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YEREFIZEX SAS CPORT Procedure [EfEM LAWZ &, BARFETOFEHN
HEPOE EEZ ONDLER (LT THARBEEY &voH, ) &
ENBHT—4Ey MOBWTHRIRICZ 7 AL SAS XPORT FE &
L, 5—&%y MEBRRICHWL N Ty b UEHE (L FE T
—4HA RICEDDZE,

. SDTM MR AbaM 7 — 4w MZOWTE, T—4# vy bk 7740

C BRR—ETAI L,

4.1.2 F—&ty FOEHEER L OMOMRET 530E
41.2.1 F—Fty bOERE

SDTM, ADaM ¥ —4 & v MZRET 2 EHEITZE N CDISC kit 5
Define~XML JEHUZ L 0, REDRRPFEEEMR A X A N i— b ~DHHR
BELMLIBEROT 7 A M E L iz LT, MRt AT — 4y P
LT3 NS AT AN — PRI L CIRIHT A2 L, ER

CBOT 7 AN Tdefine xml] T2, BREBONEE LTI, 7
—& ey b, B, BEOWYBLHE, RO Ao — N
HEBHPETNRD, FEBLOFBIITAA—Tardanhsl b,

HKIREFEE D T2 DT B S B RN I8 TR SR DT 53
& f(]}f}‘ﬁ“’j’-‘m/ﬁ{{ e ED EEH’f 0)'}’&4@73‘/&'%( o R 8 1L|mﬁ<:\iuclﬁ f
*"yﬁ’ﬂqb\flﬂs\nuﬁﬁém( J’Etbbét&)h’_%‘?é'ﬁ%éo J\’J’C\
ADaM 55— 4 & v MBI B EHZRBICN, 4.1 L 3 RTESM, 2
DEERFERE N OHE « HBEOREORILIC B 5 MR RIS R 415
DI DIRPHZNT, FBHTRE R & IS T IR T — & & » N =ofl
SN DL L OBRERTRITE R A 45 —4 (Analysis Results
Metadata) NEFENRHZENEE L, MBIFFERA X7 — 4SBT
i BIETIC OWTUTOHAREEN S Z EBREE LN,

o RTRRTRRAEBICR R SN BT R AR T RREBE R ORRA
o JRHT O & FhHE

e {FHTANRGA—FHZE -

C e IEBTHBR & TR A B
s T AT Sy

Ce fEBTRIER L AR A Lo — RO LS
o ERTHEEICRST A5G AR, BT e ST A4 BB

AR
o VTSRS T A AT w0 T A Ok

HENTFER A X T — X OWRIT DWW T TAREZRR Y CDISC 124 2
Analysis Results Metadata Specification for Define—XML & &3 b

CTARZE LT AN, EREFICEDTRHTAZ EBEEEREAI)

" oCTD AR O eCTD Bl VB Lo TED SN TWA PDF T L 0 BliRiRH
THZENRFEETH D, B, ERBWCBWT, SBENHAFEIC X
DEREN T TH LR W,
4.1.2.2 R EIEFIHEE (Annotated CRF)
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WIRA &SR (UT TAnnotated CRF) &5, ) X, CRF {2

FONBEENET—4OFHB &, T—F vy MZEERLEHKE
SR TEMR AR LI LD TH D, CRF DIEH IR T A& LT,

CDISC HEABIC ML U -7 — F 2 v M2 2WTIX SDIM O % A5
RO FEICOWTEL, CDISC kB SDTM Metadata Submlssmn
Guideline (SDTM-MSG) MBE L5,

CRF 1Z L D U SNe 5 — 2 (X ATRERIR Y SDIM 5 — 41 » MR
SNTRHBENDZ ZENEFE LA, BHSWRWT—FEHRIH S
BEci, Annotated CRF RGBT —F & v MZ i;h;cl,\foel,\
MAMBRRETHELBIL, BENRWHEREF—F WA NICER
T BT L, L, FOBERE LR DOV TE @ﬁféﬁ%
CRR,

Annotated CRF @7 7 A AFEEL, R, eCID iBE&L TN oCID Bkl B
FZ Lo TEDLNTWS PDF & L, 77 A NV4iL lacrf. pdf} &5
T é, W%&wamrw&i/bkmb7wwﬁ T o &

4.1.2.3 F—H A R
RREEROEBEBRICLDT — 4y FONE, B O & IEtE

Jé&&% O, BEHFICLAT 2y MERICH T 2 TOF — 2B
- HEOF FR L OHERLE W B BB R & I A 2, SDTM F—#

By PR ADaM 7 — & v FDENENIZONWT, T—FEy FOE
CEECMATT A FEREERL, KIS LTCRIST BT — 2y

FERIUZ 4 AF ML CTRIBTAZ &

SDTM 75— & & v Mo 5 7~5ﬁ4% Wi E B U TOHEE
BEhAHT b &'J"

o |EERIRAE . xam&a%&#g
e EPRERI %T iR B
Ce Ao, HHIARE, BEEROEONA—V g v

o WEERET— Z ORI

o F—FIEHAOMERMEICET S (KNYF—a VRIS

BiHA) '

CEfe, ADaM F—4 2y MIBT AT S A A R T OEE NS
CENB T EBEE L,

muﬁkiﬁ«w{% Z'L‘ﬂﬁifliﬂﬂgg%%

T — & MCBEES A AR B9 A FEA
Ay bR, fik A, BN A—V g
BROF— 4y MoIET R A
F—&ty bOERIZET AEER

=&ty MO
T A EEA~ O T AR (RN T = VRIS 5 58)

SDIM, ADaM F— &% v b ENEFNDOT—Z HA FOERICHI
CDISC #EHEIZ B W T T — 4 A FOEMERR T 4 —< v MR EH
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TRV, FHEREDANEFIZOWTIE, UTOERE28ECT
HIEMTED,
o SDIMF—&tw MCBETAT—Z 414 K

http://www. phusewiki. org/wiki/index. php?title=Study Data_Rev

iewer s_Guide
o ADaM 7 —# by MIBITHT—HHA R
' http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_

Reviewer' s_Guide .

& 30E, A wmﬁm&wammmem_ﬁmriwanfw
PDF CHEREL L. 7 7 A4 V440 SDTM, ADaM s L CENEh [study-
data-reviewers—guide, pdf | rdnalysm data-reviewers—guide. pdf |
ETAHZENREE L, BB, T4 T A NITHAETCHERLTHE
LXZ 72,

4,1.3. {EHTHEHEONN—T g 4200

CDISC HEMEICHEIL LInF 2y hROERE L ERT B IChi 0 fliH
4%, CDISC fRiE, MM HFE, g CWWQPmAbkwfﬁﬂlﬂﬂ
HEZR/N=37 2 270k PMDA @ WEB Y | (http://www. pmda, go. jp/) BT 5
Tk, BB - Va O ANNAIRR, REEE A AR BRI RS
TEHIEA B & A EW 5,

Rl— RN CRRB /A=Y a VEMEAT A Z L LT ARV, F—
ERARFERAN CIEE— L=V a VR WA Z &, R—EEERR RO —E)
D RAAAAZDNTHD N—T g 2R L RAIE, L=
g R OEDEBIEDNTT — 2 HA RiZBWTHIAT/Z &,

{EJ&C})LMII n&!ﬁmﬁv‘ﬁﬁﬁﬂf’r@?‘—ﬁ“{? v S LCOV\’C&i\ %‘Eﬁuﬂ:nﬂaiﬁﬁ@T

— Ay NIRED NV Vﬁgﬁcho'Cb\Z)i‘zjj/\'Cébo'C‘b Lo
—Va VICHEVERT A Z b, SV a VB U TBIR L s S- Ve
OMIRIER, B S AwVJ/#Bw PSS T D HE LI JA&iToWn
Tit, F—4 04 RicgEfidsz b,

4. 1.4 FHRBEROFEHEONT

CHE, SIEHMEEIE 0T — 2 T B2, £ ORBIZONWTE
BNV B AEIAZ HE (Therapeutic Area Standards) 2%, CDISCIZ L V&
Bl STV D, BEICIEEERAR Sh TV ABRBIZ OV T o % F)
THIENTELN, FIALEEECONTHEHT —2 2y POEFJRERN
F—A A FICEHRT A &,

4.1.5  HAFET—F OB NizouT

HARECT—HINE SN, ot EHEEICE LEE ﬁm®ﬁ
DB BRI D BB OWTIE, BASE CORESHE )W)
ThV, AAETRELET—F UT TEERET—F] £0WH, ) &g
Y %2 S WAIECdh D, BAGEMNE B 5 W a8 &b 5 250 % BIHE
2IRTH, ZHUCIES b O TRy,

HABHEEN FAA VCEENDIYEDOHBRET DT~y b
DA FER ORI FEIIER S LT TFO LR L35, 2k, B3

12




VAR A TR,

BYTEHENALY (F—&Fy ) 22T, BRET—F v b
RO FED ASCTT THRESNTWAEXFE y FOLTHER S
i w&?/k(UTF%M$% &t/FJ&woo)wzow
Ty hEERTSH

A AgET — &ﬁ/%ia“ﬁﬂ9®3%5<%kbx%nu%mf
BFrF—rty b ER—ANBEOREFLEDT—F T30 &
AARFET—F 1y MeBEHTT -4y MIAAEEH & 2okt
o AWBFXTFIIOT — I ROBNEREEFE—OWHEL L,
La— R, va—-FOEFL 2007 —% 8y MATH—&T 5
e, B, F—FEy NOEREBEREEET—FEy MIHT B
HODERMDIHT LN,
%ﬁi?u&fy%$®aﬁiﬁE:ﬁéTé%ﬁ*i FRE
~&@mmw:&ﬁ%5w&%%i$ﬁ(memxrm1m
SOURCE DATABASE| %) ZA&MI 5 L, F— 4 RORIRDED,
Fi/fiﬁ?siif‘—’)“’ B OB O L o — PR O B
ERhAHE. KEET—4 8y bPORGT D Lo— ik
UHIFENFI e D 2 &y :

~ O¥EFELES| ( TJAPANESE TEXT IN SOURCE DATABASE: %) 11
AR T~ ELTW~@%®%mw\?w&ﬁ%kﬁ@?w&tw
FOEFHEE (define. xml) (CHRT 52

- BAFHESIUCERMRCa— ) A b »ﬁﬁﬁ’j D HIPTIC inﬂbﬂ&*“

ﬁzm%iiqﬁa%mﬂ ko W, WEBTIERNT A

. TOWEFELFEIEMRER EFH%M\%#&)ZQKL BIE, KRl _1%25%
%gfacJ?'fLé:ﬁH% W AR A2 Y (5 . TTAPANESE TEXT IN
SOURCE DATABASE 01) , [JAPANESE TEXT IN SOURCE DATABASE
021 ) . O AKEEE OIS T ET— & H A FEIFT &,
YT — Sy NEFEDT A VFICED DI L, SDIMT —4k
v MR T 5 BARET 4y ME Tsdtm_jl 74 V228D,
ADaM 7" — 4 2 » MRS T 5 AARFET —# 2w bME Tadam_j) 7 =
NERER®DEI L, T=0ty MRBTAAVEET 207 -4k
v N RO DERAWS L, '
AAFEEA 28 £V R AL A2 W THEHSEDT —Z 2y O
HEBED T A NG, BETHT 4y MERHLANWE
Lo

Fds. JERIE LCHATES — 412U T SITH R O8 ADaM & % 12 2800
WAFECOIRHT A2 2T 208, BEARET —Z 25 BERBROT —
A EVEHT BT END HHEICIE. F O E uOl{‘Tgﬁugt_ PMDA {Z4H

MY 5

ZEMNEE LYY,

41,6 7ua T AOERICOVWT
4.1.6.1 BT B S ur I N

CDISC HE¥EZIEIL U 7= ET T — A ICBET 5 2 /o A e LT
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ADeM 7 —4 % v MERF 7 0 25 SR USR0S AR ERD 5,
07T BEL EIERETF O RRR OB OIES, g7 /L=
ALOMEENERBTHY, H7TLh DA OBBEIZREWTEDE EHET

AL L NTRE R OV & LTCIRIHNT A MBI, E, BED Y
T M TR AN D g VCIRET B O TV, TS T AR R, &£
FTTUREE BEHLEA—Ya b VAT A, Y7 MU T ROED S
Ta ) ICHT BB OWTHETF -2 44 oW TRt 52 &,

e snEMBA LTSS AEEALTHAEE, vruu s I abLEH
TRETHZEREE LW, w7 a7 a s AOREPEEES, $iz.
F—&y N7 ST AOERB R /MBI ZFE L TR Y 7 u 75 A

B ARORH D EE G S ST, T T Y XAO550 HHAEESORY
TELI AR,
4.1.6.2 IS L6077 AN

4 LE L TRTERY, Ta ST AIEEOY T P TRS— D g T

CORET AL O TRV, T A NI Y 7 N = T L iR

TEEDDZE, RN T 7 A NADIGEILT 7 A NGB S
a7 A RITEHH T &,

4.2 BT FRRER, ERIRSCHEBAIRAE O R & OER RSB OfRT I BT 2 BFEE

FF— S EDNT
h’:ﬁﬂﬁr@ﬁﬁlﬂa@%% /—‘_",’77/\/&4“_” %%‘J f[tU‘ ﬂnuﬁi ﬂf}ljﬂéwﬂaﬂﬁ

BT — A RO 27T L5 @ﬁ%%&ﬁﬁﬁ& TOWT, YT~ & HIHA L
TR, '

4.2.1 (PRI E 7 — & Sy 7 — VBR[0T

' [EEERIEE OB, T — 2 S F— Vi AE 13, BFETT

A ETF - e VAT A BT ABRICR—F YA R

?AﬁénémEﬁm%_ﬁ%MW§@%%m%HmAmwmfé:&

b, XEELTURHTAZ LIIRETHD, B, VAT AEE

JE AR %%/XJWQKDhm¢5W W, 8. 7T WA LEERD,

1SV 7 7 ANEFIHT S Z & TEW,
PmAckwTFm\%ﬁﬁﬁmi%¥ ARy —VHIAE &

TER T DB M B 2B TRO L BY THh D, .

¢ Study ID (% PR & 30 519 B S %)

o Ty ANNRNA (ZrANEEGL) BB VYU VAT
X7 7 ANSA B GBI TARIAL D, T ANSNADAT
PR,

o  FEiESh oy OfEEE (STS (E¥ERYARIEYBIHEAEHT) . poP (Bk
SEMMENT) . PBPK (EHZEAIEYIEE G E T L) Xid Other (£
Ofh) DRE ., BEERAWCATTS, ) . 3, STS ICitifHE
ma%%%@mmenﬁ@ﬁ&rwm&ntEM@@&yjﬁﬁ

- HERET,

o T ANDHBEOIH, E7 T ANOHBLMDT 7 AL O
REPFETED L ICHMERERHRIT LS, B, ANTED
B R CFHE 100 I CH B,
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4.2.2 BEEFT—X OREIRRHAKICONT

YRR R S B REATAT . SRR ARAT o O A B 22 e SR 5ol B 5 e VIR
@%n%nuowfﬁﬁfﬂ%ﬁﬁ%UFurf ¥, fiRT OFEFHIC &
235 I A #y b& SAS XPORT WETHRIMT HBUCIE, F—F &y b4
ET7 7 ANABER—ETARI L,

4.2.2.1 {EER I 3R B HRAGAT

ADalt PAS DT CAR R A S B BARIT I B B B B 15— & B3
DEENCONT, T —F v P RO 4 ¥y NESEOMEMITI T
ERYTHB,

O gty —FEy k

77 A MG, uT@mﬂnmmmﬁtfé EMEEE LV,

*  SAS XPORT AIZa Gk xpt)

o ASCIT Format Data Files

*  Phoenix Projects (k. phxproj)

e WinNonlin Files (k pmo, * pwo)

@ 7“—'}7 Ty MERE

T ﬁE/%Eﬁ% ik, i< & BB R OEE OB %
LI EE L, B4 2BBICERT DI &, BB, B
RREBEICHIRS HAEEAE., 205 EEEAA— LR
LI ETELIIRU,

o TrANENE FRRAL eCID BN eCTD BUR\ BN L -
TEDBIVTWAPIF EFT52 ENEE LW,

4.2.2.2 BEAMT (EFMCEIL vIab—va a2 i, )

RISERIART I B B RS EF7— & # 1R AT oW, T — 4
Ty MR- F 2y MEBZEOMHITTREO LB Tha,

O MRy —Hatzw

77 A NN, T OWENoll 425 2 &8 E Lin
»  SAS XPORT Jig=l: (k. xpt)
* ASCII Format Data Files

@ F—sEy FERE

o TSty MEBBIL, PR L ERARCEROTE A
FHHZ EE L, B4 EBHBIERTH &, B,
RMEFEIRRAHHHEN., TOF EHY_—VEBRT

TETELIE RN,

o Ty ANERNE, FRHI, eCTD AR eCTD Bk BN Lo

TEDLIVTWAPIF 52 EAREE LW,
4.2.2.3 EBZPIEBERRE T AN (ETNMIES VI ab—Y
avEgte, )

AR EL I T 7 VRN B BB X IR 254
WCOWT, BHT D77 A0, T—Fty FROT—F 1z v NERELOH
AT TRRO LY Th A,

O fERATICHWEETAOEE, RE LIRS E OEBAS A —42 0
i, fEHr U RO BE ST EOERNEEINE T 7 A 1L
TrA ﬂ/ﬂ‘/—tﬁ; EEORRTELI XY Yo

@ MmPRET— & EEEEREROT— 412 v h
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BeED Y 7 b= 7 CIF C& 5 L9 05— 4 v b ERX ML

L CWAEAICIL, MEETF 77 A/ (Simcyp PE Data Files Gl %

A) &) BIBETAZENEE LY, BB, BEDOY T =T I
F— By M EERIINT U CORWEE D T 7 A VER, £8
DT LI R,

@‘7~&t/F£ﬁ%

_7~ﬁ?y%miéh \&&<&%%ﬁ%&0%ﬁ®%%%
AL E L, k4 2BECERT D&, B, T
%ﬁiié HENH AP, TOE LHYL—VEPRT

T ETHLELI AR,
o 774»%ﬁﬁ;ﬁmmemnﬁﬁﬁweﬂumﬂwﬁﬂmio
_ TEDBNTWAPIF & T2 EMNEE LV,
4.2.3 Fad S AEOBERRPNAICOWT
14.2.3.1 [EHEEY 72 BB BARAT
SRR S LB/ TR 2R %ﬁlﬂﬂﬂﬂ%@l@%ﬁbbLbfﬁﬂ
PTAREGEOHMITRO LY THA,

o fRITTATY XL (FIZE, BHEIEST A -2 ORI R
TR TR DT — 7 DR, F20i U g Tic %TéﬁNZ%
BE DMD'CEJW' R, RN — 2y b BRI SRR E E
NAYE (Phoenix Projects (k. phxproj) @ Text Output %),
FOEEPRTAHZETCELELR, £, MHHEES Y
WP EENIESE, ThHERHRBTAZ ETELI RN,

e Ty A VERIE, EEOFETE LI R,
"4.2.3.2 BHBRENT CEFAICE S VI ab—vavrEET, )

RHERAMRATIC BT A FEEET-7 — 4 RN T DB ONTC, Tus/7 A

Ty AN, EBRERNED SN T A NVROT e ST AFIREEO Y

L b g VST S 7 7 A VORI TRD £ D Th D,

D Il IANTFAN
TrANERIE, FRA T 7 ANERETHI EREEL,

@ FELEEMNHAIENTZT 740 (NONMEM output %)

77 A N, (EROFTCELIA RN,

@ vial—va il srr AN
77 A NTERG, RO TELE R,

T, ST APREEOFHEMITIRO LB THho,

o T FT ANERTTHIOOFMFIEERIT 2 b0 THL,
o i Eh, TSI ATTANLROBT ST AOURAEED

Hrbb L, BB 2BEIERT DL, B, BHSZ
PS5 AT Al o T, NALDORES, [Fhlli
AT 5 BERRWIBEICH, BRI 2 7T AFIEEOR
HHITRETh D,

5. BT X% L oD & OBRIZONT
5.1 HFEFT—#%L D ORER
FHIE LT, @CORBETFF—Fd, CID Ay 7 R—-hbBRERS
T eREEITH S, UL S, eCTD B K N eCTD BB\ Gl EINI R
T LV eCTD Z T A 8613, oCTD Ny 7 R— 1 BT eCTD 7 4 VA 1§iE
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WCHFEBETT IR FER LT 7 AN EEDRNIE, 2L, HB1E
DT ER —BEICEE 2 BB 7 — 4 ORHOFELRES S 2 ICHE
THI &,

5.2 R—Z A T & D oCTD ZAHHB D HE

eCID IR BERIL, W—F NV ML EFNTIRITIE D R LB
WEATTL, eCIDRMERFREFTIFGT A &, LEREHROBIILTO®EY ©
HD, :

. HIEER B ORSE4

o HFERSy

o HTHEIRE UL EHREEON

o IEAR, :%W%

o RHTEH
5.3 AR—F YA MENLE eCTD CD%H:',

eCID DIEHUZHTZ Y | HEEFIIMIMERE R —Z P b LT8G, RN

XEANT 5, AIEROPIILLTO@EY Thsb, B, RTOEBITO
TIRHO OB, BRI AN ERD D L O TR,

o IEKR BE EX FI7 M, ER2EOR
e e A SR
eClD {43
SRR T
#H (== 1)

HEEIX Sy :

FAEE B O e

I E#ih B OEE4

A NWATF o 2 VBB PR

WL A //U%//i (eCID /¥ 7 iR—2) DOFm w7 Y LS
EJ{/HI{FNE

%ﬁﬂ%%&wdmﬂwwﬁﬁmﬁ%%

o s

LT B, BRI AT Linth, 3BT D eCh O by 7L UL 40
HhR—E N A N CRIFEL, PDAIZEET D, R—F AP A OB
B 7 BRI DU T RERRR T,

5.4 fmﬁwﬂ4$éﬁbfﬁm5ntwm® G}

PMDA {ZZE L7z eCID 2 LA NAF = v 7 RN Y 5 — 3 g & #=T
L. %@ﬁ%&e%_emnmﬁTawﬁm#%%$%ﬁkﬁﬁT6°dm
T 580 Feva VAR, FBIE LT PMDA @ WEB ¥ A k
(http://www. pmda. go. jp/} AT 2 eCTD MRFEY — N OF{Ev =2 TV
ShRETBEDL,

5.5 eCID T4 7HA 7 V& RFEETT—& OE%

REELST — S ERBERIRMNTREERO—THE Z L, HIEE
TS EEE (B, BESUIHIR) 2560, CTD KI5 &8
WY TH D, eCTD L HEFETT — 2 k43 TRIET 5HE, 3.3 (ORI Hil
BT —FICRLHMAMERA RN T L C, UEHEESLF & L HET
5 oCID DORENFEEL D, FHEEFT —# 5 RETIITHED, UToD
RIZHETAZ L,

@ eCTD ¥R HE RN T A HEEFT — 4
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WIEEE B E T A HEEE ST — 7 B R L, PDA S HEETT—
SOEEAE B S o, WIERR I B B AT — X BB IR
D EIETERNY,
@ MR D EEICE 2 REE T -4
FRExT 2R THREETT —H i, FHED eCID R HE
iR L B X, EEORMERE LTR—F YA R &N LTHR
'S,
@ eCID KETHHIRHIT L HHEETFT— 4
e FEOQOTIRHUCHBEEFT—2D 55, PMDA A eCTD KETHHCE
HHLOE L TR SO, eCTD SETRC ER U35,
o MIRHOHBETT—F L OESOLERHET A, LIEGTORHER
B CREHLEBHEETT — 4 2 BERET LTV,
. $m%?r~&y%L%MTéwmﬁﬂmrﬁtﬁw%Ai gian
D FEBIEOWTEHRI PMDA ICFRERT D 2
-PmAmBmm%¥%~&%ﬁ@%%§Hk&m ”ﬁ%&ﬁﬁ%%
C BT A HRBET T MR T A Z ST E R,
o ERFHAEBICHBEBELT -2 2 RETAEARAREOFIERES,
5.6 HEETT—FIRHEBEOEFBR
CID I eCTD SRTRHC A7 — & RN 285603, [HEERRHOMK
I EOMEFRIMOTETIONT) (SEAL 22 48 12 A 27 B H7 R
wm%1?%mﬁﬂ&&kL%&&ﬁ%@%”ﬂ%%@%ﬁﬁ%mEmﬁmﬁm%
VJ ;Em Jﬁﬁj(mnﬁ'?&_f'?‘““’f( L_."D'\I\Ts_iaihkj_Y ZE, :@&%\ 'H%Hj-d‘
if@?x%m&rﬁm CHFEET AR A <, ARRIC B 5 REEE
T — ka%#ﬁ#HWWt%kLi£b\

6. ZDih
HEEETT— 4 OREEROHHBHBO D b, EKBBEFHER PG
LY CID ChhHIEEROTWENEDIZHWT, MU H@H'r\nu 5”7'%“‘
LA 3, CHETAHFIC L VEFICRET A Z ENTE D, TOHE
7RG F VH ST E B O HER) 2R B LRI W TERIBE R T,
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L.

%

F ORI T — & @ 5 LIGHR BT BB 74 TRV LD, ]

FCDISC #E#L 5 — & (=CDISC |z 8L U= 55— &)
| =4ty b (=REF—2Ey )

b1 FSDTMF =&ty b (=SDTMICL A5 —4 ¥ v b)
I

| Y —4ty b (=ADAM F—4 ¥ v h=ADaMIC LA F— & v )
|  LEFHZ 7 A (=definexml)
FLd =T s
| sty
| LEZZ AL
Lra 5675 A/

F%ﬁm7m//A

—Zy MEKR T a5 A

ImﬁA@ﬁ%®$%i%7w¢](ﬁ@%&%%%ﬁ@%%%%énhmmﬁ
W, FAREMRYT, ARSAIRD IR T R S B S R — &)
' FCDISC HEL7 & (=CDISC IZHEH) U 75— 4 )

| FF—%ty b (=REF—%Ey )

| | FSDIMF—&ty b (=SDTMIZLSF—& v 1)
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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
. ’ ' Reason not done. Used in conjunction with --STAT
A — .
B3] REASND Reason Not Done  |Char when value is NOT DONE.
Relationship to An opinion as to whether the event may have been
4L --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
CoO 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 iChar ithis unplanned Element. Used only if ETCD has|Perm
Element the value of “UUNPLAN", _
Qv SVUPDES Description O.f . Char Description of \fvi?at happened to the subject during Perm
Unplanned Visit an unplanned visit,
Reporled Name of gt T e
cM CMTRT Drug; Med, or Char Vn‘a.lbanml 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 Chay CMMODIFY will contain the modified text. Perm
Denotes why a medication was taken or
CM CMINDC Indication Char Jadministered. Examples: NAUSEA,|Perm
HYPERTENSION,
EX EXADJ Rez.lson for Dose Char De:scr_lbes reason or explanation of why a dose is Perm
Adjustment adjusted.
SuU SUTRT gjg ;1::§26Name of Char |Substance natme. Examples: Cigarettes, Coffee.  [Reg
SU SUMODIFY Mocll.hed Char |'f SUTRT is modified, then the modified text is Perm
Substance Name placed here.
SU SUDOSTXT gubstance}Use Char Substance. use corfsun?ptlon amounts or a ran‘ge of Pernn
onsumption Text consumption information collected in text form.
AE AETERM Reported ‘Term for Char |Verbatim name of the event. Req
the Adverse Event
. AR Modified Reported | . [IF AETERM is modified to facilitate coding, then|;
AR AEMODIFY Terni Cha 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.jPerm
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-UPR”
Reported Term for s o S e fr .
MH MHTERM the Medical Char Ver b::atl]m 01. 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




Variable

Domain . CDISC Notes (for domains) .
Prefix Name Variable Label Type Description (ﬁngeneral Classes) Core

' Text description of any abnormal findings. If the

examination was completed and there were no

Verbatim abnormatl findings, the value should be NORMAL,
PE PEORRES Examination Char |[If the examination was not performed on alExp
Finding particular body system, or at the subject level, then|

the value should be null, and NOT DONE shoutd

appear in PESTAT.

Verbatim name of the question or group of

08 QSTEST Question Name  |Char guestions used to obtain the measurement or Reg

finding, The value in QSTEST cannot be longer

than 40 characters.
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HARFET — F B0 H
#i 1) BT ODIEEmnEﬁiEFH AR E O EHRT 2 EE
AE FAA v (#EFFT -2y )
© HAFETT — 4 HW;% L7 %A PEBIZDWTEEREXTH ( TJAPANESE
TEXT IN SOURCE DATABASEJ %) 7”»1%%?1*3‘/:5 (AETERM &% AR CINE)
Row [STUDYID IDOMAIN “JUSUBSID - |JAESEQ HAETILRM SHAESTDTC CAEENDTC 580 IAEMODIRY: JAEDECOD -
JAPANESE lL,\’I‘ 1
t ABC123 AL 123101 I SOURCE DATABASE 2005-10-12 2005-10-12 Headache
- JAPANESE TEXT IN , ) ot
2 ABC123 AL 123101 2 SOURCE DATABASE 2005-10-13T13:05  {2005-10-13T19:00 Back pain
- . JAPANESE TEXT IN| Pulmonary
3 |ABCIZ3 (AR 12310013 SOURCE DATABASE |2005-10-21 cmbolism
Row AEBODSYS ™7 TTALSEY - ARSERAABACN T T T ARREL T s
1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE EEER\?;SLY NOT
2 (copl) Musculosketetal and c;unnculive tissue disorders MODERATE N DOSE REDUCED  |[PROBABLY RELATED
3 (cont) Vascular disorders MODERATE Y DOSE I{SDUCED PROBABLY NOT
- ) - ' ] RELATED
Row AEQUT e S TARSCONG JAESDISAB [AESDTH: |ARSHOSPJALSLIFE: [AESMIE [ALSTDY- S ALENDY [ABENRI: -
| (cont) RLCOVLRLD/RLSOLVED -1 -1 ~
2 {conl} |RECOVERED/RESOLVED | 1
1 (conl) ébCOVthNGIRhSOLV]N v y 9 APTER
AE FAA Y (AAFETF—4 v 1)
© HARBECT—SIPEEL 7T A MIHE Lob \’C&;t Ei?f\?? %%@i FHANT D,
Row [STUDYID[DOMAINSUSUBHD[AESEQ [ALTERM = S TARSTITC AABENDTEC 5 TARMODIFY. [AEDECOD.
| ABCI23 YJAL 123101 1 S 2005-10-12 2005-10-12 Headache
2 ABCI23 |AB 23101 |2 A 2005-10-13T13:05  [2005-10-13T19:00 Back pain
. i : Pulmonary
3 ABCI23 |AE 23100 |3 JraEs2 2005-10-21 smbolisn
Row ALEBODSYS CETARSEY R ARSER Y AEACN*’-..ji-- S ARREL
I {cont) Nervous syslem disorders SEVERE N NOT APPLICABLE Eg:‘%légy NOT
2 {conl) Musculoskelelal and conneetive lissie disorders MODERATE N DOSE REDUCED  [PROBABLY RELATED
3 {conl) Vascular disorders MODERATE Y DOSE REDUCED PROB,@[?LY NG
RELATED
Rowy AEOUT TTTTTAESCONGTAESDISAB JAESDYTL: JAESHOSP JAESUIFE | AESMIE JAESTDY[AEENDY - JARENRF
1 {cont) |RECOVE RI D/RI'SOLVED =1 -1
2 {conl) |RECOVERED/RESOLYED | 1
3 {cont) I({}ECOVL‘,RING/RESOLVEN v v 0 AFTER
A =.f- - \ &‘: = >
B2y BEXOBAREEERT A2 EHVEEECH Y, ERTAEBECEINZMHEIZRKS]
THMEND D ﬂ%{a\
> N =k el i = . N
QS FAA Y (BEFT—FEY ).
Row [STUDYID = [DOMAIN - |USUBJED -~ [Q8SEQ - [QSTESTCD . [QSTEST: SR v e
| ABCI23 Q8 123101 1 QSTESTI IAPANESE FEXT ]N SOURCL DAIABASFO[
2 ABCI23 QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASEQ2
3 ABCIE23 Qs 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASER]
QS FAA Y (AFRFET—F v )
Row |STUDYID - {DOMAIN- ' ‘[USUBJID - [QSSEQ - |QSTESTCD “|QSTEST! i S e
1 ABCI23 Qs [23101 1 QSTEST! E’j}fﬁ;ﬂi*}lfé‘r’fﬁfﬂ’ ?
2 ABCI123 Qs 123101 2 QSTEST2 E S XABNETEREADP
3 ABCI123 Qs 123101 3 QSTEST3 FA R LT O TT?
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(BE) F—Fky NERS

Dataset: : X00XXX ( DOKXX] 74w M)

No. Variable #!

Description 2

: ID

Unique subject identifier

2 STUBYID

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
. | = Dosing
6 CM1 2 = Parent drug
3 = Metabolite
Missing dependent variable data item for DV
7 MDYV 0 = Valid PK meusurement
1 = Other (missing or invalid value, dosing event, start of urine sampling)
X XXXX .

X1 LM I 5 2 kL
2 BROBMP LRI D &,
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No.  Program file name ¥

Description *2

1 KOUIXX

FHYZ7 o7 OO0 Ver.@
EHBAY « « » W=,
BONIGORER |
TRy T ANENIT AT AV ETROTTCRIET D,

ANKXN <= TR
s DFF T ANERIET BT AN F E TROTTRET D,

KRXXXS- "IV R
CTFROITECT ST AERTT S,

exportData( XXXXX)
B L7 4 F Goomx) W& CSY 77 A ( Txxxx) ) ko
LT, YTab—arfld . « « 7740 Guooxx) 23TV 5, \
T My b7 AN (ooxx) &, ETHEELLEZ 404 (ouxx) &
W9 D,
s FRROGFNL S LAORFEMBL, RELETO Ny F T v A
M xxxxx) &S Z AT D,
Xxxxx <~ importData(XXXXX)

X ANXXKX

Y7 hoxTF o OO Ver. @
EHE o« o o YV,
IR AT -

TSI AT v ANEERETAI &,
2 s I AOBY WY 2 Mo AN, EAMOEERE) BRERTLZ L,




