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FEBIZ lTep) ZxNFERIT, TORICKMTIZENELbNS, =
DF/AITIE, Tepl ZANFHO 7 3 VI EBRICEIZHIRIZRV LD &
35, 2B, ¥ET—FOBRMFEL LTRLATLLZNICRE DT
RV, BHFEBICLLT, RAR, 7FNVFLERERT 7 A VRIS
5 LMOBBEEEICIED 2 &, UEKT — X ORMFHEIZONWTIE, &
BINZ PMDA IZHRER T A Z & R LW,
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%7fwﬁ®ﬁﬁﬁ%ﬁuT®ﬁUT%é

7 A VR

=

B

mb

1

BETOHFEFT—FMN CID HE5EHCETHZ
EETFT, K7 NVFIETET ANVFTLUSNDT
FTANEBED TR LR,

datasets

REETT — ¥ BT 5 7214,
$7¢wﬁh?ﬁ7r»ﬁu%®774w%a
HTERRLRY,

Ustudy id / iss / ise]

PRI XIIHABTHREI LICERENS 7
FE, TFNFLHIEERRE —BIZHEBIT
& AREBEE (studyl23, &E)Efé#l%

oD (iss, ise, oY) &TBRI &,

AT ANLCTMT ANEPHNDOT 7 A VEE
D TR DRV,

analysis

Mﬁf—&t/b&07HF7A%%m?67
FNVE,

BT NFWCTUT A NVFUNO 77 ANVEE
B TR bR,

adam

ADaMl F—&t v FRUOTu 7T AEBRHTE T
FE,

AT ANFWTRTANEUNO T 7 A NVEE
HTEHRBRN,

datasets

o)}

ADaM F— &y hEBRMTH T4 NVH,

programs

ADaM 7 — % & v FRORBOERIRD TS
TLERMTET AN,

adam_j

BRI ADaM T — v MESHGT 5 BARET —
vy NERT BT NE, KT+ NVFITH
AEE ADaM T — v PN DT 7 A NVEEBL
TR B,

cp

%%%ﬁﬁﬁ@* %%T~&®o% CDISCHE
LN DOEROF —Z 2B T D7 V5,

legacy

ADaM X CRWVREIT T — &y FRUT RIS T
LEBIAT D7+ NVH,
K?f»ﬁLTM7¢wﬁu%®774w%ﬁ
DTIEHRBAR,

datasets

A%Muﬂmﬁﬁmﬁﬁ?~&tzb%%mfé
2N

programs .

ADaM LIS OO T — 5 v P RURED
EHICRB T 0 s T L ERMT D 7 4V,

misc

analysis, tabulations MV R 11204 F AT
W22 LBFEOTHRNWT—4F 2y M EEWN
T BT H+NVE,

tabulations

B OF — 2 PRBRICHE T B ERE R
ATCERLET—FEy FEBRWT A 740

¥,




TANEE LEIE A

7 A NH Fu7¢»ﬁu%®774m%A
TR B2,

legacy 5 |SDTM Mﬂ\@ﬂ"_t@—‘%ﬁﬂy_t@?‘“ﬁf v M
. BINTB T VE,

sdtm 5 [SDIMT—&¥Ew hEEINT D734,

sdtm_j 5 %&?smm?~&tybmﬁmféﬁ$%¥~

FEy NEBATE 73N E, A7+ 1K1
AZE SMMTH&f/FHﬂ®7?4W%%ﬁL
TERARBRWN,

3.6 HBEETT—FICETAEINYF—Ya oot

R—FNHA FEN LTRBENEREETS — 22t L, F—% ORI

L) F—a VEERTON D, N)F— g VORERIT, R—FA%A
HEEUTHEFICERSND, 2B, 3.6.1 (7) BoRTNA—MZEBR LT
LHBETFT —FIOWTIL, ARPEESRETIECREELELT, 2T
@TWﬁ%ﬁ%m¢6 EMEF LY,
7~ﬁ%ﬁ%fﬁ5W%4F%ﬁ*u%ébtm7whowfﬁ A— & L
A NV TTF R I FCRROE DR RV, %?&ﬁﬁé &,

3.6.1 CDISC ¥EMLT — & ITRF 21 F—i 5 v

PMDA b CDISC ¥ — % =&t LTI, Plnnacle .21 Enterprise Z AU
NRNF g 275,

NN F =g AN A= ZONTIL, EEADES M & ARES
BT LT —FRRADES S, PDA BRERIITIRE T RS ERRRT —F 0
H. RO PMDA BT SEREKRERT — & Ok LfIB2ZE LT, &1
—NVORBEEREE X THEICEREZREL TV, ERPEDBRFIUT
DEBYVTHDB,

(7) BRLTWABRAIREESNS E CEENEE SN —L -
%ﬁ%ﬁﬁtowrﬁﬁﬁ%é?~ﬂfy%@ﬁﬁ%@#ﬁt&i
7R — L

() ERLTWBESI, Eamnﬁ%ybnv‘m\bﬁALb:t{é‘IEéhéif%
BRI v r—iL
%< DBE, BEERREET A FICARICED LTI A—L
ThY, ERLTNAESIIEZOEAEMEEN REELERIC
DUV THFERIIC PMDA AR L, S HIF—F T4 FioBWCHEY
BEUHEDHBNL—

(ﬁ)&ELt%AT%Mﬁb%%wﬁﬁéﬁb&mw—w

BB, L (V) ZonTh, BRRRT —Z DZEOBRNS, BRO
BHIZOWTHEFTAEZRDIZER21D B, '

PMDA I2B81T B30 F—v a VOEBREOFEM, @x ON—, RORFE
OBERVEDEHEIZOUNTIL, PMDA D WEB ¥ + (http://www. pmda. go. jp/) T
AFELTRBY, AFEPHE RICHTe o TREBFRERHBEFT —FBEfc A
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JF—ira VBT, V—CER L TWAEFTE&E L L COERE
%175 BERH B, —IZ oW TIES BRI TE ST TR
HHZEIEREL, BEFOBREMER LI LTAY TF—Va Ve R
TBHZE, BB, V=V ORERH BB, WEHROAN—NVOERE
TIL—EOHHZ b > THRERNBFETFESND, ,
3.7 RLEHRVERBICIY - U oA VAT AOFI AP EEEREEGOXN
Js & EOREORESE .
R—H P4 PEERTAIBBERVENOEZRE - BHTEITF—FEF
— b B —Ry FEERET ARBICESENEELFESSD L2, F—
oA VAT ADOHABRERFERICRX S~ P 2 VAT LENSLTCH
HEFT X ORHPMTZIROTRERH D, DS, PDAR DI TR
WIREATH DT, HEBRLEREBERCETEREILEHKEIN-ET T 74NV
C RBORENRTRZE, £, BERRRT S RHENEZF 7RIV EX -
(TISV 77 AN) TERL, ms) 74N F LRANAACREBLTRHTSZ
Yo BTV Z7 A NVOERFEICDWTEL, PMDA @ WEB %A b
(http://www. pmda. go. jp/) IRIEEFRTHDTEETH L L HIT, 3.5 I
EDHBF—FEy DT 7 A VAR DREIEMERD 7 7 A VA& ERE
THIE, . . _

4. BHITREBEFEJFFT—FEICONT : )
4.1 CDISCIREEITHEL L 7 RREF-7"— & RO 5 3CEITOWNT
4.1.1 #BHTZT—FE> b
4.1.1.1 BFE .
GRREBRT — & DIRBIZEE LTI, CDISC E¥2FIH$ 3, CDISC i
T ABEORITHEDPEET A ¥ (Inplementation Guide : I6) . BHZER
PLEEVL CDISC O WEB ¥ b (http://www, edisc.org/) &BRTDI &,
CDISCIT L V. BERBRICBWT CRFEI Ly IESN T —& D—
EBHRERT —Fy FOEHELE LTI SDTIM B, f#rF—F &y FOE
¥l U Tk ADaM D3 REE T D, PMDA 33T ANFIEEE LTARL
TWB/A—T g D SDTM, ADaM FAZEER OVFEET A FIZfEn, HES
NEEBEROTT - 2R LORUTE I L, '
CDISC {EH L B AN TCNE I N=TF —F L HERICEE T2
(2, HEEE D CDISCARIBITYEIL L Ie FBRUC 5 &0 D fRMES 23
B, BERRRONE OB, BHERICAERCERLLZHA
TOTF—FIRHARD A Z LE2FHRIC. T—F NESCHITFIEEZ
Bt AT LBBEELY, B, THLEBEIRREEICRVTLE
REBERBROT—FEEEZ TR LEbOTRERWED, FRERRICE
WTIRETREF —F IR BRBRCEH OHBEERE 2T, B0
AR OREMEFEE ICHERE ORESMRERICHELRER ZRE
TAMERHD, EHECER LT F ey MERERTICHRY.
BRI RBR O E IINET D7 — & OBEIC L D RO EEFIENRE
ZBNAEE. BLL oIS EZEEREET A FIZERTH 2 &
HREESGIRAR R H SEBITIE, FHIIC DA TR T D Z &
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R, T—FEy MERRHTIZ CDISC EHEEZIZ LY., FAT A5
HIAECHBECBR SN B2 20 EFATE L L L, A
U ¥ I RRIF ¢i%%®%ﬂ%£%b&w L,

41.1.2 SOMF—&E v b

SDIM 7 —# & » b, ERAIZ CRF Elc L WV INE SN EF -4 %,
BAWnaA_A—2a OSDIMETSDIM IGIC B W THRESh LKLY,
BESNIE RAAL VITEMH UTIRT 5, BEEICBVT, SDIM %
NETLHE OB CHERRT —Z 2B L TWAESHH 58,
ZDHRETYH, %MT5$—&t/%imm&U$mamb%ot%

DICEBRT B L,

SDTM h_ialz\'ﬂ‘i ZEH0% Required, Expected, Permissible } L_ﬁj\iﬁ
LTV, RESNET —FREENIERICOVTIE, — 0S8
PPOLOTARREVETOEREDF—-F 2 RET B L, 2B,
Permissible, Expected DD HH, LITO L DIITEERB Y EHT
HRETHB, ‘

o RS540 T75F (BERE. ﬂ#ﬁw%K/ DER, EYE
| B, BEMENERE) |
* EPOCH designator (BFHi%i8E T 3L
* —DTC, —-STDTC, —ENDTC £ % Z M AFEED, ThizxtihT 3

Study Day %k (—DY, —STDY, —ENDY)

SDTM {&, BfF LT —F DEEZZOEERML., BETEXARho
T—FEMELELDOIEEDR, BE LT —Xit ADall F—& v
Mzgbhsd i &,

T FIEEOHREOT T, mzmaﬁlﬁwﬁﬁuﬂﬁmsml%
Bnadz b, —DYIX0Z2EERNIE, 72L& X CRF T Yes/No TF—&
BIRFESNTWIHRE TS SDIM Tk YN & UTHRNT 5%, EAM7%
MANCHES & _ .

HEEEEFZE L THx OHRFCE VY THh?D ID 2T 3
TeDDFEHKE LT, USUBJID BAE SN TWS, FIAITEIFEREL 7
iz RHBRERBRE, BRORBRE C— ADOWBRFIZHT 25—
FEERNTDHZLETRETIED, A—HBREICIIHERESK
L CHREE72MR Y [A—@ USUBJID Z#- Xk H It EmT 5T &,

SDIM TN T, M SN BRR AR OFHENIC BT 2 H M #HM T3
Trial Design Model @ FAA Y (IS RAA L) lzoWTHE, X
NBRRBBROMKEICET2EHARER L2 E e, BENA Rz
W — & ZFRRARIR Y B L TIRIT B T &,

SDTM Tk SDTM CHE S TWIRWEEE 5 ) % 7= DT SUPPQUAL &
WH—EHDT—FEy NEBRETEILENTES, ZhbDF—%E
- MI SDIM D RAAL ACEVHTHZ LDTERNTF—ZIZR LT
FIATHZ RN TEDN, ERNICREERRCEET S LI AT
B NIZE D D& TiEARv, SUPPQUAL 12, 4RIz BN 1 NICE#g
DRV, RREFECBWCEELZELONIEREEHD - L ekt
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LTCWABAITik, BT PMDA IZHEE L, EEICEDRGEIIET—
ZHA FIZBWTHBETHZ EHEE LYY,

I LT — & ORFBIT Lo Tik, SDIM DBEFD FA A VIZREE L
ROWEARH B, TOXIREFE. BEEICLZMED RAA Y (B
T IHARELARALV) VWD, ) BERTIZEHBOLNATND
DT, F—FBEBEORAL VIEZHEY LAV L EHERLELET,
SDTM DEFEN A FIZHENIRZ A RAAL VEER LT —Z 2BNT 5
Tl HAFARAAL VOBBAIIMNEL RoBR L EbIT—FH
A NRRBTBEIL, E, HWRAFL AL ADT— X OBMER
2T BIPAITIE, R PMDA IR T B Z T L,

4113 ADaMF—FEv .

AT —&Z £ w M CDISC fEYEIZ IS B ADaM IRV LIRH T 5,
fRATEFEI ISR SN e R TOMETICOVWT ADaM F—F v FZRH
T HLEEXRWE, AT 5 EERAT. BIREN (EEFME
Bz 3 BIRAETCEE R BIRFHEE B IC BT 24847 | &M
B4 % FEMTCHEERICE T HESN BT, TEEPHEDEI
 ETAEERERFORELRNTLOOMEITE, ARE. BEED
FELRERRVAE - BFEOREOBRWICEL L BEARERERD
T D DREMTIZDOWTIX, ADaM F—F v hERHTAZ &, #BHTS
F—H¥y MO OVWT R, BRI PMDA WAHRRT S T L N E
LY, ADaM F—& ¥ v TRV T -4y b2 AW THERRERS
EOMITREMERIN WA GRS, EROFHME, Zettox
ERABEROAE - AEOREDRBMMED 2ETICOWVWTI, Y%
FEROBFBHRPFRER ADall [ZESSFT7 -4y FERETIZ L,
i, ARBBBRICHEESABAEE~DEE O DICER LI fET
IZOWT, BINTCHETT — &y FRRHTASHET R,

ADaM Iz 13X, #BRE L~V OE 4 & Te Analysis Data Subject Level

(ADSL) 2 WHF—F¥Ey bBEH Y, ADaM F—FEy MEEHTLIE
REBE | SN THT I NERELRITNIER B2, Fiz, ADaM F—
ey Mol ABENEESR LT 3720, —BEIC ADSL F—&E v b
EEhS, RRERHESCERINIETOXRERLZ S LR
HEHKE. FAIL LTS ADall 7 —F &y MZEDDHZ L, TNHOEK
Bopll LT, EECMZ T, RBE RREGEHEEES) | £
iRk (MEERES) . s, B, ST o e iaR, Rl File B
1, ETEREZRT VI T ROBERR—AT A VT 2R EE
RICETIEHESD D, o ,

ADSL EASL0D ADaM 77— Z & v bk, By L 358 & ORET ORI
CTHia REHROBREL VB D, EBERXT—F VA R
FANBOEHANBEETHIZ LICHEETHRETH D,

ADaM F— &y MTBWT SDIMF—F v b &R UEKE BT
BHAIE. TOEKORE. WASIRHRL T,
4.1.1.4 F—F¥E v bOT7 7 A NVERITOUNT :
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CDISC #ZHEIZ #EHL L 7= SDTM. ADaM 5 — &t ik, SAS Institute %
AT —FEXRT 4 —< v N TH D SAS XPORT 7 7 A NEEET 4 —
<o b Version 53 (BAF ISAS XPORT & &1V 9, ) T, 15—
ey b2177AVELTRETSEZ L, 2, SAS VAT AILLES
YERRIFITIZ SAS CPORT Procedure FMER LARAWZ &, AARZECOREN
DEIOSERELEZLNBZESE CUT FERSEER] 203, ) 8%
ENDT—FEy MZBWTHRERICT 7 A MERIT SAS XPORT Rt &
L, ¥—4&¥& vy MEERIZ AW B:%’be‘C%Jz v P B ARET
—Z A FITEDHBTZ L, .

SDIM B U} ADaM 7 — 4 & » MZOWTik, F—&ky "o e 77441
ZiXR—E+3z L,

41.2 F—¥Ey FNOEBRERCZTOMOMNETSE
41.2.1 SF—ky FOESRSE '

SDTM, ADaM 7 —#& & v M4 2 EHEIT LN EN DISC KRBT 5
Define-XML BRIz XLV, NEDOERBAERAZ AN — DB
ERL ML ERXOT 7 A McE L die LT, W T 55—y e
C7ANFRHEERAIA N — MERIIBHMLUTIRETAZ 2, B8
EDT7 7 AN&IE [define.xml} 953, EBEONEL LTI, &7
—FEy b B, BEHORVEHE, ROMHAEYa— FiciEd
LHEEPIEEND, HEZOFRITEAA—Var2E05bHT L,

ARFEOLEDICAVLN BBERICBVW TR T ENIBITHER
IR T —FEy FEOBBROEEBBAES THSHZ Lid. BRRART
—ZERAVEAREELHBICEDIEDICEETH D, LoT,
ADaM 7 —& & v MCBT B EEFICIL, 4.1 13 ISRTEE, 2ok
DEBELDRBERECHE - AROBREORMICE L IBHRABRERLE
Bl ORI ONT, BITRE LIS 2T — & v FOFH
 ENBFEELELOEGRETTHBIFEREA X7 —4# (Analysis Results
Metadata) BWEFEND T EREELY, BIFERAZF—F BT
X, EFTICOVTUTOEEREENRD ZEREE LYY,

* RERREREEFCRRINIENERE T TRRESERUETRL

o fENTONE L EfEH

o ERTENRTA—FLHLLa—F

o fRITHE LB EK

s HEHTAIZTF—4Eyh

o BRATHE LD L a— FORIREH

-'%ﬁ+¥%kkﬁéﬁmféﬂﬁ BT T 0 7T A4, BT FED
TRERE:

. ﬁﬁﬁ%mﬁmféﬁﬁﬁfuﬁﬁAwﬁ%

TR AZFT —FZOBRITOWTIEHERREY DISC ltXs
Analysis Results Metadata Specification for Define—XML Z&:3% L
TAHZELTEN, EBXBISHTRETSZ L BEERESICE
eCTD IBH K T eCID iRV MEENZ L o TED HH T3 POF 2 L 0 B H
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TR LNARTHS, BB, EFBTICBVT, RESRAREK X
DERSN TV THELIZRL,
41.2.2 IR = EAIEEE (Annotated CRF) o

FEIRM X IEHIREE (MU lAnnotated CRF] &\35, ) iX, CRF &
LVNESNAF—2DFZEEL, F—F¥y MNREEhIEREX
JEEETHRERLEDOTHD, CRF OEBIZXNT 2EH L LT,
CDISC REHETHERL LTz 5 —F & » MZ-DOWTiX SDIM OFEER 5,
BIROEHHFIEIC-OWTIiE, CDISC ic LD SDIM Metadata Submission
Guideline (SDTM-MSG) W& L b,

CRF Iz X WIS N/ T — Z IEFTeERBY SDTM F— & & » MTIEM
ENTRHSRAZEBETLVS, BHShARWF—ZHERNH D
BAIZiE, Annotated CRF L CREHT— &y MIEERLTWRNWE
WEPBRETRET DL LEBIT, BENRVEREZT—F V1 FICRES
FTAZE, 2L, ZOBRERBELIR LD ONTIIEHTHIMHE
FXew,

Annotated CRF @7 7 A AT, BRI, CID BEIK N CID B\ A
ML > TEDBNTNS PDF &L, 774 V4 lacrf. pdf]- &9
Ti, REIE LTSDIMF —FEy PERUTZANFITHEMTHI &,
41.2.3 F—FHA K | '

AREEROFERBRLET—% 2y FONE., FROEMEEEE
FELLBIE, BEBERLILZF—FEy MERIC Do TOTF —H 18
HEDF| N E CHEE I BT 2R 2 e & 35 72, SDIM 7%
Zy NEO ADaM F—F &y hOERENIZONT, F—F &y hOE
FEEIIMATT —F VA FEERL, BRIE LTHET 35—y
FERULZANFITHRBLUTRETSZ &,

SDIM 5 —& v MBETHTFT—FHA FiTidd2< L b TDIER
EEHBHTEET S,

o [EPRABRA, %ﬁ%ﬁ%@%ﬁ%&

o FRERERERGMENCEST BE

o FAUVbhisiERE, HHERE, BEROZO/A—Ta

. WRET—FOBH '

. T“ﬁ@ﬁ“QEMﬁK%Téﬁﬁ(AJT_/H/F%k%T6
FREF)
it\Mm7*W?JFL@TéTH$ﬁ4Fkﬂﬁ?@ﬁﬁ#a

FRAZENEE LV,

o ERRBRL %%%ﬁ%@ﬁﬁﬁ% _

o fRTT—F v MR A KRBT I T 5
. Hﬂb‘%ﬁ’bﬁ_jﬁﬁﬁ\ %%Uﬁﬁnn\ ﬁE%&tﬁ%@/*wf)E\\/

. EEOF—FEy MoEBTAHEL
o F—HEy FOERICEATIEER
« Tty FORHA
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o TS EREAOENEICET A (N F— e VERIRET S
)

SDIM, ADaM 7 —# & v hZHENDT—F 1 ROIERRIZSHTZ D, (DISC
BHEZIBWTIIT—# A FOEFRIR T 3 —< v MIREESH TR,
FEBICEDOIAFICONTL, UTOEBEBREICTAZ LR TE S,

o SDIM7F—%Ey MIBET BT —FHA F .
 http://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer’ s_Guide
o ADaMF—F kv METEF—2HA R
 http://www. phusewiki. org/wiki/index. php?title=Analysis_Data_
Reviewer’ s_Guide _

FXEX, FHI. eCID BAKZ R eCID Bl VEAIC BV TED bIvTind
PDF CIERE L. 77 A VAL SDIM, ADaM izt L TERER [study-
data~reviewers—guide. pdf| [analysis—data—reviewers—guide. pdf]
BLNEPHABELRZ 77 ANBETEIEREE LY, BB, F—
CZHA FITEARBETHERLTHELZ XA,

4.1.3 FERATIEREDNA—T g 42250 T ,

CDISC I L7eF — &ty PROESELERT 3 ch 0 8
—3‘6 CDISC $ZHE, FHIAFE, FELIT OV T, PMDA 1T VTR IT AN

BE/R/— U a M [X PMDA @ WEB 1 b (http://www. pnda. go. jo/) EBET B
_e BB, N—Ua v OZANTEL, BEENERBETICEST S
RHER El Z EBITHMrT 5,

- R—H#H Wfﬁtéﬂwxa/%ﬁmﬁé SIEELIZR0A, [~
BARRBRATEAE— L A—Pa v 2HNn3d I L, RA—HEERRANDO—Z
D RALAATDNTHD /NN~ a VESB UREESICE, FRLEA—Y
gV RUGEDEBIZONTT —FZHA FizBWTHBET3Z &,

EROBRRBOFAMTOF —F &y MOWTIL, FHERBRDOF
—ZEy FBEI N—Ta VBRBRRSTVAEATH-TH, FE— LS
—Pa VITREWMERRT B L, A=V a B LTCRIRLZ -
YORREH, BR3A—Varhrb0ERICHEZYVEE L?“_ﬁ%kob\
Tk, T—F A Hx_“ﬂﬁ‘ﬁ‘é &

4.1.4 HRBEROBEHEIZONT -

e, FRBEBGFEOT —F 2T 5720, £ DERBRIZOVWTE
NEIRBGEIBAERE (Therapeutic Area Standards) #3. CDISCIZ L ¥4
I TVE,; BEICEERAR IS TWAEBRICOWTITFDERELF A
THZEBRTEDN, MALEEEBZ DWW TRTF %ty NOERERV
T—EHA FlcB#T5Z &,

4.1.5 BARES—F OB FENTONT

BARETT —FINEIN, M oZhEHEILEHR LRSI —EDIEH

BELDNSEBDHZEEIZ OV TIL, BABTOTRINNEEY)
THY, BAFBTERLET—F BT TRAET—Z] &5, ) ¥R
HT DI EHFETHD, HAEREIN S AERMEND 5 EHOH 2 Ik
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2R, ZHICIRS B DTV,

BAEEED RAA I ENSHBEOAFET —F 07 —FEy b~

DT ER ORHFEIFRE LCUTOLBY L5, 2, %%3
Wl ERT,

BUTHRNALY (F—FEw b)) k2T, BAET—FEy b
ROBEEEED ASCIT CRESHTVWAXEY Yy hOLTHER S

FeF—FEy b (BT [#EFEF—FEy b &), ) 0220
F—FEy N ERT 32 L, |

AAET —ZEy MIBAEEEOARAAEL L, #ALSMIE
BT —FEy b ER—ABROEEFEOF —F LT3,
AAES— &y b HEHFEFT —F 2y MIBAEEE & 2hICH
g AREMEXFEFOT—FEOENERE2LF—0fEL L,
La— kR, La—FolEFS 20057 —4%8y METR—&1 5
e, B, F—2¥y FOBEEREETFT - F 2y MY B
HODRBHDOAZT I,

T —F -y PO BABERICKY T B, REO0T
—H TRV LA BNREFECFS ( [JAPANESE TEXT IN
SOURCE DATABASE| %) %#¥MiT 2L, T—FROHIBORD

A AEET — & AR OEHUIEIRD L a— FIzsd TR 3 4
ERHDEE. BERFT—F 2y PROHIET B L a— T\ T
WELIRE i%ﬂ%%%fé Eo

T DFEEICFEH| ( TJAPANESE TEXT IN SOURCE DATABASE] %) i1
RETIE—EBLTR—OLDEHW, F—F A FXETF—FEy
M DEZHRE (define. xml) R TRZ &,

A ARFE &ﬁnﬁ%i@z—b)zb%hﬁﬁ?é%ﬁhmﬁ@m%
BROOTESBSCEF BT b, B ERIESEENT S
B CORBEBIXFIFIZAEICKITILERH L2 6IE, RBITE
B&oOF 572 CEBICHEEI 2N ERY (B : [JAPANESE TEXT IN
SOURCE DATABASE 01)-. [JAPANESE TEXT IN SOURCE DATABASE
02] ) . LD BAREE ORSMHITET -2 H A RERTZE,
BERFT— Sy NEFIED 7 A VT REDD L, SDIMT—& &
v MZRIGT 5 BAET—F &y M Tsdtm j) TANFITED
ADaM 5 — & v M2 BARET —F 2y M Tadam_j] 74
NELZEDDHI L, T—FEy MARVBZ VAR 2HO7—F%
y hCR—DLDOERNDZ &, | |
BABEEZEERV FAL OV THERFOT 4y hO

 BEHREDZANFICED, BETLHT—FEy hEEHLRVWE

&o

728, EAlE LTHASE T“ﬁkOwTﬂSMM&UA%M&%_tEQ
BRFETORMT 22 2 232308, AAETS -2 28 0ERRROT —
&%EMTé%Eﬁbé%QKH\%@ﬁ@%mowfiﬁumAtm

wTbHT

& 7b§t.£j£ l./‘f \o
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4.1.6 TuFIAOERBIZONT
4.1.6.1 #HTEIS 0T T A
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BAREREEN5 AR H HEE O

Domain

Variable

CDISC Notes (for domains)

Term

The DVTERM values will map to the controlled

terminology in  DVDECOD, such as

TREATMENT DEVIATION.

Prefix Name Variable Label. Type Description (for General Classes) Core
. Reason not done. Used in conjunction with --STAT
e i) --REASND Reason Not Done [Char when value is NOT DONE. \
Relationship to An opinion as to whether the event may have been
] -[--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 addltlonal columns COVALl- Req
COVALD.
. 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”, '
VUP Description of Description of what happened to the subject durmg
SV 8 DES Unplanned Visit Char an unplanned visit. Perm
Reported Name of | o e
.. |Verbatim medication name that is either pre-
M CMTRT Drug, Med, or Char printed or collected on a CRE. ' Req
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. '
. Reason for Dose Describes reason of explanation of why a dose is
EX EXADJ Adjustment Char adjusted. ‘ Perm
SU SUTRT Islsggtl;gzlel\lame 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 of]
U SUDOSTXT Congumption Text Char consumption information collected in text form. Perm
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 . |p ' Char | s EMODIFY will contain the modified text. Perm
Describes other actions taken as a result of the
Other Action event that are unrelated to dose adjustments off
AE AEACNOTH Taken Char |[study tréatment. 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 . . ‘ .
MEH MHTERM the Medical Char Verb'flt_lm or preprinted CRF term for the medical Req
. condition or event.
History
Verbatim name of the protocol deviation
criterion. Example: - IVRS PROCESS
DV DVIERM Protocol Deviation Char DEVIATION - NO DOSE CALL PERFORMED. Req




Domain

Variable

CDISC Notes (for domains)

Prefix Name Var_lable Label Type Description (for General Classes) Core
Text description of any abriormal 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 Char questions used to obtain the measurement or Req

Question Name

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

(% : SDTM Ver.1.2, SDTMIG Ver.3.1.2 LA

e, FEdT AR




B4 3 ' *

HAFET — & AR TR OHl

Bl 1) BASBOEMTHAEZEFRETEOEEEMNT2HE

AE P%»f/ (FEHKFET—FEy M)

. BABTF—FWELEF X NERIROWTREEXEF ( I'JAPANESE
TEXTINSOURCE DATABASE) %) %%#ﬁ'&"é (AETERM &% AAETINE)

Row ' DOMAINEUSURE } ) ODIEY )i
JAPANESE TEXT IN| .
1 |ABC123 |AE 123101 |1 COURCE DATABASE 2005-10-12  |2005-10-12 . Headache
; L JAPANESE TEXT IN|2005-10- 2005-10- . s
2 |ABCIZ JAE 18101 2 |SOURCE DATABASE 13713:05  |13T19:00 Back pain
: (JAPANESE TEXT IN| ' Pulmonary
3 |ABCl123 |AE (123101 13 SOURCE DATABASE 2005-10-21 . embolism
Row BODSY SEV, FAESERIARAGN AERES
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 MODBRA'I'E Y DOSE REDUCED PROBABLY NOT RELATED

Row_ |BROU R s ST AN A S Y AE BN D YA A FR
WVEREDY
1 (cont) g(s:gwﬁn " 1
RECOVERED/
2 (cont) RESOLVED 1 1
RECOVERING
3 (cont) /RESOLVING | Y Y 9 AFTER

AE KA AV (EIZF BF—& v h)
+ F ZIK 1[31%1,71 ]\ﬁﬁ \_b\’ﬂj:

Row DY, ] Lao N 1040
1 123101 2005- 10-12 2005 10-12 Headache
. 2005-10- 2005-10- - .

2 ABC123 |AE 123101 2 13T13:05 13T19:00 ) Back pain

3 ABC123 |AE 123101 3 2005-10-21 " |Pulmonary embolism
‘[Row__ AEBODSY [SESE ALSTERE A ERB

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

RROIAL,
RECOVERED/|
RESOLVED
RECOVERED/ I : )
RESOLVED |, -

RECOVERING

RESOLVING Y Y 9 _ AFTER

1 (cont)

2 (cont}

3 (cont)

#l2) FXOBABRZIERT LI LB ﬁ]%'ﬁ&;'ﬂ HERT HREXT ﬂ%*ﬁﬁ ES:1

TAMLENRDDEE

QS RAA Y (REFT— ?'Ev k)
i QAR iS00Sy

OSIES 1N

1 |ABCI23 " |os 123101 OSTESTL _ |JAPANESE TEX'I'INSOURCE DATABASEOI
2 |ABCI23 _|QS 123101 2 QSTEST2 TAPANESE TEXT IN SOURCE DATABASE(2
3 |ABCI23 |OS 123101 3 -~ |QSTEST3 TAPANESE TEXT IN SOURCE DATABASE(3
QS FAA (EI 5"‘2*/%)

Row [ADNIDE TN h - - ST . RIS —

1 [ABCI23 Qs 123101 1 QSTEST1 B CHlliegil 55 ?

2 |ABCI23 [QS 123101 2 . QSTEST2 FIEFAPETCEET?
3 [ABCI23 |QS 123101 3 QSTEST3 FIOAHE L TOERETIH?
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(BE) 7—&ty FEES

Dataset; : XXXXX ( OXXX| 177 —# € FE)

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 '

2 =Parent drug

3 = Metabolite

6 CMT

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)

X1 EHARERRT BT L,
X2 BRORPEERTEC L,
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(BE) Iul/J LrFREE

Program file name

#1

Description *2

No.

XAXXXX

FERYZ7 2T : OO Ver.@®
EREW: - - - ITAWE
ERBOEES

37&%7/b774w%mﬁ?57x»¥%Tﬂoﬁfﬁﬁ?é

CWKAXK < ||}\z$n
-oo‘@?“&774»&%@?571»F%T%®ﬁvﬁﬁ#69
XxXXx<- "R
. "F‘E@ﬁ‘i'(‘?"n T hERTT 5,
exportData(ZX)
FELt7¢»¢’mmm)L&ﬁémmmmv774wcfnmJ)Lif

LT, vRalb-vavBN . - s 774N (xooxx) BETTA.

cTUMNTY P77 AN (xxxxx) %, LTFELL?%WV(mmﬁEu
REFET 3,
s TROTNLTu I LDOETEERL, RELET VI Ty b7 7 A
MU xaxxx) EEEG Z AT B,

xxxxx <~ importData(XXXXX)

XXXXXX

ﬁfﬁ)?’ Fy=F : OO Ver.@
FEREM: -+ AW,
HERAROEEN

Kl: Il FhT7rANGLERBTDHZ L.
2 SAOHH ERY 7 =7, AN, ERBOEEAE) 2RE#TEZ L,



