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T—H A NIZid#$ 52 &,

4.1.5 HAET—F DB NZONT

AAGECT —FNE I, POENE FEEEICES LTSI —EDN#
DO D RBNN B D EEN OV TIE, HARE COFLHEHS MLE D)D)
Th, BARFETHH LT —% (UT TERET—Z) &0no, ) &
M52 EMARETH D, AARGENGE E D AIRENMED B D 2 H DB & KK
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http://www.phusewiki.org/wiki/index.php?title=Study_Data_Reviewer's_Guide
http://www.phusewiki.org/wiki/index.php?title=Study_Data_Reviewer's_Guide
http://www.phusewiki.org/wiki/index.php?title=Analysis_Data_Reviewer's_Guide
http://www.phusewiki.org/wiki/index.php?title=Analysis_Data_Reviewer's_Guide

21T, ZHUZIRD DO TidzZewy,

AARGEEHHEHD RAAL NZEENDIHAEDOARET —FZ DT — Xy b~
DR TIER O FEITFERIE LTU T EBY 45, 2B, B3
R 1 N

s HYTHRAAY (T—HFEY ) ZOWVWT, BHRET—F¥Ev b
KO HTEED ASCIT THE SN TWD LT v FOAZTHR S
r—42%y b (LT T2ty b EWo, ) ©D2oO0D
T—Fty NEEKT DI L,

e HAET—HEy MIBAREHHOAZHAEL L, ZHLSMNT
T —4ty NER—HNROIETHEOT—XLTDH L,

e HARFET—HEBy FEFEETT—%ty MIBARGEIAE & ZITH
J&T DT TF L FINOT — 2 EOEWERE LA —OREE L,
La— RN, La—RKolaFs 2507 —% %y MU THE—&T5
&, BB, T4ty NOEREITFEHFT—F Y MIXT D
HDODEHD I T LV,

o T T—HEy MMOHAREEBEIZEY T HEINICIE, EEOT
~&Tiﬁw:kﬂ%%#&%ai%ﬂ(fﬂﬁmﬂTMTW
SOURCE DATABASE| %%) ##&M14 52 &, &E@ﬁw®t
HARGET — &%@&@wﬁXi@ﬁ@vz~% if%%#é%
5%%%5zﬂm§%@%7‘:%t/k¢¢uﬂﬁiévﬂ~ﬂWkaf
UELIGESUTHN T 5 2 &,

o Z OUFESCH] ( [JAPANESE TEXT IN SOURCE DATABASE] %) (%1
KBTI —ELTCHE—DbDEH, T—2HA RXIT—%t& v
FDEFHE (define. xml) ([ZHIRT D Z &,

o HARFEZGULEMFESLa— NU A MNEIZHINT 2 EATIC @Y 225
RXNITLFE L THN AT D 2 L, 2B, JEEEUTHN Nt 58
B EOFFEXTFINEMHAICKBT 2 ERNH 570 61X, KEICE
77—75/0 57 EEBNCE S 2kt A B D (il ;. TJAPANESE TEXT IN
SOURCE DATABASE 01) . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . TOHAGELOXIGTTET —2 HA REIRT L,

. ﬁﬁ?? 2y NEFIED 7 A NVAIZEDDHI L, SDIMT —4# &

WX D HAGET — 4t v NI Isdtm_jl| 74V FIZED,
ADaMT Xy MRS TH2HAGET —4%t > ME ladam_j| 7+
NEZEDHDHZ b, T—HEy MAEDRTXAVLIT 2507 —4 &
v FCRI—DObHDEHNAZ &,

e AAXRFBHEAZEERWVWRAALICOWVWTITEHFTOT—F Y O
HEFED T A NVFITED, BEET L7 —4ty MEREH LN
&

7B, AL LTCHASET — X 12O TIE SDTM &Y ADaM & 12 3o

ANTIETORBTHZ L T 50, BARET — 4 2 aDlERROT —
2 ERHT D2 TEND DHEIIE. T OHEIAZEIZ OV CEHRTIC PMDA (ZF
RTDHZEMEE LY,
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4.1.6 urIA0EHIZOVNT
4.1.6.1 #HT D72/ T A
CDISC PEYEZHEIL U= E T — X ICBET 5 7 e /T AL LT,
4.1 L3 WA, Bt FEEFER L OHE « HEORREORILIC
B8 2 B AR RS R 245D T2 D DI OV T, ADaM T — & & v MERH
077 LR OMTH T 1 77 AR ERD D, K707 T ME ENEN
AT O ERROBFRROHWRESC, T 7 LT X LAORERFER BRI Th
. T LEH PDA OBREICBWTEFDEEETT DI & NAREREA KL
N E L TRRET 20T, £, FFEDOY 7 My =7 Ro—V 3 T
[REST 2 HDOTIFRVD, 7l T LaErk, FATULRERE (EH LA
L=y a VAT A, VT 2T ROFEONR—T g ) ([T HIERIZS
WS CT—2 A RIZBW Rt T 52 &, ~7/mzfHL-7 s 7
LEFEHALTCWAES, ~7ua7u /I A6 CRET A2 ZENEE LN
N, ~rarul T AOERMBKNEERG S, £o, 7 —4Fky N7y m s
LAOVER B IR Z IR ZRE L TR Y 7'r 7T A EROFRH D REE 2454
HZIE, T LT U R ADINHHERESOIRH TE L X220,
4.1.6.2 arlIF L0757 AN
4.1.6.1 TRTEBY, 707 T NIFFEDY 7 Ny =T 0N—V 3 Z
RET D HDTITZRWD, 7 7 ANAIIIHNT Y 7 N T =7 M5 LTk
TEEHDH T L, JEETFRRNT 7 A NEDERIET 7 A VBRI T 550
HZ2T—2 A4 RIZgbbH L,
4.1.7 B 13RBR. ERPRIKEERBRE O S R ORI BRI OARITIC T 5
CDISC HEHEIZHEHL L = RFEE T — X &HITON T
55 T AHRR, ERIRSEBEEURSE OO B M ORI S BRAEIS DM IZ B9~ 5 CDISC
EEEZYERL L= WSS 7 — 2 OV FNT 4. L1 225 4.1.6 L[FEETH D
D, FHCEETREFHE L FORT,
4.1.7.1 SDIMT—%%&v b
SEWENRE T A — 2L, ZIVEERDPIEANCRET 2R e RTT7T —2 & LT
EHZLND I END, FYRET —X ZHMLT- PC RAAL ATNA, H
H ST SRYEIRE N T A — 4 % PP R A A AL THIHT D52 &, PC K
AL EPP RAAL DT —H %> FORRIL, SDIM IG |2 £33 RELREC A 1E
LT 2 2 E M E LU, SDIM IG IS EDU VBRSNS A A
\ZIET —F A RETHIATHZ ETELIARN,
72¥3, CDISC AREHEIZHERL L 7= LIS DT —2 &> & PC RAA L PP
RAAL ANZEH L TRET 254581, Fr—HE U T 0123 5%HE (PC
RAA & PP RAA OVERTFIA, ZERIOBUREDPC KA A & PP R A
A NCEENDIHEROR) &7 —2 A RETHHTLZ &, 2B, b
— VT 4 23T 5 AT, PC KA A VB IRYEIRE /T X — X &
BT 20583720,
4.1.7.2 ADaMT—&E> b
1 H R OVR H R FE L2 B9~ 2 SR EhRE K ORI RE /S ) AT — 2 & v
k% ADaM AT 255513, BINOI TENARE T ADal 7 — X & v
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IZ L DB EG D THIUE, ZhbDT—ZE2DEHDDT—HE v k
IZE LD THRA TR L TH LU,

FEMTIRF VT2 ADaMl TSN DT — 2 & b 2 KGR EEREZ ADaM T
T L CHHT A A . FEBROMHTIZ AW T — 42y FORHIIRETH
5o 12120, T—Fty FEO N L—HE VT ¢ SOITNAZ AT 5 T
BRRERTHDHHAIE, YT — 4y MR Lz ECHIAT 5 Z 228

T&E D,
4.2 5 THERARR, ERRERERARE ORUE R CHREEIROMTICEI T 5 H5E
F7—FHFTONT

[ R SRFRREIR O 17— Z /X 7 — URiBA R 6 ONC G R K BRI o F G5
BT =X ROT 1 T T BEO BRI DN T, HEILT & FIEA L)
TR T,

4.2.1 [EEREEEIROE T —F Xy r— VA& 1221 T

(HE R FREIR DB T —Z Ry r—VHiAE] 13, BEE T —4 %

T—=FT 2 A VAT LZE VT HBEICAR—F LA N ETATEIND

EE PR BR T — Z RN OFBEE S PDA 2MERRTH 2 &t CEL LT

RHTDZZLIEIARETH D, BB, VAT LAEERAFICEFT 7 ANVE

BORHT BRI, 3.7 IR LIZERBD, TSV 77 A Vv E2#RET 52

LTI,

PMDA (2B T THRRIEHGEIR O E 77 — & /8y r— Uil E | Z21ERT

HERZLBERERIT TRROEBY TH D,

o Study 1D (%slBRA AT 5 LF51)

o TFANNRR (TrANLEET) , B, =TV =A VAT AL
T 7 A NN RA L BEIPIZFRAIAT 2D, 7 7 A VX AD ATJNINBE R
U,

o M SN fFMT OFEEE (STS (BRMERY 7 KypEhRefigtr) | POP (RHEEM]
fiEHT) . PBPK (ZEFRFZHISEMEEERET /L) XX Other (ZDfth) @
WMz, 52z HWTANT S, ) . 7ok, STS I[TITFEHER I K HE)fe
fEHT & [R5 1 M S T SR EhRE /3K ) ST & & e,

o T ANDODRNEDHY, &7 7 A NVORHEMD 7 7 A L& ORRE
NEFETEL LISz T2 L, B, ANTELRAXT
¥ 100 XFTH D,

4.2.2 BWFEETFT —F OEMARBREHARIZONT

FEVER) 70 3K BN REMRAT . REERHARAT S OVE B PSR R S 5w € 7 VAT

DENZIUZ DN THERLT NI FIFHZ DL FIORT, 7o, AT ORIEIC &

59, T—#%&> F%& SAS XPORT X CRHET DHERIZIE, 7—% &Y b

ET7TANKITIRETH L,

2B BB, RSB RBR S O ok M OV PR SRR ISR o fRbT 12 B

THHBETT — X DI H, CDISC EHEICHENL L= T — F 122\ T,

4. 1L.TIZHES Z &,

4.2.2.1 ZERREYENEBAEMT

FEEAER ) 7 S BN RERRNTIZ B3~ 5 HIGESE 17— Z 12D\ T, ADaMLIAOFEA
TIRNTT — %t > bR 2856, it —4%t2y NEKOT—%E v NE
HEOHI RO LB TH D,

O T —H2tE > b
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IEMEHE IS )R T A —Z ORI HW T — 4 > A

HRENRE WIS ) 23T X —Z O FHFR e B T it 5 — 42

Ty b GERHFHEOREHOAREITST25E1IRL) 215, 7

7 A WVERIL, BTN OERDNE 2 b,

e SAS XPORT B (. xpt)

e ASCII Format Data Files

¢ Phoenix Projects (k. phxproj)

e  WinNonlin Files (k. pmo. *. pwo)

® F—&ty MEEE

o T—Hty FEFEEIZIL., D7 ELERL K OB ORI %
GHHZ LU, K4 EZBBIHERT D L, B, T
R EEE ISR LG0T, TOFE EXYX—VEPRT
HTETELIZR,

o Ty AL, AL eCTD @I K& O eCTD HAR VB ENZ L -
TEOLILTWDPIF 352 EREFE LU,

4.2.2.2 BERBT (ETMIESILKVIarv—variaagie, )

RHEMMRITICB 2 HEEE T — % 2 2858, i —2 &ty ML
BT —4ty NEREZEDFEHITREO LB Th D,

O T —%t > b

EARET IV, T T NVEEZERT DBRICEIIC AW, 4.2.3.2 D
\ORTETNDT O T T LT 7 A IWHG LT-fi#irT — % &~ b2
H9 5, 77 AL, BIZIZLLTOERNE 2 5,
e SAS XPORT JE=\. (. xpt)
e ASCII Format Data Files
@ F—%tvy NEHRE
4.2.2. 1% ZHT 52 L,
4.2.2.3 ABZHEYEERETT VN (ETNVIZESK VY Iab—Y
avESe, )
APPSR B G e T VAT IC BT D RREE T — # RN T A
BT 277 A0, 7=ty MROT—2E v MERESOFHMI FLo
LB Ths,
O fRHTICHWTEET VORE, E LTEEY K OAEB T A —Z D
B, T FINECRE R ORE SISO/ RN EZEND 7 7 AV
77 AWERIL, RO TE LT 2220,

© MmHRET —2E 25 0RKRBROT —28F > K
BREDY 7 =7 T CE 5 K517 —4%t v M EVERRCUIINT
LCWAEAITIE, Yi%ET 7 7 (/L (Simcyp PE Data Files (ml ¥
) &) BEHTAZENEE LW, 2B, BEDOY 7 =T IS
F—EY v FEERUIIN L L TWARWEE D 7 7 A VERIL. (&
DA TELILZ 20,

® F—&ty MEEE
4.2.2.10%BW+5HZ &,

4.2.3 v rT L 2EOEENRBEHANRICOWT
4.2.3.1 =R REYENBAEMT

S ENRE TSR ENHE /3 ) A B3 A AT AR E U X Z AU HE U Tz

FTREFHROFEMI RO LB TH D,
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fiERr 7 LY XA (Flz X, HEEHIE T A — X ORI GIEE)
EE PR OT —# OB, Sl L 7= fifAT 12 B9 2 FEM G 3
ElrbDOThD, ok, T —% 1ty NAKRICYRERNE E
584 (Phoenix Projects (k. phxproj)® Text Output 2%8) 1.
FTOEEWHRTHIETELIZAR, Fio, BATEHEESIZ YL
BRPEGENDILGAIT., TNOHERRETHZETELIZIR,
77 ANVERNIT, EEOEATELILZ 20,

4.2.3.2 BEMBH (EFTMIESK v Ialb—Ta 28, )
RHERATIC BT 2 HEEE 7 — & 21T 2881\ T, 7u /I A4

T AN, FERERPHIIENTZ 7 7 ANVKONT 07T AFIEESED Y
Lal—va T s 7 7 A VOFEIIE TR LBV TH 5,

DO a3 L8757

FEARET IV, BTNV WD T 0 75 57 7 A L

35, 77 A VERIX, BIZIXBLTORERNE 2 55,

e ASCII Format Data Files

FHERFERENH IS 7 7 A4 (NONMEM output %5)

RARET IV, IIEET NVEE WO R NG EN ) 7 7

ANERHT D, 77 A VERE, EEORTE L2,

Vial—va T E T AN

Vial—valilBlTA7 A NELT, Yialb—YaryT—X

EREIEDIEOOTa T T LT v A, VI alb—a rOERMIZ

ANW-Ta I LhT 7 ANNKER S 2 b— g URERAE R LTZXFED

BT 0 7T 57 7 A WVEERHT D, £io, I alb—T g ZBE

FOEHRICET 27— %ty MEZHWEEIGAR, YERE ST

— Xty MEFRNT S, 2B, 7ul T AREHTERWEAIL

TNTY LRGN HAREEZRINT 2, TR T T L0077 41

FERUL, [EEOEATELXZ 20,

Fo, a7 AFIEEGRE L, TOFEMIT RO LB L5,

o Ul TLEFTTHEOOFMPIRELTHTIHDOTHS,

o R EY, TuTTATFANLKEONT 0T T LADOMBAEED
HZEEL, BIKS 2#BBIERTHZ &, ok, B
Tl ABERTAHICHT o T, NALDIRES., K7
AT O BRI WIGEEITIE, EANIC T 1 7T AFIREDO#R
HIIARETH D,

5. ARHFEROBEFEEFT —F %L D L DBHRIZOWNT

5.1

HFEETT — ¥ % L «CID D%
JFHIE LT, 2 COHFEFT—HIE, eCIDNy 7 R—U LR EIND

ZLERWEITH D, LU S . eCTD @A & N eCTD B EBEN R~T
B2 LD eCTD T A AT, eCTD /Ny 7 R—2 KR eCTD 7 # /L X

(ZH

PR TTT — AR DIER I T 7 AN EZORNT &, T2 L, B 1

DOEATER—EICHEET L2 HEEST — X DR OFEL REE T L ICETHE
TAHI L,
R—Z YA MZ LB eCTD ZME B DG

5.2
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eCTD Z 42T A BR 1%, N—F YA FOBHERNCERBTE R RO
HaE AN L, eCIDZMBEZEZEIGTDHZ &, LBERIEFHROBIILLTOm@EY T

B 5,

$%%E@%%%

3

ﬁﬂ$ E X T2 BRI
EAR, &0
e T EHR

5.3 R—F NP A FEJ L7z eCTD DH
eCTD DT H =V . BHFEH TG A AN —Z A b T8k, IR
IIATIT D, MAIEROBFNILL T OHEY THDH, 2B, ETOHEBIZOW
TR O NTEREE, BIRIIATIZ RO L E O TIT R0,

EA, 2%, FX. F77 b, EZRIE05H)

’7‘—‘ k '7:4;417“%77

eCTD S8

TR

%ﬁ(ﬂ—F)

(%

%& DXL PR

FEESL B DIRGES

TA VAT = 7T AR

XML A o AZ A (eCTD /Xy 7 iR—2) OF = v 7 W LEEE

N FRERBERTL
FEFH 23 K Y eCTD B 24 4 g
e

EREA Gk, BIRIIAN L2, BT 2D eCTD @O by 7L~ T )b
B R—H )Y A N ETEEE L, PDAICEET D, R—& L% A  EOEE
HI 2R EIC DWW TR R T,

5.4 HR—HF NV A FEILUTERH N7z eCID DR

PMDA |35 L7= eCTD IZKI L VA NV AF = v 7 RO F—3 3 v & FLT
L., ZOfEFRE & HIT eCTD 86 Al & OFFMRE R 2 HEEH (28T 5, eCTD
Zxt 3+ 2230 7 —va URRIE, JRHNE LT PMDA @ WEB ¥ A |
(http://www. pmda. go. jp/) (ZABHT 5 eCTD MFEY —/VOE{E~ =T /L
MR BEITTH L,

5.5

eCID 54 79 A 7N L HFEETFT —F D%

HEEE 7 —Z IIHEBICMI T _REERO—HThH Z b, HEEE
FTF—Z %2 H (GBI, BEITHIER) 725581, eCTDZ&ETT 5 2 &2
WY ThH D, eCTD EHWFEE 7 —F &0 CTIRRIHT 556, 3.3 IR T HEE
BT — AR DINEHRERET 52 LT, YEBEE 7T — ¥ ST
% eCTD OFFEMNFREL 725, WiFE 7T — ¥ 2T 21H70, LLTOD

ICHETHZ &,

@

eCTD #IEIFR- HIRFICHR 3 2 HEEE 7 — &
eI BT 2 HGEE 7 — X 18 L. PMDA O HFEE 7 — ¥
RG22 T 121, PIERICER ST S HEEE T — & 2B
T5HZEIETER,

@ M HEEICRMNToHFEETT — X
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SR AR ISR T 2 HEEE 7 — 1%, FFED eCTD 7 Hi ¢
Fm L BE ST, BIEORMERE L THR—Z LA F&0 LT
T 5.
® eCTD LRTHFICHR T D HFEE 17 — 4
e L@ THRHELEHFEE T —X D55, PMDA 28 eCTD LT HFIZ
DHHEDOE L TRDIZH DL, eCTD tETRHC ERICTIRH T 2,
o BERHOWFEETT—X L DOESOLEZFEMT S, LIRTOHRHE
BB CIRHELIZHGEE T — ¥ 2 HERET 24 E T 720,
o HFEB T — LM T D oCTD BRINMEE L WAIE, 2
JFEIC OV TEHRTIC PMDA IZFHFRT 25 2 &)
* PMDA O RHFEE 7 — ¥ B L2 T 70&I1C, Yk k& 5
RS AHFEE T — X 2 BT D Z L TE AR,
o EHRNHMESBICHEETLT —Z 2ET 258 I3AREO FNEIHE D
5.6 HEBETFT —YRHKROELFERE
CTD 1% eCTD kT RFICHGEE 17 — X 1T 254813, THEREHLOK
REEOEBRLOMERIZOWT)  CERK 22 12 A 27 BT 3EERE
1227001 FARSATEOE ARG RS AR RiEm) B 6 12w
TAEEREIC, YEHEEST —ZICOWVWCR#HT22 &, ZoE &, 2T
HETOT 7 A NVEERFIHGET 20870 <, SlBRICBET 2 FEE
FF =2 —ROFENHBTEIT IV, =L, ERrpEme. (2) 7
WZRT = U oA VAT LEHAWTKET L7z CTD Z24HT 28581, 0
PN AdAN

rI&

HEERREFORRETT —F#H

ﬁ%ﬁ% RFICHEEE 7 — X 23 25613, HiEE 7 —% % [3.7K
BROHEEFT —FEOREIZHOWVWT] @ [3.4~3.7] DIHETHETS
ﬁ%mﬁuf%%m:%mﬁéﬁ\ﬁ%ﬁ$%%m%ﬁéF&lﬁﬁ%%?—&
SR OEAN RN . KO 3.3 R=F YA bE N LEHEEFT —ZD
) X Tty L35,
6.1 HHEETT —FERHOERN 2N
HEEEIE. HeEsE 17T — &%m%%m&%%ﬁﬁfét&% SRS L
THEAPHEO 1 ~3 WHENS, FATmAIZ T, FEAPE T5$§E
7 — &@ﬁﬁﬁ@&@ﬁ%ﬁ%iﬁ@ QOWTPWAk%EQWO;k

2B, FRIHRDOEIIH T > Tk, FEEFERICIEH TEDOHEEF
~&@W@%Fﬂiﬁﬁ&k[%miﬁwﬁ%A%%ﬂﬁ5%@%m\&%
R A O TR EEIZHOWT]  CEpk 24 £ 3 A 2 BT FEBERE
%%WOﬁ@iﬁﬁ%ki%miﬁwﬁ%A%%EEELﬁ)@%ﬁ8f$
FHE T — AR AR ERE AHWVWTE LD, BT A L,
D%, HEEEIMEEICERE L HREARGE TEH O 5 26 1 H
HiE COMICA—=ZNY A MO HEETHEEZITOIZ L, ZOHK, R—F )L
A M CHBETHICEHET D HEROAT] - BELOHHEERGEICLERE
77 A (FD HzET —%, HEEE 7 —F%) ZiEdTDHZ &,
6.2 R—FNY A bR LEBHBETFT —Z DEH
HEEETT — X ORMIcH Y . HEFITU FOMIERE R —F LA
b BTk, BIRUIANT L, (T THEROFIIUTOEY THD, P,
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ETOHEFAIZ DOV TR O 2 QNSRBI CSUIA N Z RO D b D TEARVY,

o IEAR, FIERBIEBEDN]
o F—IrUAZES
o I EFEAT DO OEH GREREE. BRX A b, BERE
%)
o TJ7 AT L DEkRIF (ISO/IEC 11578:1996 K& X ITU-T RecX. 667 |
1SO/IEC 9834-8:2005 IZ Lk » TEZE S 215 UUID)
s HEHETFT—ZOMMESIT GBI, B BB
o B UTHIERXI SR OB
o Ty AJINA
o T — XRNTFESE
e 77 ANHNEDIHA
R RER, BIRFIAN L%, T DHEE T — D&M ST
W5 mb] ZH VA ER—HF VYA b ETEEL, PDAIZIEET D, A—H
N A B EOERRZRBAEIZ DWW TIRE RS,

7. ABRHFFRUOESEHERIVIMCEENLRRABREROFEMEEZITHEBEATD
REETT — 4
AGRHEE X 0 AN EE M AR R ot TN D M (BRI A E
B ARG B . HIV EYYEIRREESE) 0, PSR AEHEE X 0 B & ik 7e % iR R R
R ACAE D RFAM (2= 3 AL IR A SCE AT AR R . TGRS iR R D B R IFE) 23T
L HIZOWT, FEEM 23S R O 21T 0 R AU HEEE 7 — X 21
T55AF. HEETT— X% (3. AGRHEROREERE 7T — X ZEORHICD
W) @D 13.5~3.6] ODIHETHEST S HEICHEL CTEFAICTEMT S5, 131
HEEmE 7 — X SR ORI 2] KO 3.4 HEEEFT —FEDT 7 A
NP AX] FUToEBY 45,
7.1 HEETT —YERHOERN 2N
HiEZx TEST DHIE. HiEE 7 — X E A IEHT A & L i,

JRATE U CRBRGEE B AR AT O TR T, HiFE T — X ORHNEZEC
DUV PMDA IZHEERZAT S Z & 7ok, FHIMHRD FEMIZH 7z > Tid, 3k
AR HEI IR Y EOREES T — X ONE L [INIATEOE N E K EF
BEERia A HEAE 23T O X rBh S . FEPHHERIR A S O FEEMEIZOWVWT]  (CF
% 24 4E 3 H 2 BTSRRI 0302070 BMSTATEOE A B 3K EEE AR S
BEAE PR R @) ORIKE 8 THFEE 77 — X $E R E By 2 W
TEED, #BHETHZ &,

Z 0%, B R O TEH O 5 BB O RBR 2 H £ To/IC
VIR ES T 7 AV (PEETT —F%) ZaiRIic L Vi34 25 2 L,
7.2 HBEETT —FEDIT7ANIA R

F =2ty RS D T 7 A DWW TIE eCTD JBEI S O eCTD Hdl\ l%n ¢
EHD POF DK 7 7 AN A XEBI RNV L, T—%Fy MZOWTL,

1ODT7 7 ANVY A XS5 X34 FPLEDOEAEIE, FHIIZ PMDA IZFHFE T
HZ L,

8. T
HEET 7 — X OIRMZ RO LGB O 5 b KRR EEERTERS0%9 L
L CID THDHZ L ZRDTHARNDDIZONT, Hikdh H OAGRHFEIRTE R 2
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3. CHET HHIBICLVETHIIRET LI ENTE D, TOHEDKR
ST E RO REER) 72 8 T LARR I DWW CUHERIIR R T,
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AR
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B 1

AAA RTHWS AEDOER

BT 7 AV (K=o &R LTRIT 52 TO7 7 A1)
FHEEOE T — 5 (=HHETT—4) Gk EAMEM TR (77 —4 ) L)
e R R BT — &
F EERRBR T — ¥ 0 5 HEEREHEERO PGS 7 — 2 Th\nb o, ]
| FCDISC #:fiL7 — % (=CDISCIZH#EHL L /=57 — 4 )
| | =%ty (=HET—%tv )
| | | FSDIMT—%%tv F (=SDTMIZL DT —%Ev )
| | | Yawsr—%tvyh (=ADaMF—%t v h=ADaM IZ L5 F—F & v 1)
| | LE®rrA11 (=definexml)
| FrHe—F—%
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I
I
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I
I
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I
I
| | =%ty
| | LEsrvrAn
| Ly /S5 675741
I i A= AN
I Lr—% vy MERA 72 77 A
| L (BRI OBFEE 7 — %] (FEUEN) 7 SE B REMAT A3 520 S 407 B PR
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Domain |Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Core
. Reason not done. Used in conjunction with --STAT
4 -
B! REASND Reason Not Done |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
S| --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 What happened to the subject during Perm
Unplanned Visit an unplanned visit.
Reported Name of . . .
M CMTRT Drug, Med, or Char Vgrbatlm 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 Regson for Dose Char Dgscrlbes reason or explanation of why a dose is Perm
Adjustment adjusted.
SU SUTRT Reported Name of 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.
Reported Term for .
AE AETERM the Adverse Event Char |Verbatim name of the event. Req
Modified Reported If AETERM is modified to facilitate coding, then
AE AEMODIFY Term Char AEMODIFY will contain the modified text. Perm
Describes other actions taken as a result of the
Other Action event that are unrelated to dose adjustments of]
AE AEACNOTH Taken Char (study treatment. Usually reported as free text.|Perm
Example: “TREATMENT UNBLINDED.
PRIMARY CARE PHYSICIAN NOTIFIED.”
Verbatim name of the event or protocol milestone.
Reported Term for Some terms in DSTERM will match DSDECOD,
DS DSTERM the Disposition Char |but others, such as “Subject moved” will map to|Req
Event controlled terminology in DSDECOD, such as
“LOST TO FOLLOW-UP.”
Reported Term for . . .
MH MHTERM the Medical Char Verbe.lt.lm 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 DA%, o8I —E5E 1)
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fil 1) HARGEOEMGEHAEZ R T 20 F TKMT 2855
AE RAA Y (FETT—HEv F)

- BARETCT—HFNELLT ﬂex M BEIZ DWW TIERFEFF] ( [JAPANESE
TEXT IN SOURCE DATABASE| %) Z #1795 (AETERM %% H AKGE TILEE)
Row [STUDYID [DOMAIN [USUBJID[AESEQ [AETERM AESTDTC _|AEENDTC [AEMODIFY_ |AEDECOD
1 |ABC123 |AE 123101 |1 JAPANESE TEXT IN|o50510-12  [2005-10-12 Headache
SOURCE DATABASE
JAPANESE TEXT IN|2005-10- 2005-10- .
2 |ABCI23 |AE 123101 12 SOURCE DATABASE [13T13:05  |13T19:00 Back pain
JAPANESE TEXT IN Pulmonary
3 |ABC123 |AE 123101 |3 SOURCE DATABASE |2005-10-21 embolis
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
RECOVERED/
1 (con)| RESOLVED -1 -1
RECOVERED/
2 (con)| pESOLVED ! !
RECOVERING
3 (cont) /RESOLVING Y Y 9 AFTER

AE RAA Y (BRGET—%Ev H)
HAZECTT —ZWE LT R FNEHIZOWTIE., BAZEEZZDOFE FHKNT 5,

Row [STUDYID [DOMAIN |USUBJID |AESEQ |AETERM |AESTDTC AEENDTC AEMODIFY |AEDECOD
1 ABC123 |AE 123101 1 GG 2005-10-12 2005-10-12 Headache
- 2005-10- 2005-10- .
HE 357

2 ABC123 |AE 123101 2 et 13T13:05 13T19:00 Back pain
3 ABC123 |AE 123101 |3 HEESE 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 (cont)| RESOLVED ! !

RECOVERING
3 (cont) JRESOLVING Y Y 9 AFTER

B 2) JFSCDOHAFEZIGRT 5 Z ENNETH Y |

CA AT a2 kg R i I

THUEND DGE

QS KAA v (T —4 v )

Row [STUDYID [DOMAIN [USUBJID QSSEQ QSTESTCD |QSTEST

1 ABC123 [QS 123101 1 QSTEST1 JAPANESE TEXT IN SOURCE DATABASEO1
2 ABC123 [QS 123101 2 QSTEST?2 JAPANESE TEXT IN SOURCE DATABASE02
3 ABC123  |QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE03
QS KAA YV (ARGET —XEv 1)

Row [STUDYID [DOMAIN [USUBJID QSSEQ QSTESTCD |QSTEST

1 ABC123 |QS 123101 1 QSTEST1 H2 THlfie 817 F 970> ?

2 ABC123 |QS 123101 2 QSTEST?2 LI EAPILTEETD?

3 ABC123 |QS 123101 3 QSTEST3 Z e L TH K TT0?
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Dataset: : XXXXX ( IXXXXX] 137 —% & v 44)

No.  Variable ** Description *2

! ID Unique subject identifier

2 STUDYID  Study number

3 TIME Time of the event relative to the first dosing of the study drug
4 AMT Amount of drug administered
5 DV Plasma concentration

Number of the compartment where the parameter was measured

1 = Dosing
6 cMT 2 = Parent drug
3 = Metabolite

Missing dependent variable data item for DV
7 MDV 0 = Valid PK measurement
1 = Other (missing or invalid value, dosing event, start of urine sampling)

X XXXX

X1 AL ERETH L,
X2 BEOBHAETET D Z L,
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No.

Program file name *!

Description *?2

XXXXXX

fERHYZ7 Fro=7: OO Ver.@
ERER . « « < IZHW,
ERRF ORI A
T NS N T ANERNT HT7 HNVE % FRLOITTHRET 5,

XXXXX <-"/N A"
DT E T ANERGET DT A NE E FROITTHRIET D,

XXXXX<- "/ X 24"

s FREDITE T 0 7 T AxFEITT D,

exportData(XXXXX)
SHEE LT 7 A4 (xxxxx) I SN2 CSV 7 7 A0 ( Ixxxx) ) (2%t
LT, ¥ab—yarfo- - 7740 (xxxxx) & E473 5,
TNy F 7740 (xxxxx) &, ETHELLZ74/LH (xxxxx) IZ
RAFET 5,
s TREDITH D7 u 7 T AD0FETEHHAL, RELET VN Yy v 77 A
JV XXXXX) % g dre Z FFRNTT 5

XXXXX <- importData(XXXXX)

XXXXXX

EHYZ7 =7 : OO Ver.@
FEFHBR . - - < IZHWT,
fE RO E A

X1: a7 I hT7 s ANLERETLI L,
X2 m s L0ME FHYZ Foy7, FHER, FHEOEESRS) #2528,



