SR HE S 0824001 B
SERE 28 428 4 24 H

EWEIRMEEER (R) & B

MATFTEOE AR R A B S
VRS R BT EEl

T

WA

DRBR A OBT 75 R BS SRR A RIZDWT) O—HKIEI DT

TREBHKE OET5 — 5 RN BT BRI, TSI ONTIH, Tk 27 4
4H 2T BRNTIERORIEE 0427001 BANTITHOL A B BIERHESR A MK IR e
A S RTA KRNI 0BT T — 5 RSB BN A RieDnTy
(PR 28426 4 30 B—H&IE) (AT TRAROA1 B &9, ) IZBWTRLTY
5HETATHD,

F— M A P AT LI L VBT F—8 BT BEITIR— 2 L b 5 HIS
FHERTAD ZEELTWBEN, St BURERAED S AT 5o IAE L s 5 I
DRI DR OEEAR SN L EEA, BIH 1 R &SI AIEED &
BOKETHIEELEDT, HEFHEH QAL BENT 5,

5B, B & L THEROHARIA K ERNT 5,



B¢~ T 8 S~ THNE

- - 9~7 : M O 9~7
$oLe~3 e S L~
S CIERG)) Gl
e RO R %%L@ﬁ WP ez 16 POGETHY (SL—LITEH P (e 4
D (1) L) S LR A b4 £ BT | LBl () LY G —LYORRRRE) (b L £ TR

YO - (Y OB S LRSI Y D LG —l “BOx "7 | QWG - (Y ORI LREDIFEREER .2 L eArg—k B0 °R

DRLENEET (BEMNE AP B0 R M) BATEANEROA) | 2R (BENE E% ﬁ O WP ) WA MRS )

LB CHTDSMMEhENY " MURELERG U e S—IOIBO | LR SHETORE RN MO RS LR Y AL
D RIHEIE T S GIMEIECE O H 2L B YN AR Th S BOo2 2 RIBMIE T 2 BN @:ﬁ BN ARV RRE s RO

() (31
VMY FOHES L8 Em 1T VIR B QRS £ —LABEh 1%
LMCRROHE L —L-EREH T LNCHEOH & —LEREEH T
: W~ o~
R FA

SERHRCEINE o b LGNS BRI R 4 — L LB O et
| W




(Bal) —ERSLIEH: D THRIBAS T

SEHKTE 0427001 &
| T2 TEAR2TH
(SFRk 28 468 7 24 FRHISEHORTEN 0824001 B JUSTH0% N IESE RIS TR

SRR SR 52 BN & 0 TR UL, )

e

HEHEFRFEEESL (B & B

AT B TR & SR I R S S e
( A E & )

_ﬁ%@%ﬁ@%%?—&%&%ﬁ%?%ﬁwmﬁ4Pmomf

RERPEOEF T F R T 2R 2EZ AT DT, [REPERED
BT T 2 HARE 2 F o DTy (ERE 26 4E6 A 20 HAN TS fassdys
0620 %8 6 = JEA I3 G EHE R RRBEEME@ED  CUF TFekanim &ns, )
BT TRRHEROBR T — Y IENICET 28 AMEZZ FioOoWnT) ITBT3
BHEERES QB 22oWTy (CERR 266 A 20 A7 EASHAEEe R ER
EEMPEHI) TBWT, FEfz, FOEBNAIEHICODNTIE.  TREHEED
BT T HBICET 2 EBNEEICDWT)  (FER 2T 4 H 27 BEHTSERstss
0427 25 1 JSEAETHYAIEE R BFAEMRETBAD CUF TEBREA) E0nS, )
BN T DREHFROEFT— RN T 2 EENEEIIDOWT) BT 2EE
BAE QRN WTOWT) CER 2T €4 8 27 AN RS54 IES A R B S S i
EHURL) ITBVWTRENTNDEZATH DN, EBRHHROBETT— LI
THEORLHFMEE, FEHESFIIOVT, JEOEBOWMDEED-0OT. 5
TRERE DA, BENT 5,



NS
R HIEOE T — 7 RIVECERT 2 AT 1 B
L =
L1 &1 ROEH

IREBEEIF OB T T — IR T 2 AN RHZ Z FIT DWW TR, HARBA
BUOFOERSERITBNT, T, TOEBHOBEIIZOWTIE. EHamA
B OFOEREEEIIBNWTREN TS EZATH LY, REHHFOETT
—Z MR B X SR AFMEE,. BEFHEFIIOWTE, &4 FTRTD
DET D,

Fir, RAPFHEOBTT— 7B ICEN, EFF—FRINOHRGED
REHENRABEENT DWW THER] ef) KEBHDETHI L, ell) #FEBTHiD
BT 7 7 AIVORHICET 2HMEE, EEBEEFIIONTD,. KA RTHE
TRTZ&EET S,
1.2 EHIEEE

KA ROBEA G, RBHFEFOE T —7eMICET 25HMEH, R
BEIEAE, &Uﬂ%ﬁﬁ@emn#@U%ﬁ®%?774wwﬁw B A EHMNEEE,
HEBIEE LT 5, B, AT Rtz sNAICBEH L /-, V-
WRPBER T FAINADY 72DV TIHE, MDA © WEB U1 b
(hitp://www. pnda. go. Jp/) IZHRERT 2O THE TEHITLH T &,
1.3 HEOESR

AHA RTHWENDNFEOHRZIIFM L OEBDTH S,

KA RTHWSNSAGEE. R gAmﬂﬂ&U%ﬁMﬂﬁfmmbmé

HFEL FEETH DD, AHA KizDWTIE, KEHEBOET T — T
HHEIFOWEDN, efI) ZETRHOE ?774w®hmg%¢édﬁ$ﬁ HEE
THE ST T LG, FEBOERZMT 5720, AR ORISR S
1A MEBFT—4 ) i2oWnWTiEL &1 RizBnTix FEIJBI%"EE:J‘T——&J i
SNTWVAIEITIEFEETDHI &,

9. HEBTFIEORHICHERI AT LABHEFIIDNT
2.1 EFEERZIATFLER
HiEE#Y, RPHFBHOBFT —FOMHIIBL T, 18 —%y NI
mEnsz :J/l::L—ﬁFL%rr%’itim'ﬁ'%u_& :
o HTTPS JtXUDP sh— b OFIFINEIRE/AR R T — 2 HiaR
oA IV ARHE T b
Ty s
SRR
Microsoft #: Windows 7 SP1. XX Windows & 1 EAE®D 0S
Microsoll #: Internet Explorer Il
Adobe #[: Adobe Reader
BTHEY 7~ FDHFEY 7 )
L EMEEY B PC

sl
s & & 9 8 2 5 =



2.3 R—=FNYA bOTHY Y NERUVEBETFHEHEORSHH:

R=FNHAL DT HTI N BT T2—H1D) &0, ) ORSELT.
RENE, CRI—-TERE, CENRAFO3IDNH S, BHEHIL. EF
OEMBM TREENELSHRL. TAFMBEMTCOYEL—TFENSE. &
ERAEORR - EMEFTSENTES,
2B, Y 1D OBERR—4 )L F ORI EFEEENNE
THb. &%mw%@ — R EEN ERER AT AR -5
79 5 Medicertified EBFEHENPIAVGETH 5.

B mawﬁ& IBNTI—YID, NAT— RROEFHHESED
EHETD &,

2.4 HEBFTF—YEORHFK

MEEdid, EBREH2. (2) KBWTEDIH B> THHETRT
— SO ETS T ENWEETH DA, EBWEA 2. (2) 1 OHFFEZ
X BI-MEIT DB, M Al iReE AT, BRI, DVD-R/RW Xi3 BD-R/RE
(FNTNEEF A ATED. ) ET5, FOMOBMEIT LB EHET
ZIBEITI, BEATIC PMDA ICHIERT B = &, '

3 HHEEFT—IEORAITONT
3.1 B %?7—&%kM®§$%EFM

HGEFIE, BEWISC, BB qluldg%ﬁf Z iR IS T
5EEBHIZ FW&bTﬁ&Rmm TEFMMAICT, PHEETFTT—
ﬁOD}u.deﬁilTﬂ&U??E ﬁjnﬁffl}%ﬂﬂ—”‘r 'DMT PMDA &FEERZITO &, 72

. FERFRREE T EEMIROERIC H - T, ?;Ec‘.'li.ﬁ“"ﬁ@rhlm
?T*?QWQ&fﬂiﬁﬂ&k%ﬁmrﬁﬂ“hﬁﬁh fro&mBhE.
AR RS OEEMRLEIZDONT) (CEK 244 3 B 2 I—HJH’ TR
0302070 BALITEGEABERBEFSERABMNERTA) OPH § MH
WETFT—FIRILTERAIR BB ZRAIWTE &Y, #IHT5T &,

FOH, WHHENLEICHE LZWETEH QLA S 1EMiTET
DOREIZR—Z T S BRET L ET D, KRR T ETF T 7
4»@%@K%%m%ﬁ(m.wm®MQMemDmHéu)ém@T%:
&, FOB. R—FNYA MITRBHFFICEMET SHBROAN - BERD
RBHEICHEREF T 711 GREBHEHFEET—¥ (AR TFD H’inﬁ"j—:"—‘
&1 EWD, ), elTD. WHBEFT—F7%) 2RETHII L. ‘

FDEET—5, T7LFITNT ¢ A% ERIA L= é@ﬁﬂma\
3 RERZITDNWT] CERR 26 4 10 H 27 AfFHTSEARETR 1027 1 5=

FHEHEERBHFETHTEER K T7LFSTNT 4 AT HESE
@HQ%&UH—‘? ZoWT) (264 10 A 27 H AT SEREAET 1027 35
LJJ@JQF%@HH%%E’“U*%&HE:EH) BWTEDD 7 71 BRI T'f%
352

3.2 HE %?‘T“?%@?Eﬁﬂﬁ%

HEETFT—F % eCTD @ ML /Ny 7R — /#b%mﬁégﬁ@hmﬁg
WEEED 5. e(TD EHEFEBETFT— 5#’2%@”&%&:@‘6%% R—%
A RN L TEATNRET S L,

3.3 R—ZNYA N LUIEHEETT Y ORH

HHBETT— Y OIRBIZHAY . HFEFILT OSSR E R—& L5 1

b ETEE, BIRXEANT S, ATHEROFIILLTOMD TH S, b,
9 ,



STOHEEICDWTIRIBOZIZEE, BIRXIIANEZRD D DO TR,
o IFEA, EIERFGEREDR |
e HF—bUxnABNES
o RNEERBNTBEOOEE (eCTD ZiHFE, EHMEHES. (1) &
7 2a &G, RS, %S MV, BEES%)
o Ty ANTEDHEHMTF (ISO/IEC 11578:1996 KX ITU-T RecX. 667 |
1S0/1EC 9834-8:2005 iz k- Tz 4 UUID)
» MFETT—FOMEDT GEM. B, RS
o B SUIHIBRS RO T
o - T7AIWNA
o TF—HRMTHIEA
o Ty IHNEDHH _ '
SRR Rk, BN AU, RIBTAHHEETF T —FZAMEMENT
Wa s 74VFER=FILTAC N LETEHL, PDAICEFET S, R—5
o1 b EOREERNRREIZ DWW TR HWIRT,
3.4 HEETT—IZEOTFANTAX
PMDA IR T B RGBT F—FDI5, T—F¥ vy NADT 7 NIZD
WTIE TaE> - 2200« RFa A2 ROBTFAMLRIZDONT) (B
15 6 44 AMTESRERE 0604001 BEEHHHERERDFEAELNRE
") (BUF TeCTDMAL WS, ) KO Ta®y - F72h) s FFa A
BT AEOTROENTDOWT)  CERR 16 4 5 A 27 AT HERBER
0527004 BRAHMBERAREEETHMETM  (BLF TeCTD Bk
WA EWD, ) TEDDBPIF OBRK7 7 A N XeBAlanwl &, T—
Ftw MZOWTH, 1207 7481 X0 FHNA U EDOBEE,
EHiiz PMDA ITHIBR T D T &,
Fir, HEEFTF—IUNOT 7 A NE, R—F YA bEANLUTEET
HEED 1T 7 I B0 DY X LRIZRERT,
2B, PDARIRMTAEMOBF 7 7 MIIVIZDWT, 1 HIOREHIRIETE
ETREIRH T 7 1 I XD LRRIK 40 FIHIN1 hTH 5,
35 TN FHhE
REsEFT—FE, FAELTEATFO 7 4 VA HESEICEMUTRINT 5 Z
el ﬁ??fﬂ&%%ﬁ%bmm_&oUT@7¢»§%%K%%$@
7R 8 A T EERTIC PMDA 1B L. RIS B 7 4 L S HEE R UM T B
77 A4 NI DLB“CA““%“:HL"" }%Hj@‘é k. BB,
MmS¥datasets¥ [study id / iss / ise]l] ETOMBIIODNWTEETAHI &
HERD 5R N,



4 [, m5
4 }. datasets
s i, [studyid [ iss [ ise]
4 . analysis
4 i adam
iy datasets
i; programs -
£ adarn_j
4 [ legacy
;. datasets
i: programs
fi misc
+ |, tabulations
i legacy
I sdtm

T IV RGEIZHEEF T — Y ERMNTHICH0, UTIHEETSI L,
Mms) 7 NEFMEEAT, 771 NBESDENAREE 160 XEUTET
52 &,
TANF BRI NFLUTEL, UTFTOXENSHMRT S &,
¥ TN T Ry bD" a5 [UH0061 e UH00TA]
> BFO0 NS [UH0030 5 U+H0039]
» O—5A4 2" " [U+005F]
» NAT2-AFA"-" [U+002D]
77 ANBE, Tty MCDWTI 32 XFUTF, F—Fty MO T
7AW 64 XFEUT (ENENIETFEED) &L, HETFEVETOEY
T RER<HEHEIELTONEMNHETDI I &,
> TIT7r Ry D" he" 7" [UH0061 M5 UH00TA]
> BEFEOYMMETY [UH0030 M TH0039)
> nO—Z4 2" [0+005F]
> NAT-AFA =" [U+H002D) S
FT—& KA K, define. xnl BRUAF AN — EBEETEZF—F v h
ERU 7+ NFITHRMT D &, define. xml RIAZEDOP., PMDA 1I7#55R
T OEMARREINDEIICHEHZAII N —FEERT BT &,
BT 57 7N ERREY 73 NI EER LW &,
RARMEMHROPHEFT—F D55, (DISCEHELADEDOT—5 %
AT BT, —HIELUTTROEDIT Tanalysis] 74 )VFOTFD
BEREIZ Tep) 7A4NFE/T. ZTORITHRMTDHENEZLNS, T
DFEIZE. Tep) 74 NVFTPRO 7 3 IIVFHERIZEIZHIBRIZZWDD &
TH, BB, BETF-FORMALELTELT LD INIEL2HOT
W NA, BAHKICEST, XAE, 7FINFTHEOCT 71 ILBITH
D EMORMBEIERIZEND & BT —FOBMAEIIDONWTIE, F
AIZ PMDA AR S 2 Z &8 EE L1,

Y

A

4



E7 4N OEHFERUTOED TH D,

ek

3E

A

it

"1

B FOHBETF—I0 (1D EoFICETHZ
EERT, A7 FINFITTFLT 4“)!/919{%0)7
7AW ESD TR S,

datasets

HEETT— 2N T 27404,
AT F NI b&?#»&Uﬂ®774W€a
BT 57k,

[study id/ iss / isel

B EXIIREMITRR L ICERENS 7
AN . TN FRAREERBEE BT
ZDLRGEFEE (studvl2d, &) &9 50, i
Woofdp (iss, ise. i) &958Z
AIANTWTNT A NTUADT 7 A INESE
TR 57N,

analysis

Wit —aty hEROTOY S LERMTH T
TN, .

BT AN NI UANDT 71 I EE
DTSN,

adam

1

ADall F—& v RO TS LZIENTH T
I,

BT ANWNTICFLT NI UADT 71 N EE
BTSN,

datasets

ADaM F—F v RERMT D7+ VY,

Programs

ADaM F—#Ftw ., BXERICHRS 7O I A
BT BT 3 NS,

adam_j

e ADal 7—F v MR T B HARET—

Yy FEBWTASTHIVY, BT FIIFITH

AFE ADall > —Fty AN D T 71 IV EREML
TR SR,

cp -

ERR IR D HFEBR T T~ D55, (DISCHE
WA DBRDT —F ERMNT 574 )5,

legacy

ADaM B TRWIENT—Fy N EOTRn TS
LEERT S 745,
KIANTICTMTFNTUADT 71 I EE
DTSN,

datasets

ADaM DA O ERX O —4 Yy FZ2BNT 5
7 A I,

Drograms

ADaM BIAOREADENT—5F 2y b, EXIER
IZRD IO S LERMT DT AN,

misc

analvsis. tabulations®@NWTFNO 7 FI)IFI2H
BWd a2 EABEY RN — Fy hEERN
TBH5T73 N, '

tabulations

WREDT— 5 RRI T B E LR
RCHER L 725 — &t/b%%MT/7¢w.

5,

3




7+ 5% b g At

FoANT TR T 2 VID DT 7 (L EE

18D TIIR 5780y,

legacy 5 |SDIM Ao o—ERXEXOF—5 1y b2
RS

sdim 5 SDTM FT—yty NEBRNTE T NS,

Sdtm_j 5 |Zes= SDTM 'T o A I’;i“t{?_é Fl A5E 7 —

ey FERMT T4 NY . X7 NFIZH
&K SDIN 5—4 &= w MEASLD T 74)»%%%[/
T sRWNn,

3.6 HREBETFTFT—FIRTANUT—IaizonT
A= )8 MENS L TRESNEBHEETFT—FI8 L, 7—F OBz
U?’:_/\‘U"J"“‘—"/:l AR TTONS, NI T2 a ORI, R—F)LHA1
LU THFEFHICHEK INSG, a8, 3.6.1 (7) LRI —IIISERLTWY
DHHEET T —FIIDWTI, REPHEERINT SETIEIELELT, &7
DF—#F EEERT A ENEEL,
F—FRERR—F YA MMERIZRE LTS —I2D0n T, R—¥ )49
A MIVTFAZEZRWEDEETN, ERERT L
3.6.1 CDISC¥EMFT—FIZHTANUT— g
PMDA i3 CDISC #Efi5— & =% LTI, Pinnacle 21 Enterprise &/
NYF—3aaefts,
NYF—2a YITHWB I —)LIE DN T, ERAOEE &R
WWBFBTF—YHAOES S, PMDA BERIZIRB T REBIRRBRTF —4 D
B, N PMDA I2BIT BRI T — & OISR FIA IS LT, &)
—JOFREBEZ THAIZEREEZRE L TnD, BEREOEEELIT
DEBOTHD,
(7) B U TWAEARIZIMEIEE N2 X THEENRBINRVIL—)
EHERARBIZDVWTHHTH D57 — 5ty POFEESOIENITHA
W7z —)L |
(1) EBRLUTWAEEIZ, BAMIZHBAN ZWESICIIBEEN 2 ETH
ENFEB I NI
Z< OHE. HEEERVEET A RIQEEICEDSNTWS L —)
THOD, BERLUTWVAERICEZOREEMELEN AT HE/ B HIC
DWTHIFERTIZ PMDA ICHRR L, E5ITF—FH A1 RIZBWTHIAT
LHBEDHBHN—)
(V) BRLUAZETHLHTL HFORWZ RO WIL—)1
BB, kil () Z2WTh, BEREBRT—YOEOBEANS, BRO
HHRHIZOWTHERHHAZRDHBENH D,
PMDAWZ BT HANU T — a3 > OEFEREOFHM,. M4 DI —)b, E{U%
DOEKRMEOHAZ DWTIE, PMDA @ WEBHY ~ (hitp://ww. pnda go. ip/) T
’i&ﬁﬁb‘(i’:?@ KB IZH e o TIIHBERPHETF T — Y imkanon

6




)5 =g ETN, J—IVTER L TH SR 2RE Uz B THETRH

WHAEFSRERH D, N—IIZDWTIIS BRI E E 5 EEEMN

HHZLIHEL, BIIBFOBREMERLELTNUT—Ya 23

T2 E, BB I—IIOWENRDIEEFITIE. AEBDN—IOHEH E

Tlz—EOHIMEH > THEARNTFEETNS, :
3.7 YAFAEEFEEOMNGETOESOHELE .

B N1 FEWET DB OENS E08 - BT -5
—e A =2y NEREET AEBICEENEELEZES. WHETT—¥
OB Z W e D B, FOMA . PMA BT TEAHAMZTT S
DT, WHITHERBER NETRKSEBRENEET 7 71— XEHA
TR B2 &, 2 BERERT—sRIEREEZS TR0 ISV 7
AN THERL. 05 7xaNFERNSAREELTIRNTSZ &, &
B, ISV I 71 NVOERFHEIZDWTIE, PMDA @ WEB U1 k
(http://www. prda. go. ip/) IZHRIBKT 2O TER TS L EHIT, 3.5
EDBEF—F Yy bOT 7 A NHIRDIHETHNERD T 7 1A EHT
5T &, : :

4 RETREHBEBFT—IEIONT
4.1 CDISCHEEMEITHEIL L =BT — & RUBET D EITDNT
411 /I35y h
4111 g
RS T — & ORI IE U T, CDISC EEdE% M § 5, (DISC 12
L BB OEEUEDGEEE T 4 K (Implementation Guide : 16) . BAZEIK -
&1 CDISC @ WEB W1 b (hitp://www. cdisc. org/) BRI H I &,
CDISC iz kb, HKRHARICBWT (RFFizZO kS NEZT—FD—
RPN T— 2y hOBEHES LT SDIN 28, i —4 1y ~ Ok
el UChL ADaM et T W5, PMDA 2332 ANeleE & L TRB L
TWBN—Ya O SDTM, ADaM SEEHER NF2EH A RiZHEn, BlES
NEEBEMNTT Y E2EEDRINTII &
CDISC #8He - M BB TIEE S NAT—F EHFIFICIRNT 2729
17, EHESEDY CDISC RZUE T HEJL U 72 BRI AL T 5 & D BT & 2 kLT
Bz, RO QRN S, BRI SEERIZHERL 2B
TOF—FRHUNRDEND T L E2WRIT, TF—F WHECHTFIEE
MET B2 ENRHEEL N, B, INOELETRKEEEIZBONTLE
REERABROT—YEE ERLEDHOTIEARVED., FEEHARIZS
WTIETRETF —F WM BRBR VO ERE AT, ¥HO
A S F OV A BRI M N B D S R IR ERTHE = R AE
THNERS S, EHECHEU LT -5y MEEHERTSITHAZD,
[ R B O 51 T VAR T 5 5 — & OEHBIT L D B O FEE A TENE
ZoNDEE, HL T I SR EPHEL T RITLT S &
R IR W e AN H AT, BN PDA BRI/ Z &,
B, FT—FEy MEEEIZIE CDISC BHEZ I U, FIMT 55K
RGBT ECERINENEETOEEENIHEEL, AN

7



)2 TRRYTF  MUFEOEREEE LN &,
41. 1.2 OSMF—&Ftw I |

SDIM F—# v b, BAENIZ RF LickVIEI N -F—4 %,
HAWBN—2 3 DO SITH RSN [GizB W THRE S8k b,
FRESNIZERAAL IZHMLU TR T 5, HEFIZBWT, SN 2
AT 2MEAOENTHEKRBRT -5 E2EF WL TWAIEENH 5N
ZTOBETH, #8757 -t NI SDIM BX SDIM IG icif-7= %
DITEWT BT &, |

SDTM 2B W T, 2% % Required. Expecled. Permissible {24335
LTWd, RESNEF-FRFENDEBITONTIE. ZOHEK
IR DOSTHREBERDETOABROTFT—FE2RNTE L, 2B,
Permissible. Expected DZEED S B, LLTOH DI vREARE DIRHE
LRETHD,

o RNR—ATA2T7Z0 (FERWRE. N1FILB1>, HEBER, iy
B, IR ILEE)

« EPOCH designator (FpiZ&IEFET L)

e —-DIC., --STDTC. —ENDTC A EZEDHZHD. TNITHIET S
Study Day &%k (—-DY. —-STDY, —ENDY) .

SDIM 1d. ML AT —FDOEEZDOEEBML., HIETERMho72
TFT—FEMELEDDIREDRN, MELEZT—#E Dl F—-Fty
MIZEg®bsIlE,

F-FEROBEORTY, GIAEANEEROERIZE IS0 8601 %
AWsZ & IR0 EEERNI L, 72&X (RF TYes/No TF—%
BIPBRENTWZHAETH SDTM TR YN & UTHNT 5%, HAMi
HBNZIES T &,

HiFEB A Zm L THl~x ORBFTIZH DY TSNS [D 28Ts
Teh D4 E LT, USIBIID AAESINT WS, FZIEHE MR EZ
NI EHZRGSHBRE, BROHABRMT-AORBHEICHT 55—
FERNTHIEZTRELT H8. M—#EBRFICIRHEER 2K
ML CRlEE/RR O [W—d USUBIID 280 XS5z ETH T &,

SDTM IZBWT, T NAHERRBOHmIZES 2B ERNT S

Trial Design Model @ F A2 (TS RAA &) [ZDoWTIE, Efix
NBERROBEICETAAAAERES D, B Riopt
WF—F 2 nRERB O ML TRLT A &,
. SDTM T SDTM THEINTWARWEKESD 57012 SUPPQUAL &
WH—HOFT—FtEy hERETHIENTEDL, TNHOTF—Ft
w ME SN OB RAA IZHDYETAHZEDTERNT—FIZH LT
FIHT B ENTELN, EAMIZIE TR RMFICEET A XS AT
KT INITEFDDHNETIL/AaV, SUPPQUAL 12, RRITEIEH 1 RIZEEHR
Dz, KRBFHICBWTHEEELEZONDIEREZEDD L2
U TWHIEEIZIE. Emfiz PMDA ITHIE L, ERICEDRESICET—
A RIZBNTHIT B ENEEL L,

§



IWHE LT —Z OBz 2> T, SDIN ORBEFEDO RAA IC#ES L
BRWBERBE, ZOLIREE, HEHRIKLMED RAL 2 (L
T THAILRAAL ] End, ) FERTHIENRBDONTNSDS
DT, T— 5’793@56(‘0)]‘)(’(/ WS LAWI &R L LT,
SDTM o5z CIENHAY LR AL EERLT— 57%’1“:1‘%{1’3“@‘7
&, ﬁZ&Abx4/®hWMMT&motﬁma&%k —& 7
A RICBRRT D& oy DAY LRAL ADT—F OB EMR
S5, FRNC PMAICHRT 2 .0 E LW,

4, 1. 1.3 AbaM5—%tw b

T —& v i CDISC AEHEIZ BT 2 ADaM IZEWRSER LR d 5,
AT BN E I BRSNS TORITIZOWNT ADall 7—F v MR
T BRI, TRV T B BT, BN (F M
Rz d 2RI MIF-CEEZBIRMEE BT 54 « Zat
B9 2 EEMATCH EERICHT A HANBMT. Tt aR)Ei
T A2EELRTFORBERNT 220MNE, A, @eftoX
PR R ROk - ﬂ%ﬁ@ﬁ%’i@*ﬁ#ﬂ&:ﬁﬁb%lﬁﬁﬂi%ﬁ%ﬁﬁ%& w1557
DOMITIZDOVWTIE, ADall F—F by h2IR_IT A&, RIHT 27
“5"1‘_’/ kDS EEIZ DWTEL, FEENiC PMDA GZ/FH"“d'% EMHEFL

o ADaM F—% v FTRAWVWT—F 1y NEAWTHRBBEREE
ODﬂquﬁ”* AERENTNBEAICDH., LROME - HREOBRTE DR
P B D BT DWW T, i‘.&-’fr'uﬁ@?ﬂﬁﬁ\_lﬁ‘ém ADaM T HED < fig
WF—4ty hERETAZE, b, REHBFRICPHEEVRAE
TEADEEDIDIZEKIE L Iz DN T, E}JIJ‘U@”B?T v b
RN AR,

ADaM iZ1E. #EBRAE L AN OB Z ST Analysis Data Subject Level
(ADSL) EWSHF—FLw bWBD, ADall 7—F v FERIETHE
HEBEIZOWTHT N EEH LT sizwn, F, ADal 57—
Tty MK BB ERS LT A0, —BHIZ ADSL 7—%F v b
CEENS., WBRSEEEEm g ;Bﬁiskéé’l%)ﬁ’fmétﬁﬁéa@&tfi
A% %, HAIELTE ADal F—F Ly MIEDbHl &, TNEDORE
o E LT, #HERICMA T, % ERFEMGHZESS) o E
fERiRR (EREE) . M. @B ST sNmi L iR
lﬁ ﬁ?’rﬁé&lﬂ’&‘???t‘?ﬁ&tﬁiﬁ%ﬁf\“—-x 4 AT S BRE L

T ARENH B,

ADSL LS @ ADaM 7—F tw M. E!H’J&Téﬂiﬂ/\?@ﬁ LT DRI S
CTHEA BB OMEZ E0BRIENS, BHRERT -1 FIZ
EANBOHANLEETH DI EREETHIRETH S,

Al F =ty MZBWT SN F—%ty FERULEEZANWTN
AEEITIR, FOBBOBE, NASRRAKETZZE,

41 L4 =%ty b7 7 VBRIZTONT

CDISC REAEZHEML L 7= SDTM. ADaM 5—# tzw I, SAS Institute A%
NHTAET—FIEE T+ —< v N TH S SAS XPORT 7 7 A ViR T +—
<w b Version 5% (LL'F TSAS XPORT JBzL) &WwH, ) T. 15—
. g .



Sty hzl77 AN EUTRINTSIE, 3B, SAS P ATFAIZES

YERERIZ T SAS CPORT Procedure i LianwZ &, AAETORA
VENDEYIEEZ oNBHEH (LT THAREEE] WD, ) g
ENDST =5y MIBWTBEEEIZY 7 1 VR SAS XPORT B &
U, F—%1y MERBIZAWSNAZXF Ly P XEHELARET
—5 A RKEDDHI &,

SDTM Beth ADaM 7 —# v MZDWwWTiE, 77—ty bMa& T 71 JL
BEE—ETH &,

412 F—&ty POERBEREDMOFFHET B3E
4121 5%ty hOEEE :

SDTM, ADaM F—% 1z v MCBET 3 EHBILZNEN DISC 7B s
Define-XML JEslIZ L ©. ABORRBWERAY TN — MADBI
EEOMBROT7 AN EDELT, WIFTH Ty MEF
CU7ANTICEZAY AN~ EHITHBALTIRBT A&, B
LDT 71V Tdefine. xnl) &9 %, EHREFEORNEEL T, F
—&y b, . FHEOROESLE. ROHERBESI— RIZET
LHEBMNEENS. HBEOHBRIZEIN—-a 2G0T &,

RRBEEDEDIZANENBHFFEENZBWTER S N DM R
EMRNTT— 5ty MEDRGOIERNEZTH D I L. HERRT
— I ERNWRRBEEZMABITED S ZDICEETH S, LT,
AaMF—# v MeBIT B eI, 4 L L ISR THUME, Lotk
DEBERIER LA - AEOREORIIZEE D 2 iR R Bk R %15
Bl DMATIZDONT, MR ENIET 2T —F 2y ORI
SNDEBEFEEDOARERTMNHEEAS T—4 (Analysis Results
Metadata) NG END T EMLE LW, MITHKREAYF—FIzBNT
Wy BRWICOWTUETOHENREENSZ ENEEL N,

s BRERESRERICRRINOIMITHERLEZ R T RREESE L UEREL
o AT DR &K

« HHTBENIA—FHEI—R

o« fRTRSRER DT

s EFMTBTF—FEwh

. %Wﬁ%tﬁ%b:—ﬁ@ﬁﬁﬁ%

o RATEIEEIC BT MR T BN, AT TS5 0%, RO

LIS : o
o RTINS T BMATR 70 S 5 A DOHRE:

R ASF T —FOERIZDWTIEEERED CDISC 2k 5
Analys1s Results Metadata Specificalion for Deline-XML #%&& &
THIEETHN, EHRHIZEDTRINT B Z VRS AITE,
eCTD A TN eCTD HERWIBEANZ Lo TED SN TS PIF i2 & D Bl
TAHZEMWUETHD, b, EEHCBWT, BPALNHAECL
DERSNTHTHELI AN, '

4122 FERAEEFIFRES (Annotated CRF)
10



BRAEESEES (LAF lTAnnotated CRF) &35, ) i, CRF ¢
FONEZINZF—FOFHEAE: F—F Ly b ﬁih/fﬁ%ﬁ
REBTHEBERLEDOTH S, CRF OHEITHRT 2ERELT,
CDISC fBHElzHe L /=7 — &ty MIZDWTIE SDTH OFEREA 1D,
EROREAEA BT DWW T, CDISC izX % SDIM Metadata Submission
Guideline (SDTM-MSG) ASB:E &in5, |

CRF i X DR S N/=F —#idalgerzbi 0 SDIN 7—# -t v MICHEH
ENTIRBENBEZENEEL WA, BHEINAAWT—FYHEARD S

A2V, Annotated CRF LTIIRHIT —F vy MZEENTWARNE
MOMBERETHELEDHIT, EFENRVWEBET—% 1 Rl
THIE, BFEL, TORHEBHLNEHDIZDONTIRERKT SL4E
17z,

Annotated CRF @7 70 )VIEziE. BRI eCTD BB eCTD Mkt i
HZE o TEDLNTNVWS PIF &L, 771 0VAE lacrf. pdl) &5
ZE, HAIELUTSIIMN T =4ty bERUTANSITHBMTEH & -
41.2.3 F—#HA R

RREEHOBRTRICL ST — £y NONE, BEOMMRE (B
THEEDI, HEHFIZXLDTF—F 2y MERICHZ->TOT—F 1
YEDF PRI T DHEHLME (B3 BRI £ TRE S T 5728, SDIM 7 —%
tw R ADa F—%ty hOFNFNCDONT, T—4Fty NOF
WBITMATT—FHA REMEERL., RUELTHET 2T -5y
RERUTZA#NAITIML TIRIET B 2 &,

SDIM F—# T MIBT 37— 11 Ricidbia< & BLTFOIHA
BEDAHIEET D,

o KRB, BPCERRmEHE TS

o |EPREBRET IR T B

o HWONTELE, R, BEERtEON=-Va x

. &WﬁT*?@'% '

. FEREAOQMEIIEICBT B ONUF—2a VHRIZEET 5
ﬁ%) .

/=, Aall T—Fty MMcBET AT —F H RIZIEUTOEHERSE

ENBHIEBEELW,

AR, BB RS %

T — 4ty MRS S IR du BT B

ﬂ?l‘zlbi’tfl. ﬁ’[‘ H“:Huu E{%&U%@/\“\/S/

@M@T ﬁt;b_ﬂmﬁémﬁﬁ

CF—sy FOERICET S RE R

w&tyb®ﬁ%

T 7 PEHEA D UERNEICBE T B (NU F— 2 a UERICET 530

SDTM. ADaM F—#t v b ZENFNOT—F HA ROERIZHZD
CDISC REHIZ BWTIET—F H A1 ROEEWAR T +—< v Mg

11



TWRWY, FREIEDINEFCDNWTIE. UToBRZ28ZICT

HEINTES,

. wmﬁL$t7%m%?é?~§ﬁ4F: :
hitp://www. phusewiki. org/wiki/index. php?title=Study Data_Rev
iewer’ s_Guide

s ADaM T —#%ty FNZBETBF—FHA1 R :

‘ hitp://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer' s_Guide ‘
BICEW, FAL eCTID BmMIE R eCTD WV VBN BN TED BT NS

PDF CHERRL. 771 V4% SDIM. ADaM izt L T2hneEn Istudy-

data-reviewers—guide. pdfJ Tanalysis-data-reviewers-guide. pd{ ]

ETHZENEFELW, BB, F—F N FIZHEEBETHERL THE

LA TR0, _

41.3 FERTIEHEDN—-D 3 iZDNT

CDISC FEHEIZHEHL L o — 4w P ROEHRBE2ERT 212H72 0 1
9 5. CDISC £2HE, HEAGE, ST DOWT, PMDA ITBWTZIF AN
BEZR/N—0 3 i PMDA @ WEB U1 I~ (http://www. pnda go. jp/) 2T 5
o TP, N—=PalOZANTHER. PHEEINRRPHEBICRRT S
fRHEH B 2 B2l 5,

E—HEATERRLN-Da VEefHTB I EFZ LTI, Ff—
RREBMATIERE—LAEN—Ca 2l ns 2 &, F—HERRBRAO—H
DREAALNZDNTHDN =V a 2B EERITE. #HLEN—D
32&6%@%&&9@??~&ﬁ4Ft%mfﬁwﬁézao

HEOBRHABOBREGHITOTFT — 712y MIDOWTHE., BERESROF
— Ty FREIN—Da RS TWBEATH - TH, H—LEN
— g IWMERT B &, N—Pa B —ICB L TER L=V
OEREH, Wi azNN—Va e OB 0-BELZEEITDN
T F—#H1 PIZiRikT 3 2 &,

414 FBRBEROBEHEICDONT

BitE, BREBRAOT Y ERNT 22D, ZDERIZDVWTH
NENPBFAENE (Therapeutic Area Standards) 4%, CDISCiZk D4y
FENTWS, BEITEENABEINTVBEBIZDWTIZF DAL T A
THIEMTESLN, FHALEEEIDWTRF Yy FOEHLE D
FT—F A RIZRIKT 52 &,

41.5 HFEBET—FOWOFEWIZDONT

HARFETT PRSI N, HOFNEREEIIEHRLZBE I —EDESH
PR DONDIBINND 5L HITDONTIE. HARE TOREASHEN DY)
THO. DAFTEHLET—F LIF TARET—F1 0, ) 232
HEDZEMNRETH D, HAENEEN DR H D05 25
2I1TRTH, TR 2 B DO TR,

HAHEHEN RAAN B ENDHRAOAARET —FDOT—F 1y b
DEAFERCREEFEZIRANELTUTOERD ET 5, 18, JIH 3

12 -



HERY,

s BUTBRAMY (F—=FLy M) KZD2WT, BEET—FEY I
BV FED ASCI] THEINTVAXFEL Yy NOBATHR I N
F—&ty b BIF TREFET—FEy M &), ) D200
F—Ftw NEERTAI &,

o [HAET—-ty MIHAE lIiEIODS’;L%: FAiEE L. %ﬁlﬁ%@iﬁj’é
ETF—F 1y b EE-NEOEKFEDT—F&T5H2

o AEBET—Ftv hEREETFT—FEy MIHAE 113[3&1‘2’%.%1‘
TST%%&%Y%?U@T &E@lﬁi“’éﬁ%'f‘< rJ—wﬁg

&, f;a‘o F—Fy I\@i Gk g 4&5(?7 5’12/%&’;“‘?‘7

 HODFELOATI N,

« WRFF— ﬁtjﬁ¢®ﬁ$ﬂﬁﬁ_&éf7ﬁﬁ . EROT
— F TRV ENH S N RBEREFH ( rJAPANESE TEXT IN
SOURCE DATABASE) %) Z¥BMT 2T &, T— 57J§<03H*JISE0)7L&D‘
AAET —4 B OERXBIEROL 3 — RIZHTTHRWT 246
WRHDEE, WHETFT—F 1y }*qﬂo)ﬁ:u'g“%lxj RizBWT
LHWENFHN BT B &,

. ;@Jxﬁuﬂ?/ﬂ ( TJAPANESE TEXT IN S(}URCE DATABASE] £8) |
HAHTIEEBLTH—~OHDEAW, 5%4]\5&17-—&t)
I*O)ﬁs?ia%] (define. xml) ZWRTBHZ 3:0

e HAEBEESUDHMEDLI—RUZMEIIHIET 5 ’IK]P)TM;'CLUV;JJ\
BRI IEXFINEBMNT D & B, WEXFIEENT 55
&, FTOVGEXFEINEHERENT 20ERS 25 REIZE
BEDOIFHREMMEY RS2 Y (# . TTAPANESE TEXT IN
SOURCE DATABASE 01J ., TJAPANESE TEXT IN SOURCE DATABASE
02) ) + JERHAEEDORBNTETF—&H A REIIRT I L.

. “iiil%“?—&t'/ REFIEDTFNFITEDBHE SDINF—%&

_)j(fﬁg‘—d—%) H/t:unj_‘—y't) }\ [ |_Sl'.”.'IIl j.] 72‘“}[/5”7:‘1&5
ADdMT oy MR T B HAET—F 7y MME Tadan_jl 7=
)bﬁ?“b:a&b/‘é:&:o F—FYy "R RXINAEZ 2 DOT—F 1

v FTCR—DHDER VWD T

. H/i\un]ﬁtl%ﬁifgbll‘)(’r/ WOWTHRBFEOT—51y O
HEMED 7 ANFIZED, BETHIT—FZy bEREELRNWZ
&

B, FAELUTHAET =122 T SDTM KX AbaM & BIZ LR D
BFETOIRET A Z cI:c‘:_QL%’.)?@\\ FAiET — % 2 B OMIRRB 0T —
5’%?}:%?6 FENDHHBEIIL. TOMWPALIZ DL TIHEIZ PMDA 1IZH

WTDHIEMNEELWN, '
4L6 7075 LORITONWT

41,61 /T 0TS L

CDISC BHEICHEM L /o W B T7 —F Kl d 2707 5 A& LTHE,
13



Al 7 —4 v MERMA 7055 ARUSTH 7075 A0 2k 5,
BT T LR, TNTNHTHE OZEMEROBERONIRS, M7 ILT
ALOREEEMFREANTH O, BT H MDA OREIZBWTEDOE EHET
5T EMEERIG R OWNE & UTIRIE T 208380, -, BEoy
TR TRN—Ta VIZRETZHOTIAWS, TarySAEER &
U (ERALEARL -3 > AT A, VI NI 7 RUFD)N—
Tal) BT AEERICOVWTHFR T —F 41 BIcBW Tty 5 = &,
ROOEFMALETOT S LEERALTWBES, 7070473 A0
THRIETHZENLEZ LN, 707157 5 ADIRHIEREEIES, Fx,
T—Fw M7 OT S AOIERBEAENBERICERXLTBY /Oy S A

EROFNPHHR GG, STY IV T X LD S HARBEE O
THLUIATRN, :

4162 7OFS5 L5077 IR
4161 TRTEBD, O35 AIFEDY 7 M T7RoN—Ta 0T
RET D HD TR, 77 A INABIEMENT 7 O o 7 oseHE U 3i5E
TFEEDDZ L. BETHRNT 71 INAOEEE 7 74 MERICET 554
WHaEF—5 i1 RICEwh i &,
4.7 5 1R, ERPRIEEAEREE O R R NG R B R OFATIC B B s
FF—FEIIDONT
MRS O E T T — 4 /oy &= DR WO FR R SEHE A 0D e 3
BT T - RUTNOY T WSO RARRIBEASITONT, BT REFEEL,
TIZRT,
4.2.1 [ERPRSEBMEIR DB T 57— 1\ o —UHAE| I2onT
MIRRE AU DB FT—F /NNy r— PR 3. BHETFT
—H BTNz VAT AR VEIT BRICE-F I bk
TAHEN DK SR T — S RILANEOREN S MDA 2MER T2 2 &
e, XHEELUTRHTAZEEFRETH S, b, P AT AMEE
FEERHZET 7 7V EEDRHT BRI, 3. T HIIRLEESRD,
TSV 77 A IV BRI T B2 & TN,
PMDA IZBNWT THIREMBEROEBEF T —F Ny r—UHE) %
FERT SRICHERIERIIFTEOEB O TH S,
o Study ID (&% %30T 5 SCFH)
s TJrANNRA (AN AEED) . BB, F'—hJ7z13AF

L7 7AW RAZE BBRNZFRAIAD =D, 771 IS ADAH
W ATETR Y,

o i OREE TS (FUEMREmBIEMET) . POP (8
SR . PBPK (ZEBESFROSEMIMEERETIL) Xid Other (2
Dfl) DHIZ. MEEHNTANTSD, ) . /4B, STS ICidgs
A7 B RRARAT & AR O 5 8 TR S N7 S B8/ 3L 1 3217
AT AN

* T71INOHABFOHN. &7 71 IINOREDMOT 71 )L DR
FENFHETZDLDIIMERLRH T D&, B, ANITES
AR 100 XFTH S,

14



422 HHEETFT—F¥OEEKNRBHARIZIONT

FEAERY A SE M T REARAT . BREE BT B OVAE BE 2200 3 00 SR BE R 6 7 )L fiAfT
DEFNFNIZ DN THERTREFIHZLLTICRT, 2B, MITOBHEICEL
59, F—4 1w b2 SAS XPORT B CIRIBT 2RICE. 5—F vy M
LT 7 INBRFE—ETHIE,

4.2 2.1 FEHER ISR BB RAT

ADaM DA DI CRENE R 22 S BT I B I D R BT — 7 &1 ‘E
HEBITONWT, T —5 2y MRS —F 2y MNERBHOFMEI TR
EBVTH D,
O T —%tv b
771 NERL, LFOWTNOOBRET DI ENEEL L,
«  SAS XPORT JE=X (. xpt)
» ASCIT Format Data Files
 Phoenix Projects (+ phxproj)
o WinNonlin Files (% pmo, * pwo)
@ 7“—5"1:’_ w bR
F—&twy MEFEHICE, P EHERARUVERKOBAE
EHBHIEEL, HH4A EBBIERT B &, 7B, T
BRI L RELEITHBN B I EEE, TOEEEZYR—TVEHRT
HZETELXABN,
o TR FEAL eCTD B K N eCTD B WA & -
TEDSNTWBPIF T EMNEELL,
4222 BERMHBFK (EFNCEILIalb—areaagd, )

FHEFRITIC BT 2R ETFT— 2 28T 2581 DWW T, fifrr—%

oy NEOT— 2y FMEEROFMI RO EBDTH S,
O W F—5tv b
771 IERIE. LFOWThOERETHZ &ﬁ\qji (2%
»  SAS XPORT It (% xpt)
» ASCII Formal Data Files
® T~—&*lz v bEEE
F—Sty FEZREICE, P EHERERUVERDOHIHZ
EHBHTEEL, 55|JﬁfE 4% BETERTDZE, 2B, T
. REHEICRTENDHEAE, FOREEIER-VEHRT
BIETELZ ARV,
o 77 AL, JEAL eCTD WA TN eCTD Bl W ilANIZ K-
‘ TEDOENTWDSPIF &EFTHIEMHELL,
4223 FHENEDEERETTIVEN (EFNVICEIL<TIal—Y
g reEeEd. )

A MRS EE R R T OVARATIZ B 2 R B & BRI T B S
ZOWT, BT B 77, Tty REUT =ty MNESEEHOH
AT DOEBOTHS,

O FHITHWZET I OWE, RELLEYROERENTA=FO
&, WA ROREMTEOHHRPEEND 77 /1’ %
77 A NWERNE, EEOBNTELI AN,

@ WMHpERET—5EE2EUHERRROT— v b

15



?ﬁ@V7FO:7TMHT%%&DL7_§tJF%%mRMMI

U TWAHERITE HZET 7 7)1 (Sincyp PE Data Files (Gl JE

ﬂ)%)&%mﬁé:&ﬂ%ibmomﬁ\%ﬁ®77bv17mm

F—& oy FEERIEMT.UTWAEWESD 7 74 VERIT. £&

@%ﬁf%biatm

® F—&tw bEgEH

T“&t/ f"‘ﬁ_j%ol_t ; /I\fc[:< &%) ft)’(% Uﬁ*ﬁ@ 1%@
GHHTEEL. %ﬁ4é WZHERT B &, b, Mk
RFELZIZRBNHHH5E i FTOREZLYR—PERART
B ETHELI AR,

o TrANERIL, REAL eCTD EAI KN eCTD Bl vz ko
CTIEDENTWVWAPIF L5272 ENEEL,

4,23 075 LAEORERNRRBHREICDONT

4.2.3. 1 e Y B REMmAT
SEMITIR SV S e/ 3E J122 12 B O BT T RSE T F U HE U TR

TAREFROFMITRHDOEB D TH S,

o RAFTINIY XL FIAE. SETEREINS A—4 QE NG EE) %
EfE FRAEMOT —F OHHRWEE, 3Z)i L 7~ fRHT 1z %?éﬂm%ﬁ
éaﬂ%@f%7onb BT — &1y b ERICYZERNEG
N5EE (Phoenix Projects (+ phxproi) @ Text Output %) bj
-f®BEWT16 ETELZATR WD, £z, TSIz Y
BHRASENDHE m,%meé%m¢5:afﬁbizmmo

o Ty NIERIE EEOEXTELIZALN,

4232 BEMABT (EFWVCE I I al— g r2g, )

BHEMMATIC B 2 HGEEF 7 2T 288100V T, 70nss A

T4 FEEERAN SN T A NEDNT TS AFEESDS

2al—2a iBATA57 7 NOFHIETRROEB D TH B,

© Tarssrr1N
T7AIVERNT, TFEANT 7 ANBRNETDHIEMHELI,

@ FHEAFERADAIEINZT7 700 (NONMEM outpul £8)

774 IR FEORRTELZAZN,

® ¥Ial—Ta kBETa771)

77 ANERE, EEOEKTELZAIRN,

e, 7055 AFEEROFMITROEBOTH D,

o OS5 AEFITTHOOFMITEIEELKT 2D TH S,

« A ED, JOUIATFINEROTOT S AOHHES
HZEEL, YIRS 2BBITERTHZ &, B, #HEhE
7Dﬁ7b%@m?6k%tof NAH DTS, Frjliz il
HZTT S BREN2WEEITIE, ARy S AFHEDR
HIERETH D, ‘ :

b HEEBTTF—¥%5L (D) EOBEBIZDONT
5.1 HBEFF—IEL D ORE
FHIEL T, ETOHFEETT—FiE, eCIDNv 7 R—2h oINS
ZEHRWYTH S, LOLENS, eCTD WAL elT) IR VIRANIIZ RS
BT D o0TD Z4BHIT BEA L. eCTD /Ny & R — > BTN eCT) 7 4 L& Hish

16
/



S EF T — Y IRDER I 7 7 A N EGDARWI &, 270, H1H
DFATER I 5 HFEET T — 5 QR OAMERE R T LI
THIE.
5.2 R—F A Mz k3 elT) ZABHFOWE

eCTD Z#EHI T BRRIL, R—F )P4 M SEAITIETE H RO
HEANL, e(IDZFFRBEZRGTH &, BPEAFROFISILLTOED T
HD,

e HEERBE O

. HIFERS

o PR E-EREEON

o A, BEOP

e RRHTEH
5.3 R—&FNH-1 &S U7 eCTD DR

eCTD MRz H= 0, BHFEFENIMERZ R —F )Y b L THER, B
NIEANT S, FIUEHROFNILATOMD TH D, 2B, 2 TOHEEIZDWN
TRE OB, BIRNIA T ERD 5 HOTIEARN,

o A, &E, F3l. FI 7. EHZEDH

o F—bIUzARMNES

o (D ZMNHES

o RHERERS

« B @B

G E

o HIGER B O—RAIEER

»  HIEESE OIRGERA

o UANAFIy BT B

« MAZRIZZ Ny ZR=2) OF 2y 75 LBEHKIE
«  TERERERSE

o SEEAMF RO eCTD HLATHE Y H DMK
i

C kEEEEG., BRXEAHLEE, #ET5 (D oy L0735
FER—FITA N ETHRL. PAIZERFT S, R—FI)HA1 b EOEK
FI 7R B IT DN TIBR R . '
5.4 R—F 1 bEAUTREEIZ eCTD OFH
PMDA HEZELRE e(TD IR LA NAF v P2 EUON)F—a 25T
L, TOREESHIT eCTD ZHEWE O R Z HEFHICHET 5, eCTD
WX T AN F—2a CRAE. FRE LT PMA © WEB -1
(htip://www. pmda. go. jp/) AT S eCTD MEEY — NV OEfE~YZ a7V
LEBEIITHE,
5.5 eCID 51 7341 7 & HEETT—5 DBtk
HHBT T Y IdHBRICRAITREEHNO—TH LI LN, HHE
TF—&eEE GBI, BRI 25818, elIDEYETTHI &N
W TH5. eI EHFETT—FEN T TRET2EE. 3.3 ITRT HFiE
BFF—FITRAINMERZRETHIET, SHYPHETT—7 LT
% e(TD O¥EMNEES /2D, BT — 2RI 2ICHz0. UTO
RIZHETH T &, '
@ eCTD MIEHE LR ICRILT B2 HFHETFT—4
17



AIER TR T 5 B E T — 7 2 L, PMDAD S BT —
&SR 2RI, FERIIICBDE T A ST — 4 B
He sz &ETERN,

@ MRNIHTHMBHEMATHHHFETFT—4 ,

BRI T HEEICRSTHPEBRFT -1, K@D eCTD #7H
BETEHEESEY, MEORMERE L TR Y1 FENLTH
He 5,

@ eCTD BEATREICIRN T 2 ET T4 -
o IE@THRUNLUZWFETFF—F D55, PMDA A% e(TD thETHFIz4

HL5H0ELUTHEDEDBODE., elTD SETHFIZEXICELT 5,

o BMREOBFEEFT —F LOESOHERIT B, LIATOIRH G

HBETRIE UAWEST T — 4 2 HERE T30,

o WHETFT—FLUIMIRET 5 oCTD BENEE LR WIESTL, 8211

FEZDWTERMIZ PMDA IZHIRET B 2 &,

* PMDA NS RIGFETF 7T ZREREZIT AR, YREBilREE

CRIMT ORMHETF T —FEBNRILTA I & TERN.,

 EHEDBRBICHEETFT Y ERUTIEARAHOFIHICH S,
5.6 HREEBFF—SRHROEERE

CTD ik eCTD BT ICHFHET T — 7 &R T58451F. THERJZOK
WEEOEBIRM ORI DWT) (B 22 48 12 A 27 HA 3y
1227001 =217 BoE A ESE FIEFHER A SHEIEERIBA) RO 6ITR
TAERIC, YEHHEETT DN TENT L, Z0&E, BT
LH5ETDT77ANERWEICFHHR T 240832, BRBRICEET A HESE
Fr—F —ROFESHPTENLL .

6. i C
HHBTT — 5 DREZRDDHRFBE DS B, RBHFHRMN BB KT
LB CID THDIEZRDTWARNDHDIIDWT, ML E OEEREIRA
BHElzed THETSHECLIDETHICRIBT S ENTEDS, TOEHEED
N KRR H R IR T BB OB BT LRIz DWW TSR T,

1§



AR 1

AHA RTHWDABOKSR

BFIT71) (R—FNENLTRETSE2TO7 7))
FHERBFHEOBTFTF—Y (=HHEETT—4%) @ AEWEmTRE METFT—5F) &Rl

e B LA S S . S S S S S S et S e — — — — i R — — — — — — — — W T — — —— — — — —
— e — — G RatMEE S — E— — e — b P S— — — — — — D WS S— — — — — — — — ——— Wbl Wi,

FeCTD (W

eGPk — 5
| b IR —5 0 5 SRR REEROMHET 7~ TEVe0, ]

Fcpisc #efnyT —4& (=CDISC Iz L /=5 —%)
| F—%ty bk (=FHF—FEy )
| | FkSDIMF—%tEw b (=SDIMIiIZL2F—F v )
| | “gFF—FEy b (SADIMF—F v F=ADaMIZL BT —F v b)
| #3771 ) (=define.xml)
LAy —F—%
| FF—%tvhb
| LEskrrTi
LoynsSsh7 714N
HEM R 7O 5 A
L & o MERRR T 13T 5 U

(PRI OWHET T 4] (BERYR 3R B RART RN & 172 PR
B, BIERIEAT, AHSMEY R T T VRIS IR S RE BT — )

FCDISC #:fl7— 4 (=CDISC IZHEH L /=7 —4)

I F—%tEv b =HREFT—FEy M)

| | FSDIMF—Ftv b (=SDIMIZ&ST—F vy )

I | Y#FF—Ftzy b (=ADaMF—F Ly h=ADaM iIZLBHTF—F v )
| LEzET 71 )b (=definexml)

FCDISC #EHELIA DI DT —4 (=ADaM DA DB TR T— 5 v b &R
| B2 BE60F %)

| =%ty (=Tt )

| | HeHwrsF—¥ty b (=ADaM LA DIERDT—F v M)

| | YFF—4Ey b ThnrF—F4y b CEHE0EYHEER T 7V
| ] e LR O S A— & DIEOEES)

| FF—%tv bEHE

| FEESERSNAENET AL

| LyZal—varicl@Ads771)

| L7045 AFNESE

Highr e (UIFNICHY T2 BRE2E80XE)

Forassaz A

i HE R T 0y s A

{ LF—& ¥ MERA 7055 A

LG R B OB T T — & N 7 — VU HIAH

L1t % ik
FaCRF (Annotated CRF)
Lyr—&H1 R I(blib w5 Reviewer's Guide)

|-SDRG
LADRG

BT T8 B

FED Hif T —%
L [Zof, R—FNVENLTRIET 55D, ]



A 2

HAEEAE £ TR B 2% OH

Domain  [Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Core
e .. [Reason not done. Used in conjunction with --STAT
Hl --REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
Fb5f --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 characlers
CO COVAL Comment Char |can be added to additional colunms COVALI-|Req
COVALn.
Description of Description of what happened to the subject during
SE SEUPDES Unpianned Char |this unplanned Element. Used only if ETCD has|{Perm
Element the value of “UNPLAN™, ‘
SV SVUPDES Description o_f ‘ Char Description of \.’v‘i.lat happened to the subject during Perm
Unplanned Visit an unplanned visit. -
_ Reported Name of s _— . .
M CMTRT - Drug, Med, or Char sz-lbatarn niedication name that is either pre- Req
- printed or collected on a CRF,
Therapy
MM 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.
BX EXAD] Rez_tson for Dose Char De:scnbes reasen or explanation of why a dose is Perm
Adjustment adjusted.
SU SUTRT lsljt);}:ggel\lame of Char |Substance name. Examples: Cigarettes, Coffee. Req
SU SUMODIFY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SU SUDOSTXT Substance'Use Char Substaucg use cgusurqphon 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 ABACNOTH 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 L _ _ .
M MHTERM the Medical Char Verbz'fltilm 01. preprinted CRF term for the medical Req
. condition or event,
History
Verbatim name of the protocol deviation
criterion. Example: IVRS PROCESS
Protocol Deviation DEVIATION - NO DOSE CALL PERFORMED.
DV DVTERM Term Char The DVTERM values will map to the controlled Req
terminology in DVDECOD, such  as
TREATMENT DEVIATION.




Domain

Variable

CDISC Notes (for domains)

finding. The value in QSTEST cannot be longer

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

than 40 characters. -

(% : SDTM Ver.1.2, SDTM IG Ver.3.1.2 LIFR, %I —3F&0%)
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Bl 1) AARFEQEMDMAEZNRETEOEERNT IHE
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= = SE = - i
AABEBTT—FNBELETHFAMHEBIIZD mﬂ;tyeun)i%&u ( TJAPANESE
TEXT IN SOURCE DATABASE] %) Z#M9 2 (AETERM %% HAGE TINHE)
Row |STUDYID [DOMAIN |USUBJID [AESEQ JAETERM AESTDTC AEENDTC AEMODIFY |AEDECOD
JAPANESE TEXT IN
I |ABCI2Z3  |AE 123101 1 SOURCE DATABASE  |2005-10-12 2005-10-12 Headache
- JAPANESE TEXT IN , , .
2 |ABC123 |AE 123101 |2 SOURCE DATABASE |2005-10-13T13:05  |2005-10-13T19:00 Back pain
. N JAPANESE TEXT IN - Pulmonary
5 7 2 ~10)-
3 |ABCI23  |AE 123101 |3 SOURCE DATABASE |2003-10-21 embolisr
Row AEBODSYS ALSEV AESER |AEACN AEREL
1(cont) |Nervous system disorders SEVERE N NOT APPLICABLE Ef[ﬂlggw NOT
2 (cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED _ |PROBABLY RELATED
Icont)  |Vascular disorders MODERATE |y DOSE REDUCED [P ROBABLY NOT
: RELATED
Row AEOUT AESCONG [AESDISAR JAESDTH [AESHOSPJAESLIFE |AESMIE JAESTDY |AEENDY |AEENRF
1 (conl} |RECOVERED/RESOLVED -1 N
7 (con) |RECOVERED/RESOLVED 1 1
3 (cont) ghcovu{mc/m;sor_vm v v 5 AFTER
AE RAAL Y (AAEFETF—FtE R)
- 271 o : % ~
' n/f\u TT 57”21 [./T\..T:FX ]*]ﬁl:ik_‘:)bb'di E»dguu K%Ojii*ﬁ;ﬁj}@—éo
Row |STUDYID|[DOMAIN [USUBJID [AESEQ |AETERM AESTDTC AEENDTC AEMODIFY [AEDECOD
I |ABC123 |AE 123101 |1 T 2005-10-12 2005-10-12 Headache
2 |ABCI23 [AE 123101 2 AFREHF 2005-10-13T13:05  |2005-10-13T19:00 Back pain
3 |ABC123 |AE 123101 |3 Bk 2005-10-21 Pulmanary
embolism
Row AEBODSYS AESEV AESER JAEACN AEREL
1(conf) |Nervous system disorders SEVERE N NOT APPLICABLE EEIFJTTIEELY NOT
2 (cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED  |PROBABLY RELATED
. ——~ |PROBABLY NOT
3 (cont) Vascular disorders MODERATE Y DOSE REDUCED RELATED
Row AEOUT AESCONG [AESDISAR [AESDTH |AESHOSP |AESLIFE |AESMIE |ARSTDY|AEENDY |AEENRF
1 (conty |RECOVEREDVRESQLVED =) 1
2 {cont} |RECOVEREDYRESQLVED 1 1
3 {cont) Ic{;ECOVERlNG/RESOIfVIN v v 0 AFTER

#2) FRXDHz
TOLERHDEG

KIE %
IIIiI

QS FAA > (WHFEF—Ftv M)

WRGT DI &N PFI;EfE‘C?’éU B9 DR F N E BT KR

Row [STUDYID  |[DOMAIN USUBJID QSSEQ QSTESTCD [QSTEST

1 ABC123 Qs 123101 ] QSTESTI JAPANESE TEXT IN SOURCE DATABASEQ]
2 ABC123 Qs 123101 2 QSTEST?2 JAPANESE TEXT IN SOURCE DATABASE(?
3 ABCI123 Qs 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASEQ2
QS FAAL Y (AARET—FEY )

Row [STUDYID |DOMAIN USUBJID QSSEQ QSTESTCD |QSTEST

1 ABCI23. QS 123101 1 QSTESTI B8 THIFEETETH ?

2 ABCI123 Qs 12310 2 QSTEST?2 FSEAHTTEEIH P

3 ABC123 Qs 123101 3 QSTEST3 FETHIRELTEFELTIN?
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Dataset: : XXXXX ( TXXXXX] WHF—&1tv M)

No. Variable #!

Description *2

! 1D

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 v

X1 BRAERLRTS &,
X2 BREOBMELEHTH L,



A 4

(&%) 7073 LFEE

No.  Program file name ™! Description 2
RV 727 OC Ver. @
FERBER . » - IR,
AR
cTINT Y I ANERNT B 7+ MY ETROTTHET S,
xXxxx <- "INAE"
DT —E T ANERET LT 3 VY ETRDITTRET S,
xooxx<- "IN AL
1 XXXAXX cTFROTETTOIT T L ERETT S,
exportData(XXXXX)
HRELA 74N Goxxx) ICHAZNZCSV I 7000 ( Txxxx] ) ot
LT, ¥3al—La A0 « « 7710 (Gooxxxx) ZEFTS,
cTFIR T R T A Gooxx) &, ETHELEZ7# 1LY Gooxx) 12
RET 5. ‘
cFROFMNS O T ADETEEML. BRELETI Ny b7 71
M xxxxx) AT BN 5,
Xxxxx <- importData( XX XXX)
fERAV 7727 1 OO Ver.@
ERER . -« - TR W,
X XXXXXX

ERBF DA A -

X1 70T LT 7 ANVAERRT S &, :
K2 TOS T LAOHY RV T U, EARK, WAKOBELES) EENTIIL.



