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VERKRFIZ IX SAS CPORT Procedure I3 L2 2 &, AAETORMA
BEPOBEGLEZXONAER (ULT TEAFTEE) Lo, ) B
ENDT—4Ey MEBOWTHRERIZ T 7 4 AHRIT SAS XPORT = &
L. 7—%&y MERBIZAW 6#’LLI+“KZ v PXE#FFIFET
—Z A FIZgHBT &,

. SDIM KB ADaM ¥ —# ¥ v MizoWTl, F—FEy " g 7741

© BERR—ETBRZ L,

412 F—¥ty FOBEBRVEDOMOFT S 30E

41.2.1 S—%€y bOEHE

SDTM, ADaM ¥ —# -t v MBI B EHZEIZTZhEh CDISC IZBiT3
Define-XML FERUT XV, ABDORTFNRFEBRAZ A NV — b ~DBR

- BBUXMBROT7 7 A MK D LT, METETF—4Ey hERA

‘L71Wﬁké ZRZ AN — N EERITHEMLUTRHT2Z L, B8
BOT7 7 A NVAIL [define.xml) ¢T3, EBEOHNAELLTIX, 7

C—fEy b BE BEORYBLE. RUKEARESC2— MY
DEEBNEEND, HESOBRIZIINA—Varzgddl L,

ABEEDILDITAVLI S BFEESIB VTR R INDMTER
LRI T — 5y b EOBBROEEBRES THD Z Lk, BRRART
— A AW ABREELARICEDIT-DICEETHD, L» T,
ADaMF—# v MZBETAESERICIE. 4.1 L3ITRTEYE, T2
DEELRERRVAHE - Fﬂ%@%&’i’@*ﬁ%&:ﬂﬂb%ﬁﬁﬁ%ﬁﬁﬁ%ﬁ%

B H ORI ONT, TSR L ST AT T — 5 &y b oFA

T ENAEEELDOBEBRETTRITERA X5 —% (Analysis Results
Metadata) BNEENBZEREFE LV, BITERAFT—4 @CB‘/\'C
X, BTICOVWTUTOERENGTEND Z EBEE L,

. %%%ﬁﬁ*%hiréhé%ﬁﬁ%%T?Eiﬁ%%ﬁoivﬁ
o fETDOANEA & EMEH

e FERTBENTA—FLEa—F

C e RIS L RBTEHR
s ERTET—FEYE

voe fREETHESRLRB L a— FORBIREN
o RATHEEFCRT IRST SRR, BT ST L4, FFFTEO

1BEeE
o FENFIEICHNIETIHITA T v 7 Lotk

MNBERAZTF—FOWBRIC OV TILATEERMRY CDISC I2& D
Analysis Results Metadata Specification for Define-XML &% &
TBRZLLTBRN, EBBICESHTRET S Z L NEHRGAITIE,

" eCID WA N eCTD BBV MBEENIC X o TED BTV 3 PDF IZ X Y Bl
THEZERTETHD: BB, ERXBRXBWT, HASPEAEICK
DEERENTWTHELI X2V,

4.1.2.2 BERFZESHESE (Annotated CRF)
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B X EFHESE (CIF Mnnotated CRF) &9, ) I, CRF I
IONEShAF—FOEEBE, F—FEy MCEENDEREH
AR THEERLELDTHSD, CRF OFEBIIHIST KL LT,

CDISC IEHaIz#L LT — & & v MOV TiX SDIM DEHEEZRV D,
v EROBWHEIZOVTIE, CDISC XD SDIM Metadata Submission
Guideline (SDIM-MSG) MBE L3,

CRF Iz & VIR X ni=F —Z IXTHERRY SDIM 7—F & v MK
EhTHRHENAZENEE LW, #RHEN2WT—FHERHS
#41Z1%. Annotated CRF L CIIHRHFT —# £y MZEERTVWRNWE
RN BRRETHLELEBLIZ, EERARVEBEZT—F T4 FICE#K
C FBzE, EEL, 20HEAFALPR LI OVWTIRERT ILE
AR,

Annotated CRF D7 7 A AR, KA, eCID @&t eCID Bidk\ vi#
HIZE->TEDLNTWS PDF & L, 77 A NV4AIX Tacrf. pdf] &7°5
i, FAIELTSDIMT—4#Ey FERUZ7ANFITRINTE L,

4123 F—FHA R

ABEEROEEBICLB3T— %y FORE., FHBOBEMRLEE
THELHIC, FHEICLET—4Ey MERICH o TODF — 748
- BEORAREROEIMECBETAHALAREL 75728, SDIM 7—4
y FRW ADaM F—4& & v hOENENIZOWT, T—FEy FOE
" BRBRMATT -4 AL FEERL, RRIE LTHET 37 —4%Ey

FERMUZANFIHEHLTIRHT S Z &,

SMM7—5tzbkw757—5ﬁ4buiuﬁ<a%uF®@E
EEHBILLTS,

o  [BRREBRA. KREMHEEEETS

o FRERAERBEICEIT HEREA
e RAVohToARHE, BHARE, FERVEON—T gy

o HEBRET—F DA ‘ _

o T—HEBAOHEYUMICETAIHE (N F—TaBRICETS

#iER)

¥7-. ADaM F— 5tzbk%#67~5ﬁ4bkﬁ%?@ﬁamﬁ

CERDBTEBEELLY,

BRMBA ., BREMHESESS |
BRHTT — 4By MCBLEY 2 BEREREREHE I BT 5 BiEA
BObh -8, HHAE HEBERUVEDOSA—Tay
HROTF -5y MNoKBETIEEA
T—4&t%y FOERICETIERA
F—¥y DA
F— FEHEA~OEHMEITET BB (N F—a VERICET 388)

SDTM. ADaM ¥ —#t v FENFNDT —F H 14 FOERIZHZY
CDISC HRBEIZBNWTIXT—F# A FOBEHR 7 +—= v MIRbtEh
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L TWRLE, FEBCEDBARISOVTIE. UTFoESE8EIc+

BIENTESD,

s SDIM7—%ty MZBETBF—FHA F:

http://www. phusewiki. org/wiki/index. php?title=Study Data Rev
_iewer’s Guide

* ADaMF—F &y MZBETBF—FHA K

' http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s _Guide _
&XEL. AN, CID @KU eCID B\ EBRICBWTED bR TV S

PDF TYERR L. 774 /L4 1% SDTM, ADaM (Zxis L CTENEN [study-

data-reviewers—guide. pdf | [analysis—data-reviewers-guide. pdf |

ETBHIEBEELY, BB, F—FHA FIZAERBETHERLTHE
L LX xR, '

4.1.3. FERTIEHED - a oW T

. CDISC #EHc L LieF— 4ty PRUEREBEZERTBICH D £
9%, CDISC £R#E, HEMAE. HHESITOVT, PMA ITBWTRITANLT
BB/ /8 —T g i PMDA @ WEB H-A b (http://www. pmda. go. jp/) 2BR¥ 5
T, BB, RA—Va OB ANAEE, BEENAKBEPHEECERITS
EHEA B ZEBEICHET 5,

F—HBRENTRREZNN—Va vEFEATIZLITELIZARVE, A—
BRBRBRNTIEHE—LizA—YarEAVaZ L, R—ERRERANO—
DRAL D NWTHD A= a EBBLEHAKIIZ, ERALEA-Y
a VROFOHEBIZOWTT—F HA FIZBWTHATSZ &,

B DEBERRROMEMEH DT —F Y MZOVWTIL, FEEKRROT
— a2y MBI N—Ta VBRRBESTHBREESTHoTH, H— LA
—Ja VICREVVERT A Z L, A—Va rHE—ICBLTRIR L/—V s
VOBIREH, BARANRA—Ta rhbOERIZHED BEE LEAEITOND
Tik, F—F#HA FiZRiRT 52 L, A
414 HHEBESOEBIONT
CHE, BEREREREDOT —4 2T 50, HLOKRBIZOVWTE
NENERESAZERE (Therapeutic Area Standards) A3, CDISCIZXK V4
BEhTwWa, BICEERABENTVBRERERIZOWTIZZEDFEZFA
TR ENTEIMN, FALEEBZOVWTERT—4ty FOBBERDT
F—aiA4 FIZRiRTs5Z &,

4.1.5 BAFFET—FOBMYFENTONT

BAETT—AIEEh, M OENEZEBRER LEHERIC—EDHE
RERDRIBNNH AEHICHOVTIE, BARETCORMASLEIOHY
THV, BEEBETRRLET—F T TBXREBET—F1 L5, ) z2#
H3 3 Z L BAETH D, BARTFHE LN D TERENH HEHOHIZ HIHK
2R TH, ZHICRD D TR,

BAFBEER FAAVIZEENBBEOBERBET —F DT —F &y b~
ORHFERCERHFEIERNE LTUTO LR &5, BB, A3
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H2RY,

PWT B RALY (F—FEy F) IZoWT, BFET—FEY
RUSEMEZED ASCII TRESNLTWAIXFE Yy hoATHE S
FeF—kty b T MEHEF—FEY b V5, ) D22D
F—F ey bBERTH L,

BAEF—Fty MIBAEEEOAZ BAFL L, ERLSMIE
¥EF— gty b ER—NEDERFEDT—FLTHT L,
BAEF— 4ty b ERBFET—FEy MIBAREERRB L 2T
ST AEBEXFFIDT —FRBOBRVEBRELLFA—OREEL L,
va— Rk, La—FolEFS 220575 —4F &y NEITR—& 73
Tt BB, F—¥Ey NOEBRBBIERFET—FEy MIHT S
HLOD|HDAHAT LY,

WEF— &y MO B AREER KRS T 3G, EE0T
—H TRV EBALNREFEXFS| ( [JAPANESE TEXT IN
SOURCE DATABASE] %) %2##143Z L, T—4EDHIRDOED
AARET — 4 2 BROEHEIBHDO VvV a— FIZHT TERHT 5.4
ERHIHEE, EEFTFT—FEy MOFRIET B L a— FlzBnT
UIRREXTFTF 2 BMTH &,

T DO¥FECFF] ( [JAPANESE TEXT IN SOURCE DATABASE] 45) i1
RERCIi— Ebrﬂ—wﬁméﬁw\?—5ﬁ4kxm?—&ty
FO@%% (define. xml) (ZBARYTHZ &,

B2 AUDHEMFRCa— FY X MEICHET 3 ST @ e
ﬁxuﬁﬁx%ﬂ%%mfé L, B, KEXFINERHNTIEH
A, COEREBEXFINEMEILENTINERH B 25X, RRICE
BEOIT B CEMNCE e S 2D (B : TJAPANESE TEXT IN
SOURCE DATABASE 01) ., [JAPANESE TEXT IN SOURCE DATABASE
02] ) . TDOAAXELORMEFITEFT—FHA FE&EIZRTZ L
BEFEF— Sy FERED T ANFILEDHB L, SDIMTF—F &
v MZHIETBREET —F 2y bk lsdtm_j) 7L FITED,
ADaM 7 — %t v MZHIET 2 BFRE/ET—F £y MM lTadam_jI 74
NERZEDBEZ L, T—Fky F@:RUWJ\/I/%L;PZOOJT—?-E
v FCR—DbLDERNWBZ L,
AABEREEZEERV FAL VZOVWTREZRFDOT—FEy b
HEFAEDZ A NVFIZED, BEBTHTF—FEy hERHLAWE
L.

B, RAIE LTREARE T —ZITOTiE SDIM R Tt ADaM & & iz Lo
 BWMFETORETEZ L LT3, BEET—F2E80BRRROT—
5%%&?5%%7&‘&)6%'6";61 %@ﬁ@%‘uo‘/"{'%*ﬂu PMDA IZHE
MTHIERBEELY,

41.6 ulIsr0RHICTHOWVWT

4161 BHFBETEIFA

(DISC HRAEIHEML L7 W EF T — F IB#ET 370 T AL LTI,
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M7 —5ty MERAZ 07 Z ARUFTA T 1 75 AORMERD B,
BT MiE, TNENEET A OLEEMEROEROER, BT 7 LY
ALOHERVPERBHTHY, LT LH PDA OREUCBVTEDE EHLT
. THRILENMRERAERRUNAEL LTRHETASNEIZRV, ¥, BEDOY
7 by =TRNN—Va MZBET B LD TIIRWVWR, FulTaeER, E
CATLEREE BERLEARV—Ya b VAT A, Y7 MY =T RUED/S—
Va ) BT AERICOVTHETT — 2 01 FIZBWTHRtT2 - &,
' 2R LET ST ARERLTWAES, v/urusSabiie
TRHTAZENEE LV, =7 u7ulJ5 Lr0RMAEEERZE. £,
T—&ty MR ST AOIERBEEIMNMEBEICEFEL TR v s/ T A
BE&EDORHSE#ERBZSEITIE, BT T LT Y XAOSNZHRESORE
TELX AR,
4.1.6.2 a5 LDT7 7L VR
4.1.6.1 TRTERY, Tu S ITAIFENDY 7 by TR/N—Va /il
CRETAHLDOTIIRVA, 77 A NAIZIITY 7 b U = 745 Liig
FEEDB L, TERFVERNT 7 A NVADFERIET 7 A NI 5/
BRET—FHA FIZEHBHTE,

4.2 HFI1HEAR, BEREERBREORER UCEREEGIROMAITICEET 5 RHE
FFT—FEIZONT
f%ﬁ%ﬁﬁﬁwﬁ%r—ahjﬁ—/ﬁﬁéjmokmm%ﬂﬁm®$?

BFTF—4 ROT 0T T LAEOBEHRBHAFICOWT, mm¢«%$ﬁ&u

TR,
4.2.1 (BRI D BT T — ¥ v 7 —UBiBE] ITonT
' Tﬁﬁ%ﬁﬁﬁ@%??—&ﬂy&—V%%%Lﬁ‘$%@%f
— B E =PI A VARATACLVRHTIBICAR—FAY A b b
TASN SN B BERR T — 2 RHABROES S PMDA HMERTSHZ &
Nh, XELLTEHNTAZLEITETHS, BB, YRAT LESE
RERICBEF 7 7ANVEEROEHTZEICIE, 3. THICRLEEBY,

TSV Z 7 ANERIHTEZ LTV,

PMDA IZBWTC (EEEEEROETF T —& /vy y—VHHAE) &

Eﬁ#é%kmgﬁﬁﬁﬁfﬁwakbﬁ%ég

o Study ID (ZRERE RIS % 3CF5)

o TF7ANNRR (FrANLEED) , #B, F—bUxA VAT

' MET 74 NRAE BEIICER AL D, T7ANVSADASD
LBV,

o EMiXhi-fEYTOFEIE (STS (t%ﬁé@tc%%@]%ﬁﬁﬁ) POP (£
ATyl A K r%m%rw)xmoma(%
Dft) DBIZE, %%&mwrxﬂfé ) o 7rd5, STS ITiTAEHE
B 72 S BN BEARAT & [RKE 0D J7 Bk CHEAT S KBk /3K ) 1R

Eate
o TrANDANEDHRA, HFZ7ANVDRABLMDT 7 A VL& DEY

FENEETEXR LI ICHEMERHRTIZ L, 2B, ANTED
BRICFEHIZ 100 XFETH B,
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¢22 $ﬁ%¥7~5®ﬂ¢%&ﬁ&ﬂ§kowf

@%n%ﬂ’b&hob\fiﬁm&‘/\%%%Uﬂmﬂ‘ f&a‘o ﬁﬁﬁwﬁﬁk
L9, F—#+¥y % SAS XPORT A TRHTZEICIK, T—F &y b4
L7 F7ANLBIFR—ETEHZ L,
4.2.2.1 ERERIRYBHRRARYT

ADaM S DT CHEHER 22 B EARITIC B 2 RERET7 — & 2RI
BFEEITHONWT, BT —4 2y hRUT—F kY Fﬁ%%@#zﬁﬂ&i’l“ﬁ@
LBV ThB,
O fEFF—FEy b
T 7 ANERIL. LTOWTALOHRLE TEZ ENEE LYY,
o  SAS XPORT #53X (. xpt)
e  ASCII Format Data Files
e  Phoenix Projects (. phxproj)
*  WinNonlin Files (% pmo, *. pwo)
@ F—4ty " EBE
o F—4Ey FEHBIZIX, PR EBEEARVEROFHHAZ

BHBHILLL, K4 EBEERTHII L. BB, BTk
RBPEEEIIRMBHIB81X. TOELHBYR—EART
BT ELTELXZR,

o TrANKRIX, KAl CID BEMR L eCTD BEVESIZ L -

TEDLNTWAPIFLTHIENHEELY,

4.2.2.2 BEFABH (EFMCES Y Ialb—va v iai, )
FHEFRRITIC BT 2 REET 7 — 4 2T 3BT oW T, fiftF7—4
t/b&07—5t/bﬁ%%@%ﬂ@?%@&kb?&é

@ f#trr—4Ey b

77 ANERIL, LTOWTFADBRE T2 LAEE LN

o  SAS XPORT J¥3K (. xpt)

*  ASCII Format Data Files

@ F—4tEy  MEHBE '

o F—HEy bFEHBITIX, D L L EELARUOEROBIHEE
CBOBTLLL, M4 EBBITERTE L, BB, BT
RBEESICRBBH2H81L. DG LHRYUR—CEHTRT
BT LETELI LR, .

o T77ANERNIL, KA, eCTD i@&&% Ut eCTD BV EANIC L o
C TEDLNTWAPIF &332 EM8EE LYV,

,4.2.2.3 ABZHRYFERETTNVEN (EFMVCESL VI alL—Y
a/%ﬁb )
%%%ﬁﬁ?%TW%ﬁL%Té$%E%T—5%ﬁ&?6%A
kOWT RHTET7 74N, T—FEy NRUT—Fty MNEBBZDH
X TRRD LY THAB,
O FTICHVWEETLVOBE, BELLEEYROEE RS A —F 0
E, FTFIRRCHEROBESMEOBFENREETNE 7741
77 ANERIT, EROHRNTELI IR,
@ mPRETF—FE2EDERRROT—FEy b
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BEDY 7 b =T I CEALEHITT—F v b EERXIINT

LTWABREITIE, YWEkEBT 7 74 /v (Simcyp PE Data Files (aml 7%

X)) % FHRHTIZEBEF LY, BB, BEOY 7 =T Az

T—2ty bEERUIMITLTOWARWVES DT 7 A AL, £5

DX TELIZZ ARV,

@ F—rEy rEHE
Ce Ty FERBBITIZ, P L HEELARVEKOBHY

BHBHILLL, B4 EBEIERTHI &, B, BT
FREEZICERVRHI2EAE. TOEELHEYUR—VERRT
BILTHELIEZRRN,
o T7ANERNIL, FRAI oCTD EEIKR O eCTD Bk ViEEIIZ L -
TEDHLNTWAPIF LB ERAELYY,
4.2.3 TSTIEORKERRHAEICOVNT
-4.2.3.1 BRI IRDERART
FEhE SIS BIRE/ T F T B3 B AT AR B UL I HE U Tt
v TREFHROMMIITRED L B Y THAD,

o FRITTNANITY XL (BlziE, EYBRE/ T A—FORHFES) ©
ERETREBOT —F ORIFEVVE, EiE U7=fEITICBT 2 55HE R
EELLOTHD, B, BT —4F 1y FEFICURIFRPEE
N384 (Phoenix Projects (k. phxproj)® Text Output %) i,
FDOEERATTHI L TELIX LR, iz, FBITHEESICYHK
HFERREENI5HE,. ThbEiRHTHZ ar%uix&m

Ce T ANERIT, EROBRTELIARY,
"4.2.3.2 AT (EFNMCESLYIab—varES, )
AT BT 2 REETF T — ¥ 2IRHT ABA/ITHOVWT, Tus/Jh

T AN, EERBRBHANEINEZT7 7ANVROT 07T LFREEDY

\nv—/a/h%T6774W®%MHT?®&£DT%6

Q FuslFrs7rAN
Tr7ANERIL. TEFARAI 7 7ANVERETHZENEE LYY,

@ TEARBESHAOENT7 744 (NONMEM output %)

77 ANERIL., EBOFRTE LI IR,

@ vIal—va i@ETs77M4)V
77 A NMERIL., EROHRTELI LRV,

F7-, FulTLFEEOHMITROLEBY THS,

o Ul rRETTAEHOHMEIELTHRTEHOTHS,

o Wikl Y, FuSSLTFANAROT ST AOBRAZED
5TLiL, BMKE 2BEBITERTH L, B, #BHEh
alS AEERTBIChleoT, NALDKES, BN
1T O BRESRRVBEITIX, EEXNICTn Y 7 AFEEOR
HIZRETH 5,

5. HEFT—F4% L CID & DBHRIZOWT
5.1 HIEEFT—F%L CID DR
EHIE LT, 2 TORFEBEBFT—FIX, CIDRAy 7 R—UHbBRIND
T ENBEYITHBD, L LS, eCTD BEKZ U eCTD BIFVEEIZTRTEH
I LY eCTD T B/ AIE. eCID Ny 7 R —2 KR eCID 7 4 NV F HiiE
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CHEEFF—F IRA R T 7 A VRN L, EL, 18
@%ﬁﬁﬂ-ﬁ&%@?é$%@%¥—5@%&®€%&ﬁ%éf&m%ﬁ
T5HZL,

5.2 R—FZNHA MT XD eCID ZfHESOHE

eCTID T+ 21X, B—FAH A FOLEINCRHTE R RUWERF
W|EAS L, eCIDEHBELZRETHZ &, LERIFROFUILTOEY T
HBd, '

o BB OIRTE4

HFEXS
PR R DR

ER, BED5|

RHFER

5.3 R—FN¥A bEI L7 eCTD DiEH

eCTD DRHIZHT= 0, BFFIIAIMERER—F V44 b L TREH, &R
XIEANT B, HINEFROBUILLTO®EY ThHB, . £TOEBIZHOW
TRHOEGIZES, BRUIANZRD S HDOTITR,

e IEXR, 3%, EX, FF7 b, ZRXE0DH
= N = A A HE
eCID Z &5
RHERES
X (2—F)

HEHX 5

FFE&L B O—AREI4L R

B B DRRFE4A

VA NAF = v 7 (BT BBk

MLA UV RE VR (CID/Ry T R—) OF = v 75 EEEE
EhERERBIRIE .

FREE W E T U eCTD H4i7H8 45 DL

o {#H&E

LREEZRE. BIRXIIAS L%, #HT5 CTD D hy LA T 41
FaR—ENYA F L TREEL, PDAIZEET D, B—FA¥ A P EDEKE
H R BBEIZ DV TIXBILR TR,

5.4 R—FZNHVA b LTRHEN CID DZH

PMDA {ZZ(E LTz eCTD KR LUANAF =2 v 7 RUBNRY F— a U 53 EFT
Ly TORRE L BIZ CTD ZHEABOFMIER L PHEICHERLT B, CID
EHTEINR)TF—va yAEE. RAL LT PMDA @ WEB ¥ A k
(http://www. pnda. go. jp/) IZZABHT 2 eCTD REEY — NV D=2 7V
LEBEIITHIL, ‘ ,

5.5 eCID T4 74 7N & BEEFT—F OB%

HEETFT —F IIRBEIRMTREBHO—HTHEIZ b, HEE
F7F—F%EE (GBM, BRIHIE) +55481%, CIDE2HITTH L
BEITH B, eCID & BFEEFT—F 2S5 TRHTBEE. 3.3 ITRTHE
BF T —FIBRATIMERELIBHET AL T, ¥EREEST—F LBET
% eCTD DIFENFEL 25, FEEFT —F2RHTIICH0. UTD
HiBETsz L, |
@ eCTD FIEHRHFEICIRHT ZBEBEFT—#
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MERHICEET 2HHEBEFT— 7 2RHEH L., PDA S BBFEFT—
FXRBEBGEZIT RIS, PERHICEET 2 RPEFT— & 2BMNE
CHTBRZ EIXTERNY,

@ RRTHTDIEEICHTTIHEETT—4 ‘
BT 2EIBICHRMNT 2 RHEFT—F I, %ioemnﬁwﬁ
- BBEESLEEIET. BEORMER L LTHR—FALYAL FEALTR
' 9B,
® wm&ﬂﬁkﬁm?é$%@%r—ﬁ
LTHROTRHLI-PHBEFT—FDS5 b, PMDA S eCTD KETHHC S
HDBELDELTRDELDIL, oCTD WEATERICIERICHR T 5,
s BERHOBBETT —F LOEFOAEZRHET S, LABTORHER

BECRHUEZBEHETT — 7 2 BERNT 2 BEXI RV,

o HHEETFT—FLUIMIRHT S CID BENEE LRWESIE. #H

_ FHBIZOWTERNC PMDA (KT B Z &, ‘

* PVDA OHBFEFT—FZEEKEZITRIC, YKRHERES

LETZHBETFT —F 2 BMRHT A Z LIxTERY, :

o EXMMSBICHBEETFT —F 2 RHTIHSIIARADOFIRICHED,
5.6 HEEFT—YRHBROEER

CTD X i eCTD ETHEIZ I EFT —# 2R HT 2 8HAI1E. [HEXKLKOEK
BEEOESRROMERIZOWNWT]  (FErk 22 4 12 A 27 AFHTEBRE
1227001 B ITEcEE A B G EFRIERRMAEEREM) IR 6 (IR
TEEREIC, YHHEEEFTF—ZICHOWVWTRIRTIZ L, Tk E, BHY
BETOT7 7 A NVEEERICHIRT ALEEIRL FRRICEET 2 FHE
F7F—4—KOFENHFITENIT L,

6. FDith
HFETFT—F DORHZROHZHRHED S b, KERFRAAGEES LT
LY CID CThB I L ERDTHRVEDIZONWT, Yi%kdh B OEBREERMS
BEE 3. CHETAFEICLVEFHICRETAZENTE S, TDHED
AR HBRMER OE BN R E LRI OV TIRBIRR T,
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o AHAL FCHWDRABOER

BF 7740 (B—2 LN LTRHETIL2TOT 7 )V)
FERBHEHFEOETTF—F (=HHEFT—¥) (& EF0EHMTIE (EF75—F) L)
HEERRBR T — ¥ :

| F (BEERRBRT— % 05 bERERFROBHEETT —F TRVLO, ]

| lcpisc ###.7— % (=CDISC iz ¥l L /=5 —#)

I | FF—4%ty b (=8RHF—FEv )

| I | FSDIMF—%ty b (=SDIMIZLB7—F &Y )

I | | YEHF—F#ty b (=ADaMF—4¥Ey h=ADaMIZL 37 —FE v )
| | LER7 741 (=define.xml)

| vy —5—4

| | FH—%tyh

| | LE@77A40

| LAa/SaTrAl

I Higtr R 7 a 75 A

| L¥—4t&y MERA a7 7 A

| L[ﬁﬁ%ﬂﬁﬁ@*ﬁﬁ%r—al(ﬁﬁ%&%%%%@ﬁm%Méntﬁﬁa
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AARFESEEN 5 TRERH 5 EHOH

Domain |Variable . CDISC Notes (for domains)
Prefix Name Variable Label Type Description (for General Classes) Cors
43 “RE A ND Reason not done. Used in conjunction with --STAT
& S Reason Not Done |Char when value is NOT DONE.
. Relationship to An opinion as to whether the event may have been
e ] --RELNST Non-Study Char |due to a treatment other than study drug. Example:|.
Treatment "MORE LIKELY RELATED TO ASPIRIN USE."
DM INVNAM Investigator Name |[Char _[Name of the investigator for a site. Perm
The text of the comment. Text over 200 characters
CcO COVAL |Comment Char |can be added to additional columns COVALI1-[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”.
Description of Description of what happened to the subject during|,, _
SV SVUPDES Unplanned Visit Char an unplanned visit. Perm
Reported Name of ‘ . i .
CM 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
cM 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.
: Reason for Dose Describes reason or explanation of why a dose is
EX EXADJ Adjustment Char adjusted. Perm
SuU SUTRT gsg:tx;t:geName of Char |[Substance name. Examples: Cigarettes, Coffee.  [Req
Modified If SUTRT is modified, then the modified text is
SU SUMODIFY Substance Name Char placed here. Perm
Substance Use Substance use consumption amounts or a range off}
SU SUDOSTXT Consumption Text Char consumption information collected in text form. Perm
: Reported Term for .
AE AETERM  lthe Adverse Event Char |Verbatim name of the event. Req
; Modified Reported If AETERM is modified to facilitate coding, then
AE AEMODIFY  I7erm Char | A EMODIFY will contain the modified text, | o™
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 Verbz.xt‘lm or preprinted CRF term for the medical Req
. condition or event.
History 3 ~
Verbatim name of the protocol - deviation
criterion. Example: IVRS PROCESS
Protocol Deviation DEVIATION - NO DOSE CALL PERFORMED.
bV DVTERM Term Char The DVTERM values will map to the controlled Req
terminology in DVDECOD, such as
TREATMENT DEVIATION.




Domain

Variable

Variable Label

CDISC Notes (for domains)

Prefix Name Type Description (for General Classes

’ 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
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

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

(2% : SDTM Ver.1.2, SDTMIG Ver3.1.2 L\, iz —EREHE)
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Bl 1) BAFEDOEAMCHRAE %%i}iﬁf%o)iimﬁ@%%‘*
AE FAAL Y (FE#FFET—FEy M)
- BERBEBTT—FPRELETHFRX PEBIZOWTIREFEXFFI ( [JAPANESE

TEXT IN SOURCE DATABASEJ %) ZHENT D (AETERM %%‘: A A5 CUsR) .

Row |STUDYID: [DOMAINL]U . JAETERM. “JAESTDTC.. ZJAEDECOD:.|
JAPANESE TEXT IN|
1 |ABC123 |AE 123101 |1 SOURCE DATABASE 2005-10-12 2005-10-12 Headache
JAPANESE TEXT IN - i .
2 |ABc123 |AE 123101 |2 SOURCE DATABASE | |2005-10-13T13:05 12005-10-13T19:00 Back pain
JAPANESE TEXT IN| Pulmonary
3 [aBC123 AE 123100 13 SOURCE DATABASE |2005-10-21 cmbolism
Row "A“EBODSYS‘{: Z ) AT 2
1(cont)  [Nervous system disorders SEVERE N NOT APPLICABLE gg{%ggl-\( 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___ JAEOUT . ~JAESCONG [AESDISABAESDTHL [A '
1 (cont) |RECOVERED/RESOLVED -1
2 (cont) |RECOVERED/RESOLVED 1 1
3 (cont) gecoysamcmssowm Y " 5 AFTER
AE FAA (BZKEET—ﬁ'IZ“/ k)
. Elzlii'é'é —FINE LT FR blﬁELOb\'mi EK*%%W&&%%T%
Row_|[STUDYID! nommﬂrusmnmumsn " JAETERM.-. . [AESTDIC. TABENDXG "[AEMODIEY-|AEDECOD; " ;
1 |ABC123 '[AE 123101 |1 G 2005-10-12 2005-10-12 Headache
2 |ABCI23 |AE 1231001 |2 R 2005-10-13T13:05 |2005-10-13T19:00 Back pain
Pulmonary
3 ABCI123 |AE 123101 |3 V212 2005-10-21 embolism
Row AEBODSYS, .- - oo ot ; R
I (cont) [Nervous system disorders SEVERE N |NOT APPLICABLE [pEr i TELY ot
2 (cont) __|Musculoskelctal and connective tissuc disorders MODERATE __|N DOSE REDUCED _|PROBABLY RELATED
3(cont)  [Vascular disorders MODERATE  |Y DOSEREDUCED |aooaBbY NoT
Row__ |AEOUL.. '[AESCONGJAESDISABI];
1 (cont) |RECOVERED/RESOLVED -1
2 (cont) |RECOVERED/RESOLVED 1 1 »
3 (cont) 2ECOVERING/RESOLVIN v Y o AFTER

#12) RXOBEABLERT I EVBERTHY ., BERATIREXFFIZHEICKS!
TEHILERHIHE
QS FAALY (REFT—FEY )

Row [STUDYID -~ |DOMAIN: - *|USUBJID- - 7 |QSTESTCD EST 2 SR
1 ABC123 QS 123101 QSTESTI JAPANESE TEXT IN SOURCE DATABASEO!

2 ABCI123 QS 123101 QSTEST2 JAPANESE TEXT IN SO%CE DATABASE(2

3 ABCI123, QS 123101 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE(03

QS KAAL Y (BAEET—F v 1) :

Row__[STUDYID![DOMAIN: - [USUBJID =" ° *|QSTESTCD!- '

1 ABCI123 QS 123101 QSTESTI B TR g3 7452

2 ABCI123 QS 123101 QSTEST2 EIERANIIITEET D ?

3 ABC123 QS 123101 3 QSTEST3 SOFEERF L COERTTH?
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Dataset: : X00XX ( OXXX) X5 —# v b4&)

No.  Variable *! Description %2
! ID Unique subject identifier
2 STUDYID  Study number h
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 LRI

X1 : T BT S L,
%2 : BROBASEMT 5 &
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Program file name *!

Description *2
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exportData(XXXXX)
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XXXXX <- lmportData(XXXXX)

XXXXXX

HFRAY 7 =27 : OO Ver.@®
(EFREH: - - iAW,
ERRFORE AR

L FUSSIAT AN ERET S L,
><2 IusIL0HH ERY7 b7, EHEM. {E%ﬂ‘é@%ﬁ)ﬁﬁ"r) iEilRTsz L.



