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SDIM D FEEEHT A NI ALZ L R AL VB LT — % 27 5
Tl WAALRAAL VOBV E L RoHBEEBIZT—2H
A RICEH#ETLZL, £2. WAFLRAAL DT — X DM AR
T HEAITIE, ERIZ PMDA ICFR T H Z EMNEFE LUy,
4.1.1.3 ADaMT—Z & v b

T — %+ > N CDISC FEHE|Z 351 % ADaM [ZHEVVERR LR T 5,
FENT R SRR SN2 TOMATIZ OV T ADaMl 7 — %t v R &
T HMBEXIRNA, BRMEICEE T 5 EEMNT, BIRAENT (5 ZEREGE
B 2B 2 B AT OB B e B EE I B IS B3 2 MfT) .« etk
BE9 5 EEMNTOF EF LI T 2 AR, ZaMEoam M
B9 2 EERRK T OEEEZMETT 27 OMITE, Ao, ZetoE
ERRER N O - HEOREDORIIZEE b D HHKABRER 2155 72
D DN DONTIL, ADaMl T —&tv v hE2EHT2 2 &, BRHET5T
— &ty FOFHHEITHONTIL, RN PMDA ITHHRTHZ ENLEEL
W, ADaM 7 —# -t v F TR WT —%t v b &AW TR ERSE
DIENTFE R IMER SN TV B EAICH ., Fho s - HEORE DR
U B D BIRHTIZOWTIEL, YisAE RO FH FREZe ADaM (ZF5-5 < fi#f
Wrr—24ty haefglid52 L, 7ok, ARHPHERICHFENRSSF
HADEE D 7= 2 FE i L 7= iz >\, BT —%t v b
g i an RS/ N b A TN

ADaM (213, #BRE L~ L D5 % &1 Analysis Data Subject Level
(ADSL) EWHTF—&FEy bR3HY ., ADaM 7 —F & v NEIRHT 5%
REREICO W T T INERE L2TE 6720, £/, ADaMl 7 —
2Yy MIEDEINT 2R ET 5720, —KE9IZ ADSL T—H &> b
IZEEND, ABREMFEEICEHINLIETOREELFLE L7
L%, JRAIE LT ADal T — Xty NMZE®HHZE, ZNHDOE
Bopl L LTk, XEEIDMA T, Bk GUBRERHEESE) | £
Mifiex (fEsxds) . #us, E. FUHT o zigig, el Fim, ]
W, fRNTEEM 2R 7 7 7 RO EE 2 X—RA T A T 5 HBE Y
BT AEHDN B 5,

ADSL LIS ADaM 7 — & & v NI, BRI E 3 2 % O ORISR
UCHEA BB O E L VD Z LD, EEESLT =X A FIC
LAONEBEOHRHNEETHL Z EICEETHIRETH D,

ADaM T —% ¥ v MZBWT SDIM T—X & v b &R UEEZ AT
LA, TOEHEOEME, WRZEILREETDZ &,
4.1.1.4 T—%%y hDOT7 7 A NFERIZTOWT

CDISC FEHE(ZYEHL L 7= SDTM, ADaM & — &% ¥ v hiE. SAS Institute 7%
AT DT —HHRE T 4 —~ > hToHD SAS XPORT 7 7 A NVHRIE T 4 —
~ > k Version5 B, (LLF [SAS XPORT B W9, ) T, 15—
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2y bl 7740 LTRETLZE, 0B, SAS VAT AIZLD
VERKIREIZ X SAS CPORT Procedure I L7722 &, HAGE CTORLHEN
VENOEY EZE 2 L2 (LU TEHARGEHEE] &\WoH, ) BE
FNHT—Fty MTBWTHREERC T 7 A /LB SAS XPORT B &
L, 77—ty MEKERICHOW O N X T v P XI5 &2 T
— XA RIZEGDH T &,
SDTM LY ADaM 7 —Z &~ MZoWTIX, —F &y M E 77 AL
HIFR—E 3D &,
41.2 T—%%ty FrOEFRERVEDOMOFEST 530E
4.1.2.1 T—F&y hOEEE
SDTM, ADaM 7 —# & v MIBET 2 EZREIZZN LI CDISC ITHBIT D
Define-XML JEHUZ LV, WEDRRDAIGELRA X A )L — Fh~DZ M
EETL XML 7 7 A MZE EDZ ET, ®IindTd57—%&> b EH
CT7 A NVHICEEGEAX AL — b EHTEML CiRET A2 L, EFE
EDOT7 7 A V4L [define.xml ) &35, EREOARELTL. 7
— &ty b, B, BERORYSHME, LORHIHES =2 — RIS
HEBENZTEND, HEFEOHERIZIINN—Va 2 EZD5HT &,
KRB EDTZDIZHW LIS RFEEEHI W TERR I 15 fRAT#E R
ERNTT — 4%ty P EOBROIENES TH D Z L. WRRERT
— AW AR EEAZMIBICEDAT-DICEETHDL, Lo T,
ADaM 7 — %t v MIBET 2 EREICIL, 4. 1 L3R TAME. 2tk
DO FH/efER K OHE - AEOE ORI BE D 2 i RS R 2 15
572D DFEATIZ DWW T, TR R & b3 2T — 2 & v R A
SNDEEE L ORERTMNTER A X7 —4 (Analysis Results
Metadata) WNEENDZ ENLEE LV, TR AZT —ZITBWT
1L, BFITIZOWTLUL TOHEDRGENDL Z EDRHEE LU,
o JRBRRIEHRE IR R IN DM R Z T RE ZHE L R4
o FRNTONR & Fhi B H
e AT AHNTA—HLLEa—F
o FRHTXIR LR DEEK
s HEHTHZT—HEYk
o fRNTRIZR L2 L a— RO@RILYE
o FRMTEIEEICEB T HRST HELEL. T e 7T A4 R TIED
U
o RMTIEIZKHS T DM 7 e 7T AOHE
RN HE R A Z F—Z OBRIC OV TITAHEARRY CDISC 12k 5
Analysis Results Metadata Specification for Define-XML %% &
THZLLTEN, EBEBICEDTHRET S Z ENRELRSA I,
eCTD 381 )2 N eCTD B\ MEAIZ K - TED HAL TV 5 PDF (2 X 0 BI&TEH
THIZENARETH D, o, ERHITEBWT, HAEN HAEICE
DIER STV THELZ AR,
4.1.2.2 FERF ZEHHEZE (Annotated CRF)
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TERRAT X SEBIHREZE (LLTF lAnnotated CRFJ &9, ) 1%, CRF (T
FONREINDGT —FOKEHEE, T—X &y MZEENDLEEE X
IS HTRERER LIS DTH D, CRF OHBEICXHINT DA E LT,
CDISC FEAEZUEPL L 7= — X & v MOV T SDIM OE# %= v 5,
FROFEH T 1EIZ DWW TIEL, CDISC 12X %5 SDIM Metadata Submission
Guideline (SDTM-MSG) 2™"&E L 725,

CRE [Z LWL S NTe T —Z T ATREZRBR Y SDIM 7 — & & » NN
ENTIREINDZENEELWVA, #HEINRWT—XYHELNH D
HAalZiE, Annotated CRF LTIy —4 vy MIEENTWRWE
DN DLERRETDHELELIZ, GENRVEEBEZT —X T A FIZiiHE
TH2 L, L, TOBEAPHALNR L DIZHOWTIERHET oML E
ESASAN

Annotated CRF O 7 7 A WIEUL, JHRI, eCTD i@HE1I & TN eCTD B\ vid
FNZESTEDHINTWD PDF & L. 77 A4 V4L Tacrf. pdf] &5
Tl JFAIELTSDIM T —# &y FERIU 7 A VFITHNT 5 2 &,
4.1.2.3 T—F2 A4 K

KREBHOREBICL DT =y NONE., FriEo PR 2L
THELBIT, HFHICLDDT—Z Yy MERIZHTZ->TOT — X IE
YEDF PRI OVEPLMEIZ B AR 2 FTRE &L 3572, SDIM 7 —#
Ty KO ADaM 7 — & &> FOZNZEFNIZONWT, T—F vy NOJE
RECMATT =214 FEERL, FHIE L CRIST 2T —% v
NERU 7 ANMFITHEML TIRETHZ &,

SDIM =4t v MIET LT =214 RiZidd7e< E LU TOHEE
EabbH LT B,

o ERIRERERA | 1RBREMETEEE T E

o ERRERBRENEICER T B

o Moot FHIHE, FEAOEDONA—V g

o WERET — X D

o T HIEWEAOUEPEIZERET DB (N T — 3 URERICEET S
)

72, ADaMl T—Fty MIBET L7 —Z A FITIFZLTOHEANE

FNAHZENEE LU,

ERIRERERA . TR TS F & 5%

AT — & & > NZBEE S 2 ER AR ERE E (2 B9 5 F

AW kI AHGE, SFELXPEONR—T g
BEOT— 2ty NMHET I E S

T—4 %y NOERICET 2 E R

T—HX¥ v NOHHA

T — HREREA~DOYERNE BT D3] (NY T — 3 URERICEIT )

SDIM, ADaM T — X & v FZNZENDT —X A ROERIZH =Y |
CDISC HEHEIZ B W TIET — X HA FOEAKR 27 +—~ v NIt Eh
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TRV, FHBEICEDDLINFICOWTL, U FTO&ER 2585107
HTENTXD,
o SDIM7T—%ty MIETLHT—FTA R
http://www. phusewiki. org/wiki/index. php?title=Study_Data_Rev
iewer’ s_Guide

o ADaMT7—Zty MIETLT—FUA R

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

Reviewer’ s_Guide

F3cEEL JRANL eCTD 3% R O eCTD Bl EREICB W TED bR TV 5
PDF THER L., 7 7 A /L4013 SDTM, ADaM (ZXIS L CENZER [study-
data-reviewers—guide. pdf | [analysis—data-reviewers—guide. pdf |
ETHZENLEELW, BB, T—F A NITAARETIER LTS 2
LIz 720,
4.1.3 BRI HEHEDN—T 3 /DT

CDISC HEMEIZHEM L 727 —Z Yy P ROEREFLZAELT DICHZ 0 M
%, CDISC £=¥E, HHEE. FEEZEIZ- OV T, PMDA IZBWTEIF ARAT
BE7R/N— 3 1% PMDA @ WEB A b (http://www. pmda. go. jp/) Z ST %
b, BB, AN—TVa O ANAERIL, HEE VAR EICRET D
TEHHAEH B 2 BRI 5,

[Fl—HEEN TR NN—2a VAT 22 EITAE LA WS, [Fl—
ERARBN T — L=V a v z2H0ns 2 &, R—BRREBRNO—
D RAALNZODONWTHDNRN—2 a3 Y ESRUEGAICIE, FH LAY
a U EOFOHBIZOWTT —Z A RIZBW AT Z &,

BEDOERRER DR EMHTOT — % 1 v MIHOWTIL, KEERRBRD T
—HEy BRI N—Ta VBRI STWDEHETHSTH, fi— L7
—Va VIEVERR T D 2 8, N—=TUa VIR L GBI LT N—T g
YOBRHE, BARH5N—Va b OEBIZHTEVEE L AFIZON
TIE, 7—Z A RICREHEHTHZ &,

4.1.4 BREGIROREONT

BUE, BEBHEIBFFAOT —F 2N 5720, Z2< OEBIZONTE
VIR B FEI I UE (Therapeutic Area Standards) 23, CDISCIZ XL VA
Bl ST %, BEICEEYEDRAB S TV A REBIZOWTILZE OEYEE T H
THZEMWTEHMN, FIH LB ZOWTIEET 4ty FOERBELD
T2 A NIZi#T 52 &,

4.1.5 HAFET—F OB HNZONT

AARGECT —FINE S, DOENZFGEICEWR LIS A2 —EDF#
DR DONDRND B HZEENZHOWNTIE, HARGE TORLE NS B ) D5 Y]
Thbh, HRFGETHHE LT —% AR THRGET —4) &), ) ik
M2 EMARETH D, AKRGENE LD TRENEDN B D 225 D6 % HIHK
2T, ZHUTIRD b O TIH ARV,

HAGEHEN AL VICEENDGEDOHARET —FOFT — &y b~
DA FIER ORI FEITFAIE LT T B 35, 7ok, B3
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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

W2l % g,

o HYTHRAALY (FT—HFEY ) IZONWT, BAGET—F&> K
KO HTEED ASCIT THESIN TS LTt v hOAZRTHER S
ler—4%%y b~ (LT 1HEEFETrT—%kEy b W05, ) @250
Ty NEERTDH I L,

e HAET—¥ty MIHAEHHOALZHAGELE L, ZNLSMNT
s —2ty FERI—NREOEKRFEDT —2 452 L,

e HAFET XLy FEFEHTFT—Zty MIHAGEERERB L ZICK
It BT L FINOT — 2 FDENWERE 2L F— OGS L.,
L a— N, V3~P@%f%2o@? 2ty NETH—ET5
Zr, B, FT—Fty NOEREIZERTT—F Yy MIT B
HODEHDIAT L,

o T T—Fty NNOARGBEHBIZSKZY T HEITICIE. EEOT
— 2 Tl nwz kﬁ%%ﬁﬁ%;i%ﬂ(rMMW%TMTm
SOURCE DATABASE] %) Z#&#NT 5 Z &, E@ﬁ@@t@
HAGET — &%@ﬁ@ﬁﬁXi@ﬁ@v:~k T THANT D
ENDDHIGE. BT T Xy MHOXETH L a— Rz T
WMELTGESCTTHN AT D 2 &

o ZDOHFETFH| ( [JAPANESE TEXT IN SOURCE DATABASE] %) 1% 1
HRCTIT—ELTHE—ObDEHN., T—2HA FXIT—%t v
FoEFE (define. xml) |[ZHART A Z &,

o HAFEZGULHEMEFELT— U A MNEIZXIGT 2 @A) 72 5%
ARSI TEGE L TAN N T D2 b, 7ok, JECTINEHMNT 28
By TOFGELTHNEH KB T AMENS H 751X, KEIZE
ﬁ%oiéﬁk@%_%ﬂ@ﬁm%ﬁb(%:FMMM%TMTW
SOURCE DATABASE 01 . [JAPANESE TEXT IN SOURCE DATABASE
02] ) . TTDOHARGEEDOMIGT T 2T —2 A REIIRT I L,

s PHTT Ay FEMED T A NFIZEDDHI L, SDINT —4 &
v MZRINT D HARET =Xy ME Tsdtm_j| 7+ NV ZIZED,
ADaM 7 — 4t v MZKHGT D HAGET —4% 1~ MM ladam_j] 7 %
NHIEDDH L, T—Hty MAKRTINAIT2HO5OT—F &
v N CRI—DObHDEHNAZ &,

e HABHHAZEERW AL VIZOWTEIRBTOT =Xy bD
HEFTED T A NVFIED, HET LT 2ty MEEHE LN
Eo

ek, FHIE L THAEST —ZIZHOUWTIE SDTM &Y ADaM & 12 FEEo

M TIETORMETHZ L T2, BARET—F 2T lRRBROT —
2 EFEMT 5 TEND HLEICIE. ZOHEPAFEIZ- OV CHRIIC PMDA (ZFH
RTDHZENREFE LU,

4.1.6 7aFTr0ORHIZOWNT

4.1.6.1 #/HTH5F 0TI A
CDISC AREHE(ZHEYL U 7-HGESE 17 — X ICBET 7 e /7 AL L TR

13



AbaM 7T —% &~ MERHAZ 1 77 DR OWHTH 7 v 7 LD ZRD 5,
K70 7T KL, EIEIRNTH O ERRLOBRE DR, fifhr 7 L=V
R LDOHERN T2 BRI THY . ML H PDA OBREIZBWTZEDE 3T
T5 2 ENAMRERE AN ONE & LTI 20BN T, F2, FFED Y
TR 2TV 3 AIRET D LD TIERWN, 7 s T LaEk,
ITUFRBREE (LA —a Y AT A, V7 N7 ROFED/A—
Ta L) T AERICONTHETT—Z A RIZBWTRET 5 Z &,
~JuZFf L7 0T LB FERALTCWAEES, v~ /a7 n s T AL
THHET A ZENEE LV, v 7 v a T AORHAREE RS F1-.
Ty M7 BT AOEREREINTERICZGE L Tl 7 s T A
HIRDIRH A REE R GAETIL, fT 7 LT U XD 550 HHREEZEOSRH
TELXZR,
4.1.6.2 0I5 LDT7 7 A NER
4.1.6.1 TRTEBY, 7077 NIFFEDY 7 hU =70 —T 3 12
[RET D HDTIIRVD, 7 7 A NI Y 7 b7 =7 DM 5 U7 fiisR
THEEDDH L, JBEFRIRNT 7 A NHOLGEILT 7 A WVERIZBET 550
BHAET—2 A4 RiZghb &,
4.2 FBIIERAR, ERAIHEHRREOBER OCBRREEEROMITIZET 2 BFEE
FT—FEHITONT
EERSREEIR O 7 — 2 /X - — R E ] W OV i R SR L BE IR 0 F 55
LT =2 RO 1 7T BEO BRI OW T, IR & FIHE DL
TR,
4.2.1 BRI DOE T T —F /1y r—VFAE] 12O T
(EE RSB DO E 7 — X Ny r—UaiHE] X, HEE T
—BES— N T2 VAT ALV RET BB - YA b E
TAT SN DR T — X FRHNEOE RS PMDA 2MERK T 5 2 &
MEH, XELLTHRHETAZEEFRETHD, B, VAT AEE
WAERHZEF 7 7 ANV ERBORET DB, 3.7 HIRLIZEBD
TSV 7 ANVERETHIETLN,
PMDA (ZBW T TRREHEIROE 7 —F Ny r—UalE ] %
TERT DRI E 2 EHIL TR &80 TH D,
e Study ID (%#BR% kA7 5 30751)
o TFANNRR (TrANLEEZL) , BB, F— MU A T RT
DT T 7 A WX R Z BEPIC G AT =D, 77 A V/RAD AT
[EOA RN
o EfE SN ATORERE (STS (BEHERY 7R 3KMpEhREfRAT) . POP (BF
FEFAMEAT) . PBPK (ZEFLZROSEMEEGRE 7 L) XX Other (%
OAth) DOR%E, BEEEHWWTANT S, ) ., 7235, STS ([ZITiEHE
1 70 S BN REFRATT & [RIEE O 5 1 CRRAT S 7= S EhRe /38 ) iR
Wraaite,
s TrANOHRRDOHMY, &7 7 A NVOHBMOT 740 E DR
RENRFETE DL IICHEMERETH L, v, ANITED
B RSTFH0E 100 STFTh 5,
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4.2.2 HEEBTT—FOEEMREBHANRIZONT

FEUERY 22 S Bh REMRAT . RESERIARAT S OVE B RS R FE 3R £ 7 /L R AT
DZENZEINC DWW THEILT REFIEALL IR, 2k, it OfEHEIC L
59, T—%% > F%& SAS XPORT FEX CTieHT 2ICiE, 7 —% v b4
ET7 7 ANKLITIR-ETDH L,

4.2.2.1 FEHER 2R BHERARAT

ADaM LIS D FEA CREHERY 20 S B REMFATIZ BE 9~ 2 REESE 7 — # A1
LHEEITHONT, T — 2ty NEOT —F v MNEFREOZMIL Lo
LB ThoH,

O T —42 %> b

77 ANMERIZ, LFOWT OB ETHZ ENREFE LV,

e SAS XPORT 7Bz Gk xpt)

e ASCII Format Data Files

e Phoenix Projects Ck phxproj)

e WinNonlin Files Ck pmo, 3. pwo)

Q@ F—Ftv hEHE

o T—Xty MEREICIL, Ve &AL L OEHOTIH %
EWHZ L L, B4 EBEIERTDZ L, B, T
RMEEEIHEDRZ LG E1E. TOB Y N—VEIIRT
HIZETELIZIRU,

o TR IK, JEAI, eCTD 1@%1 & TN eCTD Bidl\ vi@snic k -
TEDBILTWAHPIF E 52 EMEFE LV,

4.2.2.2 BEFEN (EFMIESL T IaL—Taradte, )

RHEMNTIZ R 2 HEEE AT — & e T 28581\, il —#
Ty NEOT =&ty NEREOHMILITRLO LB ThD,

O fEfrs—H2t v b

77 ANVERNIL. LFOWT DT 52 ENREE LN

e SAS XPORT &=\ (*. xpt)

e ASCII Format Data Files

@ F—Ftv hEHE

o Tty MEREITIL, D EOEEL L OELOHN %
EWHZ L L, B4 EZBEIERTDZ L, 2B, T
RMEEEICHEDZ LG E1E. TOB Y N—VEIIRT
HTETELIZR,

o Ty AL, AL eCTD &I M T eCTD HUARV VEANIZ L -
TEDHBILTWAHPIF E 52 EMEFE LYY,

4.2.2.3 £AHZREYEERETT VT (ETVICEIK TV Iab—v

a e, )

AP SRR FE G e T VAT IC BT D RS T — X 2RI T 055
IZOWT, /T D77 AL, T—Fty NROT—F v NEFREZED
X TR EBY THD,

O BITICHWTEET VORE, RELTZIEY R OVERR T A —Z 0

6, T IR R ORRE ST EOE RN EEND 7 7 AV
7 7 ANMVERIL, RO TELZ AR,
© MmHRET —2F 25 0HRKRRBROT —% 2> b
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FREDY 7 MU =T TRITCTEX 5 L0117 —% 1y M E/ERCSUIINT
LTCWAEEITIE, MUEEF 7 744 (Simeyp PE Data Files (xml J&
) %) FIEHTLZEDEE LV, 2B, FFEOY 7 hy =T I
F—2% vy FEERSUIMI L CTWARWEED 7 7 A WVERIT, EE
DA TELLZ RN,

@ T—Htyv hEFRE

o T—Hbty MEREIL, DR ELEEL K OEKOTHH %
EWHZ L L, B4 EZBEIERTDEZ L, 2B, T
R EEEICEELDHIHEEIT. TOFEELE =V EHRT
HTETHELIZRW,
o Ty ANERIT, JFHAI eCTD W% KN eCTD Bk VEENIC K -
TEDHILTWADPIF E T 5 ENREE LU,
4.2.3 IuFJLEOEENRBEHARIZONT
4.2.3.1 1ZHER 2 Y B RERRAT
SEENIE TSR ENRE /3 ) I B3 A AT AR E U Z AU HE U T

TREFROFEMIFREDOLE B Y THD,

o T ATV XA (FIZIX, FEWEHENT A —FZ OB TIESE)
EE PR OT — % OB, i L 7= AT I B3 2 S &
Eteb D THDH, 2B, T — 4%ty FEIRICYEERN G £
5% E (Phoenix Projects (k. phxproj) ® Text Output %) 1%,
FTOEEHRTHIETELIZRY, T, e HEESEICYZ
BB EZENDILEIT., TNOEERT A ETELIZ 20,

o TrANMERIL, [EEOERNTELIZ RN,

4.2.3.2 BEFEN (EFMIESL T IaL—Taradte, )

RHEMBENTIC B 2 i E T — 4 2T 25812\, 7us/J A

T AN, FERERNHE D ENEZT7 7 AN NT 07T AFIEESED

Sal—i g llT AT A NLDOEEMII TR EBY Th D,

O Furs7ILh77A)b
T7ANMVENIT, TFA N 77 AR ETHZENREE LU,

@ FERERNHDENTZ7 7 A/ (NONMEM output %)

7 7 ANMVERIL, RO TELZ LR,

@ vial—yva T AL
77 ANMERIT, EEOITELZZ R0,

Fo, 7 AFIEEOHEMII RO LB TH S,

o ulTLEFATTHIOOFEMTIREZFEH T2 LD TH D,

o Wik lb, TulTLATFANLKNT 0T T AOHHEED
HTZEEL, KB ZZBIERT A2 &, vb, RSN
T 7T AT AT o T, NALORRES, KRl
BAAT O WEN WA, AN 1 7T ARIREOR
HIIARETH D,

5. HFEETFT—HF%H L CID & DEHRIZOUWT
5.1 HFEETT —Z% L CTD OEHM%
JFHIE LT, ®COHBEFT—XIL, eCIDRNy 7 R—UnbBREND
ZENWEYITHD, LU S, eCTD @ &Y eCTD B\ VBAENZ R )7
HEIZ LY eCTD 2T A8E 1%, eCTD Ny 7 AR — 2 BTN eCTD 7 + /L X HEE
16



ICHEEE T — X IURDERXILI T 7 ANV EEGOHRNT &, 72720, FH1E
DR ER—EICE#ET D HGEE 77 — ¥ OB OF B AL E T L ICRHE
THI L,
5.2 R—F NV A M XD eCID ZMHEFOEE
eCTD ZHE T DB, R—F LV A O SFRNIIRHE TE R KON E 2
WAEAIL, eCIDZAEFFEIGET LI L, VEREROFIILLFO@Y T

D
o HIEEMHOMRGE4
o HFEXS
o G T —EHEEOR
o IEAR ZEDH
o RRHTEH

5.3 R"—Z )P A &I LT eCTD D
eCTD DT H TV . HEEH IZMINEHRE R —Z A b ETREL BN
NIZATTT D, HIEROBFNILLTOEY TH 5, kB, £ TOHEBIZOW
TR O NIREE, BIRXIIATIZ RO DD TR0,
e EAR, ZF EX K77 ERZHEOH
o  HF— MU AZfEE
o oCIDZfIEH
TR
Bl (=—R)
Sy
HEE L H O— %4 Fr
H & dh B OIGEA
TANATF = v 78T B b
o XMLAUAXUA (eCID /N7 R—2) OF = 7V LB
o EEMERIEREE
o IR KON eCTD FffiH M DEHE A
o (5B
ERE ARGk, BIRUIAT L2k, 8T 2D eCTD @O kv 7 L7 )b
B hR—E YA N ETEEEL, PDAICEET D, N—&LP A+ EoAK
7 B EIZ O W TR R T,
5.4 F—HZ NV A MESF LTRSS D OFE
PMDA (ZZ1E L7z eCID ICK L VA N AF = v 7 RO F—3 g & FEET
L., ZOfEEL & B2 eCTD ZFETI S O MR B4 I 1OER& T 5, eCTD
x50 7 —3a CNRFIE, JRHAIE LT PMDA @ WEB A k
(http://www. pmda. go. jp/) ZABT 5 eCID fRiEY — /LD E~==2 7T /v
MAEBEITH L,
5.5 eCID A 7% A 7V & BFFEEFT—F DBIR
HEEE 7T — X IXHEEICMN T REEGRO B THDHZ s, HiEE
T —F%ZH (GBI, BEXITHIER) 725581, eCIDZKETT 52 &0
WY TH D, eCID EHFEE T — X &m0 CTIRIET 2546, 3.3 1T HE
BT —HIARDIEHR AR5 2 L ¢, YR EE T — ¥ BT
% eCTD OFFEMNFREL 725, WiFE 7 — ¥ 2T 212H70, LLTD
IZHETDHZ &,
@O eCTD MIEFEHIFICIR T 2 FEEE 7 — ¥
17



WIESEHIC BT 2 HGEE 7T — X 8 L. PDADGHEE 7 —
XS RS 2 T TR HIER IS S D RGEE 7 — & 2B INiE
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HAFEN B END IREMED & 5 B D

Domain |Variable Variable Label Tvoe CDISC Notes (for domains) Core
Prefix Name yp Description (for General Classes)
. Reason not done. Used in conjunction with --STAT
4t -
BEe i} 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 COVAL1-|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".
sy SVUPDES Description o.f. Char Description of vyhat happened to the subject during Perm
Unplanned Visit an unplanned visit.
Reported Name of . o L
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.
EX EXAD] Reqson for Dose Char De_scrlbes reason or explanation of why a dose is Perm
Adjustment adjusted.
suU SUTRT geported Name of Char |Substance name. Examples: Cigarettes, Coffee.  |Req
ubstance
suU SUMODIEY Modified Char If SUTRT is modified, then the modified text is Perm
Substance Name placed here.
suU SUDOSTXT Substance_Use Char Substance_ use consumption amounts or a range of 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 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 Verbgt.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. Reg

Term

The DVTERM values will map to the controlled
terminology in DVDECOD, such as
TREATMENT DEVIATION.




Domain  |Variable Variable Label Type CDISC Notes (for domains) Core
Prefix Name 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 alExp
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 LI, 08T —EE 1)
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Bl 1) HAGEOERMGEMNGEZ RET O EEHRMT 255

HAGET — & BT L DB

AE RAA Y (FETT—HEv F)
- BARFETCTT XL LTI A MHBIZOWTITEGE XTS5 ( TJAPANESE
TEXT IN SOURCE DATABASE] %) ##&#17 % (AETERM %% HAGE TINEE) |

Row [STUDYID [DOMAIN [USUBJID |AESEQ |AETERM AESTDTC AEENDTC AEMODIFY JAEDECOD
1 |aBC123 |AE 123101 |1 JAPANESE TEXT IN|»505 10.12 2005-10-12 Headache
SOURCE DATABASE
JAPANESE TEXT IN , ) )
2 |aBC123  |AE 123101 |2 S X e [2005-10-13T13:05  [2005-10-13T19:00 Back pain
JAPANESE TEXT IN Pulmonary
3 |ABC123 |AE 123101 |3 S ea " [2005-10-21 Pumonar
Row AEBODSYS AESEV AESER |AEACN AEREL
) DEFINITELY NOT
1 (cont) Nervous system disorders SEVERE N NOT APPLICABLE RELATED
2 (cont) Musculoskeletal and connective tissue disorders MODERATE N DOSE REDUCED |PROBABLY RELATED
3(cont)  |Vascular disorders MODERATE | DOSE REDUCED |PROBABLY NOT
RELATED
Row _ JAEOUT AESCONG |AESDISAB |[AESDTH |AESHOSP|AESLIFE |AESMIE [AESTDY |AEENDY |AEENRF
1(cont) |RECOVERED/RESOLVED 1 1
2 (cont) |RECOVERED/RESOLVED 1 1
3 (cont) EECOVERING/RESOLVIN Y Y . AFTER
AE RAA Y (HARGET—%EvY 1)
- HAGECTT—HWHELETF A MEBIZOWTIL, HAEEZZOE KNI 5,
Row [STUDYID|DOMAIN [USUBJID JAESEQ _|AETERM AESTDTC AEENDTC AEMODIFY [AEDECOD
1 |ABC123 |AE 123101 |1 T 2005-10-12 2005-10-12 Headache
2 |ABC123 |AE 123101 |2 R 2005-10-13T13:05 |2005-10-13T19:00 Back pain
e LA e Pulmonary
3 |ABC123 |AE 123101 |3 Vi 2005-10-21 Puimonar
Row AEBODSYS AESEV AESER |AEACN AEREL
1(cont)  |Nervous system disorders SEVERE N NOT APPLICABLE EEEK\'T'EELY NOT
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/RESOLVED 1 1
2 (cont) |RECOVERED/RESOLVED 1 1
3 (con) (R;ECOVERING/RESOLVIN Y Y . AFTER

B12) RSO AARFEZSGRT D Z ENNETH Y | T 5 RGELFH 2 7 A K]

THMEN B D5
QS RAA Y (FEHTT—HXEv F)

Row [STUDYID |[DOMAIN USUBJID QSSEQ QSTESTCD [QSTEST

1 ABC123 QS 123101 1 QSTEST1 JAPANESE TEXT IN SOURCE DATABASEO1
2 ABC123 QS 123101 2 QSTEST2 JAPANESE TEXT IN SOURCE DATABASEO02
3 ABC123 QS 123101 3 QSTEST3 JAPANESE TEXT IN SOURCE DATABASE03
QS KAA LV (HAGET —Z v 1)

Row [STUDYID |[DOMAIN USUBJID QSSEQ QSTESTCD |[QSTEST

1 ABC123 QS 123101 1 QSTEST1 H 2 THildi & %) F 970> ?

2 ABC123 QS 123101 2 QSTEST2 EIEAPITNLTEET?

3 ABC123 Qs 123101 3 QSTEST3 Z g MHE L THFERTI?
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(38) 7—%ty MNERE

Dataset: : XXXXX ( IXXXXX] 137 —% v )

No. Variable *1 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
XK1 B EiLfT D &,
X2 ABEOFHEZRLET D L,
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(B&) FurJrFEE

No.

Program file name *?

Description *2

XXXXXX

Y7 Fo=7 : OO Ver.@
EHBERY : « « ITHWE,
fEFHRF O E A
T NS N T ANEHMNT D7 NV E % FRtDITTHRET 5,

XXXXX <-"/X 24"
o« DT =E T T ANERGET DT A NVE E TROITTIRET 5,

XXXXX<- "/ S A4 "

e FHDITE TS T T LEFETT B,

exportData(XXXXX)
cHRE LT 7 A (xxxxx) [ZH) Sz CSV 7 7 A4 ( Ixxxx) ) (Zxf
LT, Yab—valflD- -« - 7741 (xxxxxx) &EIT77 5,
e T NSy FT 7 A0 (xxxxx) &, ETHELLEZ 414 (xxxxx) 2
RAFT %,
s FRLDITML T 7 7 LDETZHR L, RELET YNy N7 7 A
JbXXXXX) & ek Z IAENTT B,

XXXXX <- importData(XXXXX)

XXXXXX

FHY 7 rr=7 0 OO Ver.@
BN . » - - IZHW,
EFHRF O E A

X1: 7l I LT 7 ANAERETDHI L,
2 v T LA0HH BHY 7 b7 EHBER, HHREOREESSE) 2oL,



	1. 緒言
	1.1 本ガイドの目的
	1.2 適用範囲
	1.3 用語の定義

	2. 申請電子データ等の提出に必要なシステム要件等について
	2.1 基本的なシステム要件
	2.2 推奨環境
	2.3 ポータルサイトのアカウント及び電子証明書の取得方法
	2.4 申請電子データ等の提出方法

	3. 申請電子データ等の提出について
	3.1 申請電子データ等提出の基本的な流れ
	3.2 申請電子データ等の提出方法
	3.3 ポータルサイトを介した申請電子データの提出
	3.4 申請電子データ等のファイルサイズ
	3.5 フォルダ構造
	3.6 申請電子データに関するバリデーションについて
	3.6.1 　CDISC準拠データに対するバリデーション

	3.7 システム障害発生時の対応とその場合の申請方法

	4. 提出すべき申請電子データ等について
	4.1 CDISC標準に準拠した申請電子データ及び関連する文書について
	4.1.1 　提出するデータセット
	4.1.1.1 概要
	4.1.1.2 SDTMデータセット
	4.1.1.3 ADaMデータセット
	4.1.1.4 データセットのファイル形式について

	4.1.2 　データセットの定義書及びその他の付随する文書
	4.1.2.1 データセットの定義書
	4.1.2.2 注釈付き症例報告書（Annotated CRF）
	4.1.2.3 データガイド

	4.1.3 　使用する標準のバージョンについて
	4.1.4 　各疾患領域の標準について
	4.1.5 　日本語データの取り扱いについて
	4.1.6 　プログラムの提出について
	4.1.6.1 提出するプログラム
	4.1.6.2 プログラムのファイル形式

	4.2 第Ⅰ相試験、臨床薬理試験等の成績及び臨床薬理領域の解析に関する申請電子データ等について
	4.2.1 「臨床薬理領域の電子データパッケージ説明書」について
	「臨床薬理領域の電子データパッケージ説明書」は、申請電子データをゲートウェイシステムにより提出する際にポータルサイト上で入力される臨床試験データ提出内容の情報からPMDAが作成することから、文書として提出することは不要である。なお、システム障害発生時に電子ファイルを窓口提出する際には、3.7項に示したとおり、TSVファイルを提出することでよい。
	PMDAにおいて「臨床薬理領域の電子データパッケージ説明書」を作成する際に必要な情報は下記のとおりである。
	 Study ID（各試験を識別する文字列）
	 ファイルパス（ファイル名を含む）。なお、ゲートウェイシステムはファイルパスを自動的に読み込むため、ファイルパスの入力は必要ない。
	 実施された解析の種類（STS（標準的な薬物動態解析）、POP（母集団解析）、PBPK（生理学的薬物速度論モデル）又はOther（その他）の別を、略号を用いて入力する。）。なお、STSには標準的な薬物動態解析と同様の方法で解析された薬物動態/薬力学解析を含む。
	4.2.2 　申請電子データの具体的な提出内容について
	標準的な薬物動態解析、母集団解析及び生理学的薬物速度論モデル解析のそれぞれについて準拠すべき事項を以下に示す。なお、解析の種類によらず、データセットをSAS XPORT形式で提出する際には、データセット名とファイル名は同一とすること。
	4.2.2.1 標準的な薬物動態解析
	4.2.2.2 母集団解析（モデルに基づくシミュレーションを含む。）
	4.2.2.3 生理学的薬物速度論モデル解析（モデルに基づくシミュレーションを含む。）

	4.2.3 　プログラム等の具体的な提出内容について
	4.2.3.1 標準的な薬物動態解析
	4.2.3.2 母集団解析（モデルに基づくシミュレーションを含む。）



	5. 申請電子データ等とeCTDとの関係について
	5.1 申請電子データ等とeCTDの関係
	5.2 ポータルサイトによるeCTD受付番号の取得
	5.3 ポータルサイトを介したeCTDの提出
	5.4 ポータルサイトを介して提出されたeCTDの受領
	5.5 eCTDライフサイクルと申請電子データの関係
	5.6 申請電子データ提出時の変更願

	6. その他
	本ガイドで用いる用語の体系
	日本語データ格納方法の例
	（参考）データセット定義書
	（参考）プログラム手順書

