTER DT — & %
BT AR, Bl LT TIFED X DT Tanalysis] 74 /LE DD
BEREIZ Tepl 74 NMFERT, ZOHICKEMNT LB EZLOND, =
DOEAETIE, Tep) 7 ANVEHDO T 4+ VX REBUZFRHICHIRIZ RN D &
T5, 2B, BT —XOKMFIEE LTIELT L ZICERS DT
XV, BIFTEIC LB, NRR, 74V FHROT 7 A4 V41T



5 EROBEFRRIZIIND Z &, BT — X OB N TIE, F
HITIZ PMDA IZFHRR A Z EMEFE LU,

B 7 ANVEOMHGIEZILTOmEY THD,

7+ IVEL

LEE

i A

mb

1

$%%%?—&@%Lﬁ7ﬁwﬁo$7jwﬁ
WAL T ANELUND T 7 A N EEDTITR D
AR

datasets

REEE 7T — X 2T 2 7 VA,
KT FNWVEICTMT #VELUSND T 7 A NG
O TIEZR B,

[study id / iss / ise]

R T E I A MRS R Z LI B S LD 7
FIVH, T A NNELITRERBRE BT
T 5WBRES (studyl23, 72 &) &350,
HrofEs] (iss, ise, 72&) L4562 &,

KT FIWVENTALT A VEUND T 7 A VoG
OTITR B0,

analysis

T T — 2ty NROT 0T LERNT 57
FILA

KT FNVEITFLT A+ N LSND T 7 A )V
O T B0,

adam

ADaMl T —X > N EONT a7 T LENT D7
F IV,

KT FNEIZTHLT NV EUND T 7 4 N a G
HTIEZR B,

datasets

ADaMl 57—t v M &EMNT D 7 LA,

programs

ADaM T —# ¥ v N R OREOIERIZIHRD T m 7
T LERENT DT F N,

adam_j

HRHF ADaM 7 — 2 NIRRT D AARGET —
Ay Nk TH 7+ NVE, K7 5 /VEIZH
55 ADaM T — X & NP D T 7 A L EREHAL
TR 720,

cp

g R PRAEI D R GEE 7 — X D H B, CDISCHE
WPNDIER DT — X T2 7 V&,

legacy

ADaM B TRWT 7 — &ty N kO e /o
LHEAEANT D T VA,

KT FNEIZTLT A NVEUND T 7 A VoG
O TIE7e B0,

datasets

ADaM LS DTEX DT T — % & v b &N 2
T FIVE,

programs

ADaM LIS DTERX DT T — % & v b RO FED
VERRICHR D 70 7T BERMNT 5 7 VA,

misc

analysis, tabulations DUWNT LD T /L X T4
B4 52 Lnmtl Chnwr —4t v N EKRN
THTHNH,




7 X IV I P i A

tabulations 4 WiERFEOT— 2R BRICET A EHRE BRI
XTIER LT —% 8y NEKEWT D741
&“O

KT F NWEITFNLT # VELSND T 7 A IV EE
OTIER B0,

legacy 5 |SDIM DA o—EREXDOT—%Ey &
K+ 57 304,

sdtm 5 |SDIMT—&tv NEHNT 57414,

sdtm_j 5 | T SDIM T — Xt v MIxIGT 5 BARGET —

A NEBNT D74 VE, K7+ /VAIZH
ARFE SDIM 7 — X &> NESND 7 7 A LB L
TR 5720,

3.6 HFEEBFT—ZICETANYT— 3 /4220 T

Fe P T2 A VAT L& LTI SNI-HEE T — XL, T—X D
BN CTo N = a oMTbid, N T—va yOfERIL, F—bhv=A
VAT NEAZBE U CHERICER SIS, B, 3.6.1 (7) HIRIN—IUE
KL TWDHFEE T —ZIZOWTIE, AGRHFEELIEHN T2 ECITEIELZ D
2T, BCOT—HEHRNTHIEREE L,
T—HEERT— MU oA VAT AEERICRAE LT T —I oW TR, S
N 2 A VAT DIV T T AT BRI IWNE DR EITV, fREZIT5H 2k,
3.6.1 CDISCEEIZHEW LT —F T HINRYT—vay
PMDA % CDISC FEME|\ZHEHL L 7= 7 — Z 12 xF L CTid. Pinnacle 21
Enterprise Z WA F— 9 %2179,
WY T =g NN D= I HOWTE, EE~OBEA M & FRICE
F 5T —ZFHDERS S, PMDA BNEANHE T N ERRRBRT — % O-E.
KON PMDA 2B T DGR T — 2 OFR AR ZEE LT, F1—b
DFFRZEEE 2 TE A ICEREZRE L TWD, EREOEBIILLTO &
BYTHD,
(7) B LTWLEAITIIBIEI NS F TERENBHIMG I NV L—L
KRR OWTHEATH DT —F &y N OFELEDOIEFEITHAR
H 72 L— L

(1) EX L TWAIEEAIZ, ARSI L— L
%< OGE ., BAERER ONFEET A4 RICHEICED ST 5HL—)L
ThO, BEXLTWDEEITIZZOHEE L UEENRAIGER B H I
ODNWCT =2 A FEIZBOTHAT 22U EDH H/L—/v

(V) B LEBATHLSLT LLZOMBHZRD 2V L—L

7ok, ERE (7)) o0 Th, KRBT — 2 OEOBAMND, EXOD
BHEIZOW TR Z RO LI585 5,

PMDA IZH 1 B3 7 —3 a O ERERBEOFEM, {4 DLv— KNE
DERMEOIEREIZOWNTIX, PMDA V=7 H A FTABLTEY, HiEICH




oo CIEHEENRBE 7 —ZI_HANIANY T —2 3 U ETWV, L—L
IGER L CWAEATZRE LT 9 2 CRERRINEZIT O NERNDH D, L—
T DN TE A BRI E SN ATREMER H D Z LITHEE L, WK
HOEREMR LIZ)Z TR T —va v a2Eii+srZ L, B, L—b
DWENH DT, WERDOL—ILOEAE I —EOHM%E - T
WENAENTEHEIND,

4, BHIREHPHEFT—FHIIONT
4.1 C(DISCEAEICYENL L= BB T T — % KOBET 5 XEIT O\ T
41.1 #HTAT—FEY b
4.1.1.1 =

FEREER T — & OFEHICES L CiX, CDISC #=%EAFI| 4%, CDISC |
L AEFOBEUERLFTELE N A4 K (Implementation Guide : IG) . BHISIR
DAL CDISC D = 7% A ~ (https://www. cdisc. org/) Z#ZHT 52
L.

CDISC Ik v, ERRBRIZBWT CRF I L W INESN =T —F D —
BEREAT -4ty FoEREL LTiX SDIM 28, fiftr s — & & v o=
$e L L Cid ADaM 232t T b, PMDA 23321 AfLAfRE L L CABH L
TWDH /=5 D SDTM, ADaM AAZEUE N (NFEEE T A RITHEVy, HE S
NTEEREANCT 22 F L OREHTH L,

CDISC fE#E L B/p A CINE SNT=T — X & HERHCIR T 5729
(2, HEEE DS CDISCAEYEICHEML L 7= NI BT~ 2 & ) JEME S 2T
D720, ERARREROFHE OBEREND | HEERFIC SRR L 72
TOT—HEHMRDEND Z & ZRIRIZ, T — X WESHRIT TIEZ
BT 2 2 ENEE L, BB, THLEEITHFEEICE W THLERER
KRR DT —FHAZR LIZb D TIERWZD . FERRBRICE N T
AT R&E T — IR GE BN A O R AR E 2T, EHOHZ)
P OV R I N R T O VR IC L E R IEE 2R ET 5
VENH D, EHEICHEI L T-T — Xy NEAERT HICHT=D .,
RFRBR O FHE SUTINEE T 5T — Z OFIC L 0 85 03T IENE 2
LNDLSE . AL IXEB RIS EREIESIE T A NICHERT 5 2 &n
REESONIARB 72 53 H D556 120, FRNS PMDA (ZFIRR 35 2 &

B, T—Zty MEKFHIZIX CDISC EHEA T U, FIHT 5%
HHAESCHEICERINEZLEE2TOEFHEHI I L, A
Vo TRRILF - INUFHEORLEEE L 72N &,
4.1.1.2 SMT—%t& > b

SDIM & —% &~ hid, FEARAIIC CRF S LW INESNTE-T —F %,
WD N—2 5 D SDIM LTSIV IGIZB W THE SN2 LY,
BEINTES RAAL ML CTIRHT 5, HFEHICB W T, SDIM %
NET5ME O THKRBRT — X 2 EH L TWDILE1H 5035,
ZOLETYH, BT DT —4 %> ME SDIM LONSDTM 16 IZE~7=H
DIZEWSDHZ &,



SDTM 128\ T, Z4% Required, Expected, Permissible (Z43%H
LTWb, WESNTEZT—2REENDIELIZHONTIE, ZOHFEI
WO OLTHREREBY 2ETCOEROT —2 2N T5Z L, Ik,
Permissible. Expected MDD H>H, LLTFTOHDILAIREZRR Y $2H9
HRETHD,

o R—=RXTA4 777 (BRRE., A ZLVA 2 LEX., ER
FE . PAER) S HIRE R )

e EPOCH designator (RfHiZ$5E9 5E%)

e —DTC, ——STDTC, —ENDTC Z¥ZZ D HH D, LHITHIET 5
Study Day %% (—DY, ——STDY, ——ENDY)

SDIM 1., BUS L7=2T — 2 Dz 2D F FHML., BFFTE o7z
T—HEMTE LT LDILEDR, e LT — XX ADal 7 — X & v
MZE»H T L,

F—HEHEDOHEOHFTYH, BB MHEHOERIZIE IS0 8601 %
Wbz &, —DYIZ0EEERNWZ &, 722 % CRF T Yes/No TF —4#
DUV SV TWVEHATE SDIM TiX Y/N & LT D4, FEARI 7
HANZHE S 2 &,

REEE Rz LT~ OfBREICEID Y TonD 1D 2T 5
7O OZEEE LT, USUBJID ZSHE SN TW5D, Hil 2 135 MFHRE & =
e < IR R BRA:. HE OB C— AOWBRE T 57—
AT HI L EAREL T 5720, Al —WBREICITHFBEER 2K A
L CHREZRPR Y [E— USUBJID 28> L 9 icBETHZ &,

SDTM {[ZHWT, it S 7= FERBR O EIC BT 2 @2 KT 5
Trial Design Model ™ KA A 2 (TS KA A %) IZOWTIE, FEhi S
NT-ERARRER ORI T 2 A 2B gielod, EET A NITHE
W — X B AREZR R D A L CHREH T 5 2 &,

SDTM TI& SDIM THIE SN TV R WEE A 5 5 7= SUPPQUAL &
WO —HOT —H Yy NERETAHAIENTEDL, INHLOT—FE
v ME SDIM D RAAL ANZEIN B THZ EDOTERNT —ZIZX LT
FIFTH5ZENTEXLR, ERMICITFERMATICEET S L 95 R%
BlX ZIcE D 5% TidZpuy, SUPPQUAL (2, HRICFEME T A RIZii#
DI, FBEIZBWTHELEZONDIEREED DL EE2BRTFT LT
WAIGAEIZIE, RIS PMDA [ZHFR L. EBRICE DL AIET —2 0
A4 FIZBWTHHTLAZ ENEE LV,

I LT=T — X OFHRIZ K - T, SDIM OBEFD KA A IZ3%H L
RWGERD D, ZOXORGE, HEEICID2MBD RA L (U
T THAZLRAAL ] EWSH, ) ZEKRT LI ERROLNATND
DT, T—ENEGFED RAAL L LW 2R LT D 2T,
SDTM IGIZREVI AZ B R AL VEAERR LT — X2 2T 52 &, B A
HERAAOBRBHIZNE LR A E L LIZT—Z T A NIZiE#
THZ L,

4.1.1.3 ADaM5—% &> b



it — % & > % CDISC HEHEIZ I 1T D ADaM (ZHEVWVHERL LIEH 5,
FENTEH I SR SN 2 TOMATIZ OV T ADaM 7 — X &~ R &
T HMEI RN, FREICEET 2 EEAENT, BIRAENT (EEEEnE
HIZB 3 2 IR AT C B E 22 BIREHN IR B IC B89 2 f#bT) | 2tk
B9 2 EEMHT OB B RGP T D AN ifNT, B H M
B9 2 EE 2K 7O EBE R 5720 DTS, ik, Zaetto
FEARRERE K OHE - HEOZREORIICE D 5 KRR R 4255
72O DNTIZOWTIL, ADaM T—X v hafgT 252 L, #HT 2
T =%y hOFSMHICONTIX, FRINZ PMDA I[ZFEET 5 Z E N E
LWy, ADaM & —% & v hTIERWT —# & v b & AV CIBREFE SR
EORITFERDMER SN TV DIGEICS,. ERoAME, ZattoE
Bk R M O - HEOREDORILIZET D D EFTIC OV TIE, M
FEROFBLAFREZ ADaM ([ZESffrT — 2t v MERINT 52 &,
k. HEERICHEE NS FEA~DORIZEDO O LTz
W, BTN T — %ty b ERET 20T,

ADaM 21X, #BRE L~ L D% G e Analysis Data Subject Level
(ADSL) EWH T —HtEy b03HY, ADaMl T—% v FatEHT 5%
REREICOW T T I ERE L TR 6720, £72, ADal 7 —
Xty MZLDEMNT ARG ET D72, — I ADSL 7 —X &~ b
IZEEND, RBRFERFHBEEICLHINLIETOREELZELELE
L85, FAIE LTH ADal 7 —H &y MIGEHDHZE, ZHHOE
Bopl L LTk, XEEIDMA T, Ak GUREREERESS) | £
Mk (MEsxds) . sk, E. BT o zimEg, whl Fi, &
R, TN Z2RT 7 T 7 R OEBE/RR—R T A BT 59 5RE Y
ST HEEN D 5,

ADSL LISt ADaM 7 — & & v ME, B E T 28 & OfEMT O RIS
U CHEA BB O E L VEDLZ LD, EEESCT —X T A FIT
LEONBEOHRHANEETHLZ EICHETHIRETH S,

ADaM 7 — & & v MIBWT SDIM 7T —F & v b LR CEEA HW T
LA, TOEBOEME, WRZEILREET D &,

41.1.4 5—%%y D7 7 A NVFERIZDOWNT

CDISC FEUE|Z YEHL L 7= SDTM, ADaM & — %t ~i&. SAS Institute 23
AT DT —HMRET +—~ > N TH D SAS XPORT 7 7 A NVHEE T 4 —
~w bk Version5 2. (LLF SAS XPORT = &\W9H, ) T, 15—
2y e 17740V LTRIETLZE, "B, SAS VAT AIZLD
VEREIRFIZIE SAS CPORT Procedure (FfEH U722 &, HAFE CTOREHEHMN
MENOWYIEEZ bNDHEE (LI THARGEHEB] W), ) BE
ENAHT—H Ty MIBWTHEERZ Y 7 A AU SAS XPORT B &
L. 7—%%ty MERFRICHWO N FE v N XUIHF LT E T
— B TA RIZEGhH T &,

SDTM LN ADaM 7 — & & v MZHOWTIE, T—F By M7 7 AL
ZIFR—E T 52 &,

4.1.2 T—%%ty FOBRERNEOMOMNET 5E
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4.1.2.1 5—2k&y bOERE

SDTM, ADaM 7 —# -t v NMIBAT 2 EREIXZNE4 CDISC ([ZHIT D
Define-XML FEHUZ LV, WEDRRDATRE/R A X A /L — F~DZ M
EED XM T 7 A NMCEL DT AT, Mt dHT7T—FEy b
FC 74 NVFICYFEAT AN — bR CIRIET 228, &
FEDOTZ7 7 A NA4IL Tdefine.xml ] £ 5, BERERZEONKFE LT,
T—HtEy b B BHEOBRYGLME,. KOWHHETES 2 — NICH
TOERDEEND, FEEFOHFRIIINN—TVarzawdl e,

FBEOTZDICHO LIS HEEERNTB W THRR I D AT R & fif
W —2%2ty FEDOBROERPES THHZ Lix, KRBT —%
AW EBEZMAICHED L T-DICEETHSH, L->T, ADal ¥ —4#
v MCETAESREICIL, 4 1. 1.3 ITRTAHINE, et FE 2k
BROHE - HEOBREORILIZEE D 5 HRREBRAE R2 155 72D OfF
HriZoWT, fRATHE R E XIS T 2T — 2 2y FORIH SN DA
L ORMRE RIS A # 5 —# (Analysis Results Metadata)
MEFENDZENEE LV, EITFERA X T —ZIZB W TIE, ST
IZOWTUTOHEENGEND Z ENREE LU,

o IBBRRIE IS E ISR SN AMITIE R A T R E S E L R R4

o fRNTONE & FEhiPEH

e MiHTAHINRNTGA—HLLa—F

o fRMTRIG L 72 Bk

e [HTLHZT—HEYh

o fRMTRIZR L% L a— RosiRJLE%E

o fRMTEHEEICR T AXNST HELEL. T T e 7T A4 T TR
DR

o FRMTHIEICKHST DT 7 e 7T MO

EMTAE R A X T — 2 O XDV CTIL A BE/RFR W CDISC 12 X %
Analysis Results Metadata Specification for Define-XML Z# %% &
THLELTHN, EEREZGDTCRET S Z EXRRBERIGAEIZIT.
eCTD v4 I K> TEDH HILTW D PDF IZ L D B4 5 = & N ATHE
Thbd, o, EREHEIZBWT, SN AARGEICEVERSILTHY
THELIZRW,
4.1.2.2 FERFT X EF#HEZE (Annotated CRF)

TR X SEBIEREE (LLT TAnnotated CRF) & Whv9H. ) 1%, CRF IZ
FONESNDGT—XOFHEB E, T2ty MZEENDLIEHEX
I SH TR ER LB DTH D, CRF OHBEIZXHINT DA E LT,
CDISC FEHAEIZHEYL L 7= 7 — X & v MOV TIE SDIM OEH %= W5,
R OFEHE SFEIZ DWW TIL, CDISC (2 X5 SDIM Metadata Submission
Guidelines (SDTM-MSG) 73&:#E & 7%,

CRF [Z XV INE ST —ZITATREZRBR D SDTIM 7 — & & » NN
ENTI|EENDZENLEETLWA, #HENWRWT—XHALRH D
YA lZiX, Annotated CRF CTidfgHT —# &y MZHEENTHRWEN
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TNDHERETDHELEBIZ, EENBRWVWEHREZT —X U4 NIZREHET
HZl, L, ZOHERHL L DIZOWTIRERET A MBI
7200,

Annotated CRF @7 7 A VB, JFHI]. eCTD v4 BHIZ L > TED S
NTWDPDF &L, 77 A 04T Tacrf.pdf] &3228, FAIE LT
SDIM T —Z v FERIU 7 A VFITHENT D L,
4.1.2.3 T—FHA K

FBEMFOFREBICEDLZT—F 1y NORNE, FHEOBEMEZIEET S
BT, BHEERICL DT 4y MERIZHT-> TOT — FfEAED
R IR OHESLPEIC B9 282 FIRE L 3572, SDIM T—H & v
&N ADaMl 7 —% & > hOZNEINUIZDONWT, T—F &y hOEXRE
M TT—2 A REEk L, FAIE LTxbhd 567 —F &y b &
Al U7 A VAT L CTIRET D 2 &,

SDIM T —# v MIET LT —X 4 Fizix, KA. LFTOEE %
EOHELT D,

o ERIRERERA . 1RBREMMEEEE %
o EEAREBRFHEICES T SR
o FT—HXty MEERRRFICHW LN -AERE KHIHE., SEERRZEDON
—< =3 > (SDTM. SDTM IG, SDTM Controlled Terminology. Define-
XML. MedDRA K X WHODrug Global) !
e Annotated CRF (259 A 5iFH
e WHITHZT—HEy FMEO—E
e Trial Design ® SDIM ¥ —# & v k
e WERETFT—HZDSDIMT—ZEv b (WAXLRAA L, SUPP,
F—2t v F R OSUPP O H AZEM ] OE# 42 & 1)
e HHITIHIZFOMDT—H T N
o WEBRET —HZDOHY] (WAZLRNAAL L OHAEET)
o T —FIEHEAOMEREICEI T 5 E R
e NUF—vaUFIZIHWLNTEANY T —2 g Y — LR RED
N— g

e NUF—valBEZHWONTEANY T —2 g L — L DR—

a2 BT D1

o T —HIEIE~OWENWNEICEIT S (B O Sz r—r

DT T M OEREE G, N T —2a URERICET 550
)

Flo, ADaM T—F &y MIET LT —Z T A N2, FAlL Lo

HEAZGZOHZ LT D,
o BRIREBRA . 1RBREMEREETE
o fRNTT— &t v MBI 25 ERRRERE 28T 5 R

VF—ty MERFRFEANY 7 — a3 VEIER TR 56, N T —Ya VRICHW S
o=V a vk 17— EREA~OWERWPEIZ BT 51 & L CRifid 5,
10



o T —4Fty MERFHZHWO TR FHlHE, FELUE
D/X3— g 2 (ADaM, ADaM IG., ADaM Controlled Terminology.
Define—XML. MedDRA } TX WHODrug Global) ?

o BEOT—Fty MIILBETHEEN

o T—Xty FOERIZET IEER

o T AHAT—HFEy NMEO—E
 ADaM 7 —Zt v I (AAFEEHOEREGT)

o T LEDOMOT—HEy ME

e T—HX¥v FOiH

o T —FIEAEA~DOWERNEIZEET D IE R
e NUF—valREIHWLNTENY T —2 a3 Y — L EDNED

N—T g

N F—va VAW T —v g U — LD R—

3 BT D 1E

o T HIEME~OEPNEICEET S GBER OB S o r—r
DT Z M OPEREEZEL, N T —a UERICET 55
)
o Tur T AZETHIER
o MMTEMBRELACHER LY 7 b7
o TERMT D ADaMAERH 7 v 77 A, T 7 v 77 A (fBHTE
RWGAITIE, BT T VY X LDy HHARESE) ORI
SDIM, ADaMl 7 —% & v NZENENDT —Z A ROIERIZ&HT= Y | (DISC
BEEIZIBWTIET —# A ROEKI72 7 +—~ v MIFRHES I TOZR0D,
FHAIZED DRSOV T, BBICTE 2GRN ARSN TG,
F3CEIE, R eCTD v4 BANCIBWTED HAL TS PDF TERL L .
7 7 A VAL SDIM, ADaM (2%t L CE3LE 4L Istudy-data—reviewers—
guide. pdf| X° lcsdrg.pdf] . Tanalysis—data-reviewers—guide. pdf |
X ladrg. pdf| %, WENHAMEE D7 7 ANVAETHZENEEL
W, 7B, T—A A RIZHAETER L THE LR,
4.1.3 ERTHEEDNN—T g ZDONT
CDISC fFR¥EICHEM LT —Z &y P ROVEREF AR T DI2H 70 fEH

5%, CDISC #EHE HEil HFE, FEESEIT-OUVT, PMDA IZHW TR AZLFA]

RE/R/N—a VI PMDA V=T A PRI LT L, B, N—Va D

ZNIVAIRIE, HEEE 0 KR HGEEICRHET 2R A B &2 R Il

%o

[Fl—HGENTRR D NN=Va V22 Z I3E LA R0, [[—

2Ty MERR &) T a VRN TRRDGE, N T v a VRICHN R
o=y a vk [F—2EEA~OERPWEIZRET 2 H) & L CRiHT 5,
PSDIM T —F Y REOADaM 7 —F >y MIET L7 =% A RiZonT, BUF TRt
NHEHOT 7 L— h3FIHARETH 5,
https://advance. phuse. global/display/WEL/Deliverables
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ERRBAN T — L=V a v EHWD Z L, [F—EERBRNO—
DF—H ¥y MTOWNWTHDONR— 5 VAR LSS, LA
—Va VROEOHBIZOWTT =X HA RIZBWTHIAT S Z &,

BB OBERREBROFERTOT —42 & v MZOWTIL, KR RBROT
— Xy R EIN—Ta URRERSTNDLLGAETH->TH, Hi— L7
—Va VIV ERR T A2 L, N—=Va UL GRIR L2 N— g
VOBIRFAR, BB NR—= g U b OB H TV BEE LI Ao
T, 7204 RiZig#d22 L, N—Varof—»nHEET, vk
B R — TN TR B NN—T g VAR LSS, FRLEAA—Y
a VIOEROIRET 5T 4ty h~OREBOFEL  ENDDLLGE
I BRI e 2R ONRET — X A NiCie#d 52 L,

4.1.4 FBFRBEROFELEIZONT

BE, REBHEEEOT — X 2N T 5720, < OEBIZONTE
N IVE B EEARE (Therapeutic Area Standards) 723, CDISC IZ L Y2y
BlEN TS, BRICERENAR STV A EBIZOWTIHE OREREE R H
THZLENTEEN, AIHLEEREIZSONCET %y hOERELD)
T2 A NIZie#4 52 &,

4.1.5 BAFET—F OB NZHONT

AARGECT —XINE S, DOZNEFGEICEBR LIS EIC—EDE#H
NN LBNN G LI HONWTIL, AARZE TORLEDS LI )DL
Thh, BRFBCTRE LT —% UT TERET—F &, ) %
HT 22 ENARETH D, HAGENE FIL D ATREMEN & D EH OB % B
21T, THIZIRD O TIE 72w,

HAFEHEN RAA VCEENDIGEDHARET —2 DT —2 &y b~
DRI ITIER OFRH FIEITZFERIE LT D LB L35, 2k, BI#k3
Wil 2T,

o HHUITDHRAAY (T—HEY ) IZOWT, HAFET—HXEv b
R OHTEED ASCIT THESIN TWD LT v FOATHER S
72r—4%y s (UUF [mEFET—2v b E0H, ) ®D2O0D
Tty FEERTDH I L,

e HAFET—¥ty MIAAFEHBOALAZHAGELE L, ZRLSMNIHE
Brr—42%y b ERE-NBEOFERTEDT =2 T5H L,

e HAFET—HFEy FEEETT—XEy MIHAFEHEE L ZITK
IS DB LA OT — 2 EOEWERE 2L F—0/EL L,
La— K, La—RolE/Fs 2507 —%t®y METRHR—:T 5
Zé, B, TFEY POEREFTIRET TSy MIRT D
HLODOHDOATEL | YRERFITRETT —FEy hEFRILT
FIVENHNT D &

o T —Fty NNOHARGEHBIZKZY T HEICIE. EEOT
— X TN EDRH BB ( TJAPANESE TEXT IN
SOURCE DATABASE| %) ##&MI3 52 &, T— X EOHIBDT=9,
AARGET — &% 2B OB XITHEE D L 2 — o T TR o2
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ERHLHGE. T TT— 2ty hOXSTH L a— RIZEB T
UHLIGE L THN M T 5 2 &,

o ZOPEESCEH ( TJAPANESE TEXT IN SOURCE DATABASE] %45) 131
HBRCTIT—ELTCR—DbDEH, T—2HA RXIT =%k v
FDEFE (define. xml) IZHIRTHZ &,

o HARFEEZGTLHEMELa— U A MNEIZXIGT 2 FEATIC XY 722 5%
ARXNTFGE L TFHN RN T D 2 &, 7eds, FGESUTINEMMNT 58
By EOFGETHNEHEICKBT A2MERDH 57 51X, KEIZE
O 57 EEBNZE ) ekt 2 Y (] 0 TJAPANESE TEXT 1IN
SOURCE DATABASE 01] . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . JTTOHRGEEOHMIGTT 2T —X2 A REIRT I L,

o PHTFT Ay FEMED T FNFITEDDH L, SDIMT—F &
» NIRRT 5 AARGET —#y M Tsdtn_j] 74V ZITED,
ADaM 7 —# & v MIkHET 2 BARFET — 2t v MME Tadam_j| 7+
NHEGDDH L, T—HEy MAKORTXNLAIT25OT —Ht
v FTCR—DbDERNSZ &,

e HAFBHEAZEERWRAAL NIOWTEHERTOT —X 1y FD
HEPED 7 A NFIZED, BEETHT—FEy FERH LD
o

ek, JFAIE L THARET — X2V TIE SDTM L8 ADaM & & 12 E3Eo

AN TIETIRET 2L L9250, BARET — X 280K RBROT —%
ZRMT 5 TEDN S DGEIIE, £ OHEIPHZEIZ OV TEHERNZ PMDA (ZHH7
THZENRLEE LY,
4.1.6 7urIrOHRBIZONT
41.6.1 #HTEHT0 T T A

CDISC PEHEZHEIL U 7-HGEE T — X ICBEET 5 7 e /T AL LT,

4. L L3 WA, RO EERFER L OHE - HEORREDORILC

B8 2 W AR AR R 245 D 72 D DI OV T, ADaM T — & v MERH

077 LR OMTH T 0 77 AR ZRD D, K707 T ME ENEN

EMT H OB ERR OB OO, T LT X AOERRFER BRI Th

. T LE PDA OBRBEICBWTEDEEFETT D2 &N A[RERER KL

WAL LTIRHT 2B IR, o, FFEDY 7 Ry =70 —V 3

RET 2O TIFRVD, 7T LaErk, FATULRERE (EH LA

L—a VAT A, VT MU T FOFONR—T g 0) IZETAERICD

WS CT—2 A RIZBW it T 52 &, ~7usxfHL-7a s

LEFEHALTCWAES, ~7u7n /I A6 CiRET A ZENEE LN

N, vruaral T AORMBKNEERGE, o, 75y N s T

LOVERL B R A SRR ZZE L TR Y 7' 7T A FAROIRH DS RS 2354

IR, T L2 R LD INHHEEES ORI TE LI X0,

4.1.6.2 T L5077 AR

4.1.6.1 TRTERY, 707 T AMIHFEDY 7 N =T R—T 3 T

[RET 5D TRV, 77 A NG 7 N7 = 7 M5 UT-3E0E
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FEEDDH T, WAEFNRWT 7 A VA DAL T 7 A VRIS 50
BHZT—2 A RIZEGHHZ L,
4.1.7 EEPRIRFRGEIROMATICES 45 CDISC ABAREICHEM L 1- BB T —F %I

DU NT

PRICERSEIR OMNTIZ B9~ 5 CDISC FEHEICHEIL L 7= WG 17— # S D HLY

ﬁwi4L1ﬁ%4L6tﬁﬁf&5ﬁ\%_%%¢«%$@%UTK%¢O
4.1.7.1 SDIMFT—Z%&v b

HEENRE N T A =21, FAVBEPIERNCET 2R ART T —2 L& LT
EBZONDIEMND, FWBET — X ML PC RAAL ATz, &
HENTHENRE RT A — 2 % PP R A A ATKM L TR 2 2 &, PC N
AA L EPP RAAL DT —4ty FOBIRIZ, SDIM IG [ ZHD & RELREC Z1E
B UCai % 2 L E LS, SDIM 16 123U VB DS N 7 b
\ZIET —F A RETHATHZ ETELIARN,

7033, CDISC AREHEZYEL L 7= LIS DT —H > "& PC RAA /& PP
RAA ATEBR LU TIRET 25681, FL—0EU T 1B 5 FH (PC
RAA & PP RAAL OERTFIR, ZEHEOBUREDPC KA A /& PP R A
A ANCEENDIEROBNR) 27 —F A NETHHT L Z L, B, b
—H VT 4 ZHHTAHT, PC AL U bEYERe (T A — X &2 f
BT D020,
4.1.7.2 AaMT—ZEv b

if H R OVGR H R FE L2 B9 2 SR BN RE K OB RE /S ) AT — 2 & v
k% ADaM JEA TR 256813, BINMOITEENARE T Abal 7 — X & v
IZ L DRI DRSO THIUL, ZNHDTF—ZEZ UL H5DFT—Z % b
IZE EDTHRIA TR L TH &V,

FEMTIRELZ BN ADaM FER LIS DT — 2 & v | & HIEEHAC ADaM JERUI T 252
L CIR-HET 2856, EBEOFNTICHW =T —% 1y FORHIIRETH S,
772l 7%ty MED b L—H U T 4 TN A AT 5 9 2 TH
MRERTH LI, YT — 2ty MR L9 2 THAT 52 &2
TX 5,

4.2 FERARSKEFEIROMNTIC BT 5 BEEFT — 4 EIT oV T
(PR SRBRAEIR D 17— & /o 7 — U E | W QN G PR SR BRAEIEE o F &5
BT — X RO 17T NEO BRI R EEHNRIZOWN T, LT X HFIEA L
TRT,
4.2.1 [ERPRIEBEIRDE T T —F N\ r—VAE| 1221 T
ERRSRBRFEIR DO FFEE 77 — 2L, R SND T A NERT 7 A V40
Bkx Th D720, PUDA DR S NT-HEEE 77 — % 2R L ORI 512
HT= rﬁnaﬁk%ﬁ%ﬁﬁiy@ %7‘ &/\/b‘“_“‘/nﬁﬁﬁij Z 5o rﬂ’:nnEE
HPGEIR OE AT — X /Ny r—UMAE] L, BEEET 25— U
A VAT AL VBT AR — N oA VAT LATANEIND, X
£, eCTD @ XML A »t&— VIZFR#E S 4L 5 B ER 7 — Z SR HHNAE O
5 PMDA 2MERET 5, TERRSRFE OB T —# Ny r—U8AE | 2 1F
%9 B BRZIE, Analysis Type TAJI S IEH A FV CHE PR SRHE sE L O
T ANERHRELTWAZ G, Analysis Type Z @iz AJ1d AL EL
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N5,

R, RUOCEBLVWEBICLVET 7 7 A V2R ORZNT 5 BRI,
eCTD @ XML A v E—UNbSRT 552 RE, TSV 7 7 A Va4 T %
ZEThu,

PMDA IZ3\WN T TR BIEIR O 17 — ¥ /N 7 — Vil E ] Z2/ERT
HECHEH ESNAHERIITRROERBY ThH D,

o Study ID : &l Z#53 5 SLF5

o T ANINR :imb THNENLDT 7 AININATHY, 77 AINVELD
e Z 20 BGSnDd, b, HiFE 17— 427 —hv=A v
2T ML VIRET AEA1Z, eCTD @ XML A v —U b2 BT 58
BERE, Y= T 2A VAT AT 74 VR R HEIIZH A IA TS
720, T ANIRADATNIME RN,

e Analysis Type : i S N7 T OFEEL (STS (KR YER 72 3K ) RE 7
Br) . POP (RHEEFAfENT) . PBPK (EBERFREMEERTT L) XX
Other (ZDOf) DOH%Z, BEEHNTANT D, ) . BWERRT —
XD 9 BLEFREEEROAFEE 7 — X THRVb O GBIk 1 2H) 12
DONTIE, BTDT 7 A /LT Non—CP Z AT 5, 728, STS ICITIEHE
[ 72 SEW B REMFEHT & [R1AS 0D 7 1 CTREAT S AU 7= SR B RE / 3K 77 “F R AT %
&, STS, POP KON PBPK OWTFUZHEEY LR EEB 2 BN DR
SEPRAE IR O 3B ST EMTIZ DOV TUE Other A1 5,

e Description: 77 A /LONEDIATH V. Analysis Type A STS.
POP, PBPK F721% Other OWTNMNIEEIN TWAHEAIZHEH I
be 7 7ANDODRHBRMD 7 7 A NV EDOBRENRETEDL LI
PR ARLE T D E NS D, B, AJITE D RRCFHIT 100 3CF
ThD,

4.2.2 HEEEFT—F OEERILRHNBRIZONT
REVER 70 SR EhREARAT . REEEFHMEAT K OVE PR3 E B 5l & 7 /LR AT

DZENZIUCHOWN TR REFIHEZ LIRS,
7ok, EEREEBRAEIR OMEATIZES LT, CDISC FEAEIZYERL L 7= WEEE 7

— A ERHETHHA. 4.1 /Y 2L, 272, FOHFATH-TH, 3K

WyEhRE X X EK BN RE /3T 2 S B3 D R AR E ST E IS HE TR T

REFHRIZOWTIT, 4.2.2. 10T 52 L,

4.2.2.1 EHEN 2 R BhREARNT
FEEHEN ) 7o S BN REFRNTIZ B9~ 5 HGEEE 17 — X IZ DWW T, ADaMLIADTER
THTT — 42t > MERHT A5AOFEMIX TRLO L0 Th 5,

O T —H v b

IEWENRE XTI )X T A —Z ORI HW T — 5 & > A
SEBNIE I THES P T A — X OFEH AR e AW T T — #
Ty b GERHEFHEOREHOAREITT2GE1IRL) 2T 5, 7
7 A NMERIL, BIZIELLFORANE 2 555, L FORALIS O
EEOHATORE L AHETH D,

e SAS XPORT &= (*. xpt)

ASCII Format Data Files

Phoenix Projects (k. phxproj)

WinNonlin Files Ck pmo. . pwo)

— Aty NEXRE

‘ ° ° °

)

N
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o T—Xty MEFREITIL, D7 & OEEL L OEBOFA %
GoHZ L, B4 EBBIZERT D Z &, 7ok, TR
R|EEEISFHEDR LG0T, TOE EXYX—VEPRT
HIETELIZR,

o T ANEAUL, FHI, eCTD v4 @A L TED LN TWD
PDF &5 Z EREFE LV,

@ FEpEhRE STy EhRE /K I B D AT AHEARE ST E LI HE D

“CT’EHjﬁ‘f\"éf 15
fERNT 7 LT X (Bl 20X, SEYERE T A — X ORI IES)
RE R FRARTOT — & OB VE, Fhi L7455
MERZZTLLOTHSL, B, T —% 1> FAKRIZY
BN EENIHEE. TOFEHRTHI L TELIKZIR,
Fo, FATRHEEFEICYRERNE ENAGEIE. T 2
HT25Z L TELIZR,

77 ANMERIT, FEEOERXTELIZ 2V,
4222!%@%%(%7W_§6<v\ L—yaviaite, )
RHEFAATIC BT 2 HEEE 7 — & 1R 2855 OFEFMIE TReo L B0
Th b,
O s —4%% v b

BERET IV, BHEET NVEEERT 2RISR EICHW ET LD

07T LT 7 A NG LT fjir T — 4 > N aigiid 5, 77 A0

BT, I TN E 2 5508, LLFOERLSOEE D

A TORHH ARETH 5,

e SAS XPORT &= (*. xpt)

e ASCII Format Data Files

@ FT—4tv bhEEE

4.2.2. 1% ZHT 52 L,

® FursILh77AL

HAET )V, TNV LR WO 70 75 57 7 A Va2

M35, 774 WERE, BIZIXULTORERE 2650, LLFO

XA DEB DO TORE L AHETH 5,

e ASCII Format Data Files

@ FERERAIH DS 7 A0

BARET IV, BHEET NG E TR ORER NG E o 17 7

A (NONMEM output %§) ZigHiT 5, 77 A WERIL, [EEOER

TELXZR,

® vial—varilEHIsrzrrA

VR ab—va UREREERGRGOERRSCHE - HEOREFOER

REVCHWESGEEICIT, Y%y Iz —rva sl %#5774w%

T 5, ZOHAOYIab—a URER ST, IRERICET O

?%~&(MQme%)@$ﬁﬁﬁﬁ%@\%?w_%0<$&%m

BEICBET R b & T,

Valb—vallBlTL T A ELT, Yialb—YarT—H

ERESEDLLDOT T T LT 7 A, V2 b—a rDOFEREIC

AW 0l 8T7 7 ANV 2 b—ya URERERLUTEHED

BT 0 7T 57 7 A WVELTRNT 5, BT VMO DIZ i L7
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I 2 b—3i 3 (Visual Predictive Check %) BHEDE -7 —H 0
Ralb—va O TERSNDGT —% 1y MEORHITIMNAETIX
2N, T, v alb—va NIBHFOERICET AT — 4t v RE
ERWEGAIT, YEERE ST — 4ty MEAIRHT D, B,
T AP TERWGEIL, T Y XARGHHARRE R
Hi22L, vl 726077 ANERL EEOEATEL AR
VY,

® 7nr7LFEEE
T T AEFATT OO TFIRE TS b0 TH D, D7l
Eh, Tl ITAT s ANLKR RN T T T AOHAEED DL L
L. BB 25BIERTH 2 &, ok, SN0 T A
BT DICHT T, NALDOEESE., FRAE 21T O M5
D7 WEEIZIE, AT v 77 AFRIRECRRBIIAETH D,

4.2.2.3 ABZHEYEERTT VBN (ETNVIZES Y Iab—v

aveEat, )

APPSR LR T T VRITIZ BT D EEE 7 — Z R T 555

DFENI FD LB THD,

O FRITICHWTEET LV ORE, E LTEEY K OVAEB T A —2 D
i, TR R, ESIEDOERNEEND 7 7 AV
7 7 ANMERIL, EBEORTELZ R0,

© MmHRET — X2 EZ2E0HRKRBROT —2 v b
FREDY 7 by =T THITTE D L0127 —4% &y FEERCSUIMN L
LTCWAEAITIE, Yi%E S~ 7 A/ (Simeyp PE Data Files (xml B
R) 45) ZIEHTHZENEE LV, BB, BEDoY 7 by =T HIC
F—Ety NEVERSUIIN L L TWARWEE D 7 7 A VERIL, (&
DR TELIZ R\, £, MHRET — ¥ %525 TR REER O
T—4%y b T 254813, HECLLTT—4 2y NER
#F (4.2.2.10%2zH) #RETHZ &,

5. AAGRHFERFOHFEEFT —F%E L D L DERIZOVNT

5.1 HFEETT —#% L D DE%

JFHIE LT, £ COHEEFT—HXIEL, eCIDD XML A vE—U b E
NHZENHEYITHD, LPLENRG, eCID D XML A vE—U bR T 5
BALISNE, eCTD @ XML A vt — KN eCTD 7 4 VARG ICHEEE -7 —
ZIMRDERYNT T 7 A N EEZDIRNZ L, 2170, 61 EORMNER—&
BT S HEEE T — 2 O OFEAREE S L ICRRET A 2 L,

5.2 F—hrUxzATVRTFALITEB eCID ZAHHEEDOTE

eCTD Z4EH 3 B8R 1E., = h U =A VAT AL HEFNIERETE B K OW
PifERE AL, eCTDZMH S ZEGT D2 &, MEREROENILLT O
WY ThD,

o HIGESH H OBIEA

o HIFEXSy

o BURMFEXITAHEEDR]

o« IER, ZEDJ

o fEHTEH
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5.3 F— " =AY RAT L% LT eCTD DEH

eCTD DIEHIZH =V . HEEEIIMINEHRE 75— N T = A T AT LN TEEE,
BRI ANIT 5, HIEROFIILL T O THhbH, 2B, RTOHHEIC
DOWNWTIHO 7= N B G, BIRUIANZRD DL H DO TIEZRU,

EAR, %5, ZEHz LD
TN A A

eCTD 523+

TSR 5

A (=—F)

FFEX Sy

H 5L H O—%H944 Bk
FEESL B DIRGES
TANATF = v 78T B Fd
XML A AH A (eCID D XML A vtB—) OF = v 7 LEEE
CUl{ESar

o FEEHYF KON oCTD T 24 3 D3EHE S

o %

FREARER, BIRUIA LI, BT 5 eCTD O by 7 L~UL T 4 )b
ol — R N7 AT LTEREL, EETH, F— MU=z VAT LDH
KB REIC O W TR BB T — X VAT LD~ =2 T V2B RT 5
ok,

5.4 F—1FU A TATLEILTERHB ENT- CID DZEE

PMDA 1Z5ZfE L72 eCID IR L WA N AF = v 7 BN F—3 3 o & FEfT
L. ZOfERE & HIZ eCTD ZZHH IS ORI R 4 HEG# 1ITHER T 5, eCTD
2T N T — a3 YRFIEL, JFAIE LT PMDA U = 7 A MZABRT S
eCTD KREEY — LV DOEME~v = 2 TNV E R B EIZTH 2 L,

5.5 eCID A 7% A 7 L& BEEFTF—F DEIR

HEERE 7T — X IXHEEICI T REER O —-HTHDHZ b, HFEE
T —Z%ZEH GBI, EfXITHIER) 75581, eCTD Z#&GETT 5 Z &2
WY TH D, eCTD O XML A v —UnHEMRTHLELI4ME, 3.3 IR TH
HETT — AR DIME R AR5 2 LT, UEHEE T — & & B
T 5 eCTD OFFENFREL 725, HFEHE 7 —Z 2T 5I2hH7=0, T
DRIZEHETDHZ &,

@O eCTD #IEFEHFFICIRM T A HEETT — 4
WEFEHICRE T 2 HEEE 7T — ¥ 28 H L. PMDA NS HFEE 7T — 4
S HIEAG 2 52 T TR T, IR BE 3 5 HGEE 7 — & 2B
THZILITTER,
@ eCTD XRTRFIZIEMHT D HEEE 7 — 4
o BEEHOWEETT —X LOESOHERIET 5, LLRTOHE ke
B TR LERGEE T — % 2 FERET 2083780,
o HIEEFT —Z LML T 5 eCTD BEBFEE LR WA IE. 7
JFIEIZ DUV CEHRINZ PMDA ICF#RT 5 Z &,
* PWDA MO HGEE T — X ZHEEKEZ T 7RIS, Ykt HEmE 5
EBET DHEEE T — X 2 BRI T D Z EIXTE e,
o EIHELIMEBIIHFEETT — X2 RHET 258 FIAREO FIEIZHE D,
5.6 HEETT —FIRRHFROEERE
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eCTDUGTIFICHGEE 7 —Z 2 RIHT 25613, DIEE L OAGEHFEAD
EPLIRDLORERBIZ DWW T PRk 22 4F 12 1 27 BT REEEFEER 1227001 7=

MSEATEGE NER LERE R ST S K@) RO 6 [IORT AT Z
RHT 2 HEIT RN,

6. T
MR 7T — X ORI EZROLHIRMED S L, KBHEBERTERR LT L
t CTD T D Z &%*@Twﬁw%®_owf W B DA ﬂ%ﬁ%ﬂ%
3. THUET B HIEIZ EAHNCHRE T2 2N TE D, TOHE DA
IR E B ORERER) 7275 %ﬂiﬂ%_<WVCiﬁhgr¢
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B 1

AAA RTHWS AEDOER

BT 774AN (F= b =Af VAT 2EN LTRINT22TO 7 7 A 1)
FHFERROE 7 —4% (=HiEE T —4)
e R BT — &
| F [BERRBRT — ¥ 05 bEREHEEROBEE 7T — X TR0 o, ]
| | |CDISC #:#ll5—# (=CDISCEEHEIZHERL L7-F — )
| | | F—%tyhr (=T —%E> )
| | | | FSDIMF—%tvk (=SDTMICLDFT—ZE v F)
| | | | Yahrs—x%Ev b (=ADaMF—%+t v h=ADaM IZ LA F—% & v })
| | | L&E#7711 (=definexml)
| | FvH—F—%
|l | | F—%t>h
| | | LEsrvran
| | Lorerssn77q001
| Hight i~ e 75 A
|| Ly—% vy MERA 72 77 A
| L (BRI ORGEE T — ] (FEUEN 7 SEY B REMRAT 23 SEhE S A7 B PR
I Br, REEMMENT, EPRRRIEYEETRT T VRIS T 2 H5EE T — %)
| FCDISC %L — % (=CDISC fE%E|Z HEHL L =5 — & )
| | =%ty b (=T —%E> )
| | | FSDTMTF—%%v bk (=SDTMIZLDT—Ft& v })
I | | Y#trs—%ty h (=ADAMF—%t v F=ADaMIZ L 57 —%t v |)
| | LE&H7 71/ (=definexml)
| FCDISC #E#: LIS DIER DT — % (=ADaM LSO Ttr T — % & » &2 1%
I | HT 2856507 —4)
| | %%y b (=RET—%E> 1)
| | | WM —%ty b+ (=ADaM LS DOTERX DT —Z & > 1)
I | | Yihrsr—2ty hCRWF =&ty b (ERRSERSEYE T T LR
I I WrCRRE LT3 e OVEFR NS A — % DIEDIE#HE%)
| | %ty rExE
| |  FEERERAE SN T A
I | Lysar—vaiclds 7740
| | L7 w79 AFIEE
I Higbr A CUITNICHY T 51 m 2 & 30E)
I Frursazr a0
| | Hatr 7 v 7
I I Ly —2 ¥y MERA 71 77 A
I LG PR A EIR DA T — & /8y r — Ui E
LiHhE4 2 o
FaCRF (Annotated CRF)

|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
| L¥=—% 574 F (Wi D Reviewer's Guide)
|

|

[SDRG

LADRG
FeCTD (HEETFT—2 %K< (%) )
FFD 57—

L [20ft, 7= T =A VAT LES LTRINT 2 b0, ]
WIS L, WEETF— 4 & &0 [6CTD) LIFHT 258 bbb,



BIHK 2

BAREN S £ 5 FTREED & 2 B D

Domain |Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Core
, Reason not done. Used in conjunction with --STAT
EaS i --REASND Reason Not Done  (Char | 0" 0 5 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
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”".
SV SVUPDES Description o.f . Char Description of \yhat happened to the subject during Perm
Unplanned Visit an unplanned visit.
M CMTRT giﬁg’nf/i za;?e of Char Ve:rbatim 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 P 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 Regson for Dose Char Dgscribes 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 Substancg 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.g 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.”
M MHTERM glzp&r;(ilcgrm for Char Verbgtjm 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 (f(gr General Cl)asses) 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 LIk, FRakiT—ERams)




B 3

BAGET — & BT L DB

Bl 1) HAGEOEAGEAGEL KRETZ2OE EHRNT 256

AE RAA v (HFT—2Ev )
HARBETT —HXWELEZTFA FMEBICOW TR GE LTS ( TJAPANESE
TEXT IN SOURCE DATABASE | %) Z#&#14 %5 (AETERM %% HAGE CTILE) .

Row[STUDYID |[DOMAIN [USUBJIDJAESEQ [AETERM AESTDTC |AEENDTC |AEMODIFY |AEDECOD
1 |ABC123 |AE 123101 |1 JAPANESE TEXT IN|o00s-10-12  |2005-10-12 Headache
SOURCE DATABASE
JAPANESE TEXT IN|2005-10-  |2005-10- )
2 |ABCIZ3 |AE 123101 |2 SOURCE DATABASE |13T13:05  |13T19:00 Back pain
JAPANESE TEXT IN Pulmonary
3 |ABC123 |AE 123101 |3 T o [2005-10-21 puimonar
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|AESDISABJAESDTH |AESHOSP [AESLIFE |AESMIE |[AESTDY]AEENDY |AEENRF
! (cony| RECOVERED/ . )
RESOLVED
RECOVERED/
2 (o) | RESOLVED ! !
RECOVERING
3 (cont) | OV SR Y Y 9 AFTER

AE RAA > (AARGET—XtEv b)
HAETT—ZINEL-TFA MNEBIZOWTIEZ, BARELZZFOFERNTSH,

Row [STUDYID [DOMAIN |USUBJID |AESEQ |AETERM |AESTDTC AEENDTC AEMODIFY |AEDECOD
1 ABC123 |AE 123101 1 Ve 2005-10-12 2005-10-12 Headache
sty 2005-10- 2005-10- :

2 ABC123 |AE 123101 2 ZHIH 13T13:05 13T19:00 Back pain
3 ABC123 |AE 123101 |3 NZER 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

RESOLVED

RECOVERED/
2 (cond)| RESOLVED ! !

RECOVERING
3 (cont) JRESOLVING Y Y 9 AFTER

B 2) XD AARGEZRRT D2 ENRREETH Y, T 2 E5EF8 2 A X
TOMEND DGE
QS FAA Y (FHFT—FEv 1)

Row [STUDYID [DOMAIN USUBJID QSSEQ QSTESTCD |QSTEST

1 ABC123 |QS 123101 1 QSTEST1 JAPANESE TEXT IN SOURCE DATABASEOQ1
2 ABC123  |QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASEQ2
3 ABC123 |QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASEO3

QS ALY (HAGET—F &> b)

Row |STUDYID |[DOMAIN  |USUBJID QSSEQ QSTESTCD |QSTEST

1 ABC123 |QS 123101 1 QSTEST1 A2 Tl & 8117 F 92> 2

2 ABCI123 |QS 123101 2 QSTEST2 FOEAPINFTEES D ?

3 ABC123 |QS 123101 3 QSTEST3 Z e L TH K TT0?




B 4
B&E) T—Fky MERE

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

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 BELEEE T L,
X2 AHOFHAETET L L,



B 5

(338) Furs 7 LrFIEE

No.

Program file name *!

Description *?2

XXXXXX

R 7o =27 : OO Ver.@
FERRM .« - - IRV,
FERRFORE A
cTUNTY N7 ANENIT DT AN % FRROITTHRET 5,

XXXXX <-"/S A"
s DT E T ANERGET DT A NT e FRlOITTRET 5,

XXXXX<- "/ A"

s FTRROITE T 0/ T AEEITT 5,

exportData(XXXXX)
CHRE LT 7 A (xxxxx) ([ZH Sz CSV 7 7 A4 v ( Ixxxx) ) (Zxf
LT, YIalb—yar o - - 7740 (xooxxx) & ETT 5,
s TURNT Y RT7 7 A0 (xxxxx) &, ETHELEZZA/LH (xxxxx) T
RFET 5,
s TRLDIT B 77 7 AD0FETEHAL, RELET VN Ty F 77 A
JV XXXXX) % gidr Z AENTT 5,

XXXXX <- importData(XXXXX)

XXXXXX

FHY 7 7 0 OO Ver.@
EHER : « - < ITHWE,
fEHARFDOEE A

X1: O IT L7 A NLETRETH L,
X2 a7 LA0MB BEHY T b7, EHEN, EARORERSE) #7524,



