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1 Introduction

Clinical Data Acquisition Standards Harmonization (CDASH) 7 /Wi, BRKRBRICK T 5T — X INEE X
T H-0IC, BB LOBEERMEORM, 4. fBiRIcET 2 EARAMEEEZHET 20 TH D,
CDASH 5 /L ClE, CDASH 3471 K (CDASHIG) DOZEHUCET 24 A2 T4 <, SDTM ik
4 K (SDTMIG) OEEHICKIT HWET —2 D~ v B T BRI T HBMA 2T — & w8 LT
W5,

CDASH 7 /Lt SDTM &7 /U272 b DT, ARG Z A L T\ %, CDASHET VI LY 7 —X
NI T AR N TEROH DT — X )AL D, CDASHET /LTI, IDEH, ¥4
VOB, AT R— 3 v T A% (Events [$5:] | Interventions [/F A1 . Findings [/7 5.
)« RAAVEAER, BRORREN R AL 2850 (121X, DM, CO) ZB99 % CDASH A %7 —
ZEEFRLTND,

AR Y=L, 7T ALV ERSIND D H WD CDASH %% H % & CDASHIG R A A NZFEETX 5
s CDASHET/IVINT, 5T =47 TAZHLNDHLOIEHT, TDOI7T7ANDODH LD
CDASHIG R XA cFEETE 5, HlzIE. Interventions (U A) 7 7 A% D--ROUTE 1%, Substance
Use (BBHfHL%E ; SU) RAA U TEFEINTWARWA, LETHIIZSUIZBMTE S, CDASHET /L
DRAAVEEDOEZ v a TE, BIEDY TATHEED KAAL ZhbZVEERA GBI TXRWE
BarEFRLTND,

SDTM EF /L5 LU SDTMIG & [[A4£IZ. CDASH EF /L O3 X TDZEH)E CDASHIG R A A o THILE
NBDLITF TR, — RN S5 CDASH EF VO IT. FNFI® CDASHIG KA A > NI
GENTVD,

BETNOEBMCTERSNDBIEX, LFTOHDTHL ¢ Class, Name, Label, EFL, 7m o7 K|
T—4% % A7, SDTM Target, ~ v &> 7 Z4d, Definition, Controlled Terminology Codelist Name (il F
FEOa— RU X M) | BROEEE EoTER.

KRETNVEMER LI2% RAA 27 7 A (Findings About [F4// NZBAT HTR] 2 5Te) OFEB IV
AL IR AL OVERIZ BT 2 5E/E IOV Tid, CDASHIG Z& o Z &,
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2 The CDASH Model

2.1 Interventions (JI"\)

Term

variable, --TRT, or the modified topic
variable (-- MODIFY), if applicable.

Observation Domain Order CDASH CDASH DRAFT CDASH Definition BERx pi=P¥ Data SDTM RYEVTESE Controlled =8 FOEE
Class Number Variable Variable IS Type Target Terminology
Label Codelist
Name
Interventions N/A 42 --PRIOR Prior An Indication whether or not an intervention | [FRER/FRERIMEDM A ES | [RER/HRER | Char --STRTPT; -- | ChIL SDTM EHICEET v EYS | (NY) CDASH 7 4 —JL KM--PRIOR (2, &
Intervention started or occurred prior to study start or [THAR] DT [-TRT/A | REDOKEA STRF L7y, --STRF #1z[&--STRTPT % BATE - (IAMEDR A CRREITRE/
timepoint (e.g., an MRI). Al # [LB/EMAERAE | 1< (XHR £. SDTM O relative timing MB/EHEENZNAISET ZBEOHRM
5HER] ShELEM?; |1 OFIO [ variables [ZfEZ A AT H1-HI=fEA xX/FavF rhiEEhd, CRFOTY
[HABABRREDHRE - | NE/EM/E T&%, --STRF ##z[&--STRTPT IZ A VBB TRR FERIRT S,
ISHARS] DTS [-TRT/AT | RARS/AER ANTBHA. CDASH 74 —IL K NIZlE. CRF OEZEBEE(EHAEICED
Al A% [BRsR/RE] LEL | /BRR/RE] MD--PRIOR DEM TY] ThHhlL. TH &, BREFER (-STTPT, -
f=m? CDISC O#i#lIFAzE (STENRF) M5 ENTPT) ZF7=I& Study Reference Period
DENMERATES, --PRIORH (DM.RFSTDTC~DM.RFENDTC TE%
Study Reference Period ( SNHHM) oLnThbhEHeTERAT
DM.RFSTDTC~DM.RFENDTC T %, Fryi Ry I RELTHERTE
BINDHHM) £25BLTVSEE %, FHMIZDOLTIE. CDASHIG DY
. SDTM ZE#D--STRFICAHTRE 2av3TEBRBOIL,
T#H3, —-PRIOR ZFDMDEEEE
Y H5HE. SDTM EHD--
STRTPT £ & U--STTPT ZFHEAYT R
E#ThHd, E: --STRTPTIL. -
STTPT Titihdhd 7 h—KRA
Vb BRI DILENH D,
Interventions N/A 2 -TRT Name of The topic for the intervention observation, BENAREYS] (D saEIfT A | Char -TRT TSDTM Target] #15 LIZEHD N/A ~TRTMNTL T rEnizigE&. TL
Treatment usually the reported name of the treatment, | 44 ) (&fa] [TFAV/TL |1 ; [Ag SDTM ZE#IcEET Y EVST 3, FYY FENEREE-TRTEHIZT Y
drug, medicine, or therapy given during the | -] 2 ; [ZDftz®R | AHA] 122 Ev5% %, HlzlE, Oral Steroid (O
dosing interval for the observation. LESaE] . [BIEE | LT (20 2504 K) MCMCREIZFLTY > k
/M EREA] fthz Bk ENTLSIHE. [Oral Steroid (AR
IZEBA/ERBA/ FO04 F) 1 % CMTRT IZH#T 5,
HMERA CDASH 7 4 —JL F®--TRT [£. CDASH
1 7 4—JL FD--DECOD THE SRR
DY —DFEESNEICEEMS TSN
-EHEERROTFR FEHOEFIR
ET5-DICLEATES, IR,
CDASH 7 4 —JL K®--DECOD I&, T
OTHER] DO{EZEH DI LNTE, BET
HEHERERXOTXR FREOKREER
WIEE A CDASH 7 4 —JL FD--TRT T
IREShd, COIFYATIK, BET
a7 ko TSpecify Other (¥ Dih%EE
ABIIZEEA) ) MAERATES,
Interventions N/A 3 --DECOD Dictionary or The dictionary or sponsor-defined AENMAREY Y] (A | [AARE | Char --DECOD [SDTM Target] 55 LIZEEHD N/A #E (HIAIE. WHO Drug F7=(&
Standardized standardized text description of the topic [CEH/TLEMN] ? w41 SDTM ZEHIcEET Y EVST 3, MedDRA) A5 EHF 3154, CRFIZ(E

BELAL, EXHE - AREOI—FE
IZWHO Drug #fEfA L. BEBEREDD
— F{EIZ MedDRADMERTE %, Ch

LDFHELXALV-HEE. --DECOD [ h

© 2020 Clinical Data Interchange Standards Consortium, Inc. All rights reserved fEW 5. « #f - fizdk 225975,
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Observation

Domain

Order

Value (REEDOEH) | T hiE,
RETES, BENOEHZ SDTM
FASLSVICREYT S LICET 55
BIZDOLTIE, &FD SDTM LT
SDTMIG #5HBNDC &,

CDASH CDASH DRAFT CDASH Definition SR JavJd Data SDTM Ty EVIER Controlled REFOER
Class Number Variable Variable [S Type Target Terminology
Label Codelist
Name
S>DFHED Preferred Term (EAZE) &
RMLT#H5, CDASH 74 —JL FD--
DECOD . CRFIZH 5 LHER#HL T
BWEELESIh-EREL% (CDISC
Controlled Terminology [CDISC #f i F
Bl FERRUY—DEERL-AE)
ENES B-DITERATES, CDASH
T4 =L FDO--TRT IF, H5H L& CRF
[CREL-AELUNOBEREHDOLD (
TZDfth) DFMEE) ZIETDH=H
ISERATE%, HlAIE, CDASH 74—
JL F®--DECOD [, TOTHER] DfE%
BolinTE, BHEERADOTHR
853 HY CDASH 7 1 —JL KD--TRT T
IREEh D,
Interventions N/A 29 --VAMT Treatment The amount of the prepared product [##5/RA] ¥5 (AR | AEE+AE | Char --VAMT [SDTM Target] #15 LIZEEEHD N/A o FRROEOHZFTRETIEEL,
Vehicle Amount | (treatment + vehicle) administered or given. | puf-8%| [AEE+RIE] NE SDTM EHICEET v EV YT 5,
D) ERFf [TFA/TLLE
w2
Interventions N/A 9 --STAT Completion The variable used to indicate that data are [TAREY Y] & [E% | REHE Char --STAT [SDTM Target] $5 LIZEEH D (ND) INot Done (kZEjHE) | DiElX. T—4
Status not available by having the site recording EHE/EE/EME] Shiah SDTM ZEHIcEiET Y ELS T 3, AFETERLA, BREATHONEN S
the value as "Not Done". S=TEM? . ([RAAR IRgF BB A, Origin (FI%E. kI EERT., BRICHRSALAAL
Evo1 A [EE/EH/ Define-XML D15 Ls#) = [CRF S hi=mE S DICET B1ERIE
EH/EHE] Shigh o115 1 &L, BRHEERTHR FEEE CDASH 7 4 —JL FM--OCCUR @AW T
BIciEE RARUY—FEDY X M EDOHD IREFTRETHD=. D CDASH 7
Y —Z M 5--REASND [ZANT 515 14 —ILRIZERLAEW,
&%, Origin= IDERIVED (&)
1 &9 5%,
Interventions N/A 10 --CSTAT Collected The variable used to indicate that data are [AAREYS] (& [IRE/ | FRINE Char —-STAT (L SDTMEHRICEEY Y EVS | NA TRINE) DFzvIRYIR (LE%E
Completion not available by having the site recording a | [@]/%/3 jE/524f)/ S M/ ER 15 ] L%, SDTMT—4+t v kT, ANBRYHR) [, T—2RENINE
Status sponsor-defined value (e.g., Not EhBEPETEM? ; ( SDTM ZE#?--STAT I+, CDASH % Shuh-otlEERT. BEE. INE
i&’!ﬁﬁé‘?ﬁfﬂé’%iﬁ:&?ﬁﬁ?ﬁ{“"‘ Assessed/NOt | 14 A hE 4] A [ #a) CSTAT [NOT COLLECTED ( HEEABZABCEIS1ODF T v oK
SRRl ail) ey RUIRE) | OfEE TNOT DONE (k VY RERET D, CDTA—ILFER
1 Shigh->-BEICEE EiE) | IS VEVTT R, IES EFTHET, TaEShEN >
hit=15&1X. Origin (Define-XML 0 T2z DIZHERD T« — L FHERMIZE
hSL) = TCRF] 129 %, HH. WZBEOTWB I EEHRTHIEMNT
BHEZERXTFR bERIERKRIY b, NADBEESNI=NE S HDFER
—EEDYR MR EDD Y —RH 2DV TIE. ®% CDASH 7 4 —JL KD--
5--REASND [CAB Shi-HEF. OCCUR ZAHWVWTIEITRETH D,
Origin = TDERIVED (EH) | &9 DABRTA CDASH 7 1 — L RILERT
%o NETIFAEL,
Interventions N/A 36 --REASOC | Reason for An explanation of why a scheduled [FAREYS] A [ | [EME/ALE/ | Char SUPP-- CD1ERIE. SUPP--.QVALDfEE L | N/A NALMThhGE,N o FEBHIE, KUY
Occur Value intervention did not occur. ME/ETHRE] Shih TR E] .QVAL T SUPP--F—#4+ v kT. SUPP-- —FENDI—KYR+ BIRIE.
SFEHEFTLEMN? Ehigho .QNAM = TREASOC] mD SUPP-- SUBJECT MISTAKE [#EREDRY] .
1= .QLABEL = TReason for Occur SUBJECT REFUSED [#ER&EDIER] %

E) MPoBRLTH, BRAEEZEXOTX
A rELTAALTH &KL, -REASOC
#ERATSHBEE. SDIMT—42 1ty b
MD--OCCUR T N] &S hiithiE
BB,

© 2020 Clinical Data Interchange Standards Consortium, Inc. All rights reserved {5 « B - #ifl 22595,
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4 —JL FIX[NOT SUBMITTED] & 5%
ECER

Observation Domain Order CDASH CDASH DRAFT CDASH Definition SR Jar7 Data SDTM Ty EVIER Controlled ERE LR
Class Number Variable Variable [S Type Target Terminology
Label Codelist
Name
Interventions N/A 11 --REASND | Reason Not An explanation of why the data are not [MAREYYIT—42IE [[E1%/UREE/ | Char --REASND TSDTM Target] #15 LIZEEHD N/A ARV —BEOHRHEHRENERATES
Done available. WARUY—EHEORE] | EEBEGF SDTM EHICEEI YEV T T 3, o TANFATERNERAG, ARy
AV [URSE/EE/EiE/EAHE/ET | fi/ERIG] & Y—FEOI—FJYX + BIZIE, #H
il Shiah->-EBAEAE | highofz DfE, WEREDEETLLE) M oERL
[Teh/TLE=A] 2 i TH. BHEEZERXDOTFRAFELTAR
LTH &Y, --REASND #HAT 558
. SDTM F—#%+ v FZ--STAT LB ET
RETHD,
Interventions N/A 44 COVAL [domain specific | A free text comment. [Fora)LTRESNE: [ZB ka3 |Char CO.COVAL | ChIL SDTMZEHICEETYEYS | NA HEDLI—RIZET R340 FEIE
label] B tIh7 ILTHRES L%, SDTMT—4+t v kT, T5-HIC. BHEZEXTFI DT«
hi-BErED CDASH ZE#®M--COVAL [%, CO K —IL FZEENT 2 HENHNIEL, COVAL
aEN— AL UIZEITSH SDTM EHD (n) Z4—LFeEALTEREEXT
EN COVAL (COVAL2, COVAL3) (=% FZX +EIREL. SDTMEHD
vyEVTEND, CORASLVIZEH RDOMAIN. IDVAR. IDVARVAL.
T5EHEEXODIA +E COREF ZAALVT. ZNHABREZXTF
RDOMAIN. IDVAR. IDVARVAL. A bEROLI—FEBEMITS,
COREF ZAALVTTADLa— K& IZD2LTIL SDTMIG #8BD &,
Eftt b,
Interventions N/A 28 -TRTV Treatment The vehicle for administration of treatment, [--TRT] 259578 |AERE Char -TRTV TSDTM Target] 7135 LIZEHED N/A N/A
Vehicle such as a liquid in which the treatment drug | @&t (X{a [TITA/TLT= SDTM EHI-EET Y EYST 5,
is dissolved. N
Interventions N/A 12 --INDC Indication The condition, disease, symptom or disorder | [--TRT] A% [AL&/ZEHE/% | Indication Char --INDC TSDTM Target] 515 ALIZEEH D N/A COWBERE. HRENNAZZ(SI
that the intervention was used to address or | 5AERR] &t t=R4E (1A SDTM EHICEEIYEL I T 5, BE/EROBEZEZ AR Y—HERET
investigate (e.g., why the therapy was taken | = |- 2 ZNEMNH BIESIZ CRF TINET 3,
or administered or the procedure IR, O—F 1 LSO, 1125
performed). —BLE2—PE=&Y LT TOLRIS
BWTH, EfEESNF-REIZHIE LT=#E
NELDTHo M EHERT 2EREL
TERATZES,
Interventions N/A 38 -ITRPD Interruption The duration of the intervention interruption [--TRT/AY A] OchirHAR | shErHEAR Char SUPP-- CDASH 7 4 —JL RZHER#ME & | NA ZOCDASH 74 —JLKZ#AWLT. A
Duration as collected. FENLBVWTLEA? ; -QVAL UZDEKIZHET DI, 1SO 8601 O DM EIRET 5. KRITL-TIE
[--TRT/ItA] [FERL B M7+ —< v FEAWVT--ITRPD . PEEIREAIRE TELRWNGEENHDHHM
W LE LM ? T %, COIERIE. SUPP-- . CRFDBIOERMICEZFREN-LNEDH
.QVAL OfEL LT SUPP--T—4 BELURTRINGHETES LA
v T, SUPP--.QNAM = T--ITRPD Hd. COBHINDHHMEE, SDTM T
1] HhD SUPP--.QLABEL= T — Aty FMIEDHREL,
Interruption Duration (FRETH#AR) |
EThiE, RETES, EENOE
% SDTM FAA VICERBT S L
1T BEBICONTIE. RFD
SDTM $ & U SDTMIG 28BN &
Interventions N/A 35 -ITRPYN Intervention An indication whether of not the intervention | [--TRT/f* A] Athlfsh [--TRT/4+ | Char N/A SDTM EHIZ<T v EV S LA, N/A ZDT74—ILFEIRETHER/BMIE.
Interrupted was interrupted. [EFA/ELEA] 2 Al b SDTM Annotated CRF [Z[&. D7 CDASH 7 4 —JL K®-ITRPDU LT

EEOHRHRNIE SN BIHEEIZT—
B Y—=VFEE=ZR Y DT/
TH52LTHD. KRICE>TIE, =
DHEHRMNIRE SN VMEE, F(E
BHINAGZLMEES., COFRIE. SUPP--
QVAL T—4 v kT SUPP--.QNAM =
[--ITRPYNJ /D SUPP--.QLABEL = T

© 2020 Clinical Data Interchange Standards Consortium, Inc. All rights reserved {5 « B - #ifl 22595,
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WEREIL [-TRT/ITA] %
[RH/NE/E /%5 /HER
] LELESN?

Observation Domain Order CDASH CDASH DRAFT CDASH Definition KX Jav7 Data SDTM Ty EVIER Controlled ERE LR
Class Number Variable Variable [S Type Target Terminology
Label Codelist
Name
Intervention Interrupted (f* AHE) 1 &
ThiE, RETEZS,
Interventions N/A 37 --ITRPRS Reason An indication why the intervention was [--TRT/ATA] s h [--TRT/4+ | Char SUPP-- C DIERIE. SUPP--.QVAL DfE&L L | N/A Z M CDASH 74 —IJLFZAWLT, fTA
Intervention interrupted. DELEETIN? Al e -QVAL T SUPP--T—#4+ v kT, SUPP-- RS- BHEFRET D, ARUY
Interrupted B .QNAM = T--ITRPRS| A\ SUPP-- —lF. BoMHIREEEETE S,
.QLABEL = [Reason Intervention
Interrupted (S AFRETEEH) | &F
hiE, RETES, ZENOEHE
SDTM FAA VICRET S LI-H
T HHRBIZDONTIE, HFHOD SDTM
H LU SDTMIG #BBN &,
Interventions N/A 43 --ONGO Ongoing An indication whether the intervention is ( [ABRBREDHREIT ( [(B&T |[Char -ENRTPT; -- | Chl& SDTM ZEHIcE#E< v EY S | (NY) CDASH 7 4 —JL K®--ONGO [Z[&, HE&
Intervention ongoing as of a given timepoint when no ] OBRT) [-TRT/ |HESINT= ENRF L7y, --ENRF FE1zI&--ENRTPT BERIFAEDOHREDNALTICET
End Date s provided. NA] (R [TTHT |BAERE &, SDTM O relative timing AREQEMX/TOLT I RHEND,
L=l 2 H] DB variables [ZfEZ AFT B 1=oIfEFA CRF DTFH A VEIZEYLET ¥R FEE
HT) M T&%, --ENRF E£1z[£-ENRTPT RE 3, ThIZlE. CRFDEBEIEH
th ISAHNTBHBE. CDASH 714 —)L BEICEHTH &L, Reference Time
F?D--ONGO D{ED TY)] THIIE Point (--ENTPT. --ENRTPT) #fzI&
. CDISC O#i#lfAzE (STENRF) M Study Reference Period (RFSTDTC~
SOENERTES, --ONGO M RFENDTC TEZS N HHiH) OLvTh
Study Reference Period ( MNeBETHERT S, FzvIRyIR
DM.RFSTDTC~DM.RFENDTC T&E ELTHERTES, FHISOVTIE,
HSNHHM) 23BLTLSES CDASHIGD+-+3av37%8RBDC
. SDTM ZE#OD--ENRF IZAH TR 1=
ETHD, --ONGO & Z DD =
LT BI5E. SDTM EHOD--
ENRTPT & & U--ENTPT 2EAT A
EThHbH, E: -ENRTPT L, -
ENTPT TRitEhd [7rh—KRA
Vb1 EBBIDILENH D,
Interventions N/A 1 --YN Any An indication whether or not any data was ( [RERTHRESI N - time [ASHD [ | Char N/A SDTM ZE#IZT vy EV S LA, (NY) E-AYVUEBEUTF—4H)—=25
[Intervention] collected for the intervention topic. frame] DFENEIC) [fAA | HNAREY SDTM Annotated CRF [Z[&, ZD 7 IC&I>—MIoC T rOERTHD
FEYY] BHEBREFICTDL | V] 4 —JL FIX[NOT SUBMITTED] & ¥ o CHIE. CRFIZHBMDTATDT 1
hTWEIMN? ;. ( [HER Y 5. —ILFIZDWT, ZEAERMEIDOT
THE Shfz time frame] HHRMWERBT B, ChiF, BT~
DFIEIZ) [AAREYY ET—ADFEET EIHENETRT 20,
1 A [E/ERE/MERMRE IR T O Intervention ¥ 5 XD CRF TfE
] ShFELEM? AT5CENTEDLTIA—ILFTHD,
Interventions N/A 8 --OCCUR Occurrence An indication that the pre-specified ( [REATHESINI= time [--TRT/H™ Char --OCCUR TSDTM Target] #5 LIZEEHD (NY) TORILDOEZRIZHWVINESINDEE
intervention happened or was administered | frame] MF1/#&IZ) [-- Al O [ SDTM ZEHIcEET Y EVST 3, DAANIZH L THERAT S, COEBENT
when information about the occurrence of TRT/*A] & [RE/IEH | HILE/IEHE L7y MERIICHATESNEES, 20
the specific intervention is solicited. BEMER) LELEA? ;| | R5HER) fE4-TRTEMIZT yEL T T RETH

%, fIZIE, Oral Steroid (FORXTOA
K) MCMCRFIZFLFY Y rEhTWL
%154, [Oral Steroid (AXFOA K
) 1 % CMTRT [Z#&##9" %, CDASH 7
4—JLKE®--OCCUR [%. BHEAZRTH
EMIC|E SN =--TRT ITERAL ALY,
T—ANREShGEN I LERT
DIZHERATRETIEAL, FOMEA
CDISCCT (NY) a— KUY R hDEZER
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Observation Domain Order CDASH CDASH DRAFT CDASH Definition KX Jav7 Data SDTM TYEVIES Controlled ERE LR
Class Number Variable Variable [S Type Target Terminology
Label Codelist
Name
WCTIRETE S 58ICOAERT 5, -
OCCUR [ Yes/No ZE#T&H Y. SDTM
HET—4ty T, -PRESP A TY]
MDIHAIT--OCCUR IZAA L., -PRESP
HYNull DIFE (&, --OCCUR % Null IZF
%o
Interventions N/A 18 --DOSTOT | Total Daily The total amount of --TRT taken over aday | ( [ALEB/EME/I%E5/H4EER] [#%5&/A |Num --DOSTOT TSDTM Target] 715 LIZEREHED N/A 1B&-YDOHRAEL LTIRET B158
Dose using the units in --DOSU. Ehiz [-TRTIAA] @) (&1 1R SDTM EHICEEY v EVIT 5, <R,
[BE5E/AE] OKRERKM |2
[Tgh/TLE=AN] ?
Interventions N/A 13 -DOSE Dose The amount of substance (e.g. --TRT) ( [ME/EEAASAERL |1EHY | Num --DOSE [SDTM Target] # 5 LICE#HD N/A NEZESHERSN-REE/FAEOHIE
given at one time represented as a numeric | @# - Yix5] shi- [ |0 [E5E/ SDTM ERITEEI Y EL T T 5, MANTEDSEEICOHMERT 5, HiE
value. TRT] @) (E4®) [#& |A&] LSO AADERET HIE, CDASH 7
52/A&]) 3 [TTH 4 —JL ED--DSTXT ##EAT %,
/TLIzh] 2
Interventions N/A 14 --DSTXT Dose The amount of substance ( e.g., --TRT) ( [B/EmEAEEAERL | 1E&HF-Y Char --DOSE; -- TSDTM Target] 515 LIZEEH D N/A CDT—ERETA—ILRZEBRE5EDT
Description given at one time represented in text HH-YEE] aht- [- |0 [BES/ DOSTXT SDTM ZE#IcEET v EL ST 3, FRARITA—ILFELTERTNIE, &
format. TRT] @) (E4®) [& |AE] SEEQANEEZHIE, THFR ., HEO
S5E2/AE] ) (3 [TTH EITERICINETEDLSITH D,
/TLzA] ?
Interventions N/A 6 --SCAT Subcategory A sub-division of the --CAT values based on | ( [ftA] @) H+THF3T [4TJHF |Char --SCAT TSDTM Target] #5 LIZEEHD N/A ARV —EEROHFAETHDS, h
user-defined characteristics. U—IE [TTATLED [TY—/4T SDTM EHICEET v EV I T 5, £ CRF £ 1= [FAHNBEEDRE LIZAH S
17 hFIy— ENmLEC, EREEFIEET HEM
fE] ; Null TGS HENEEZ SN S, -SCAT (X
. ~CATHEET 2 BEICDAEATE
%, CDASHIG # &2 FT—/2F—TJIL&ET:
[ SDTMIG 2Rt Eh TS, &
M Ehi=5E. TOREZK. EXH
IZRRUH—FEHENDI— K1) R M ZiBH
Ehd, T+—LHWRBATHERINT
WAEARIF. #SLORHLIZ THTAH
TIA)— BEDXEERBET AN
T&%, —-SCAT [, -CATHHFET B
BEICOHEATES, CDASHIG * 4
T—RT—TIEFIE SDTM IG I=flh'R
HIhTb,
Interventions N/A 5 --CAT Category A grouping of topic-variable values based ([f*tA]l @) AFTY— [AF73Y |Char --CAT TSDTM Target] 515 LIZERHD N/A ARV —EEOHFAETHDS, h
on user-defined characteristics. I3 [TEA/TLE=M] ey = SDTM EHICEEI Y EV T T 5, [XCRFFIFANEENRHLICHES
? —{E&] Ermb B, EREESEET HEM
Null 12} EsEneEEZLNS, -SCATIE

. CATWEFEHET DIEEIOAERTE
%, CDASHIG A4 T—4TF—TJILE]:
[E SDTM IG 2R Eh TS, &
EAHEhI-5E. TOREZ, EX N
[CRRUY—FHEOI— KX MZBHE
Ihd, TA—LREBATHEREINAT
WABAa1F,. hSLORELIC ThTT
J—] BEDXELERHT Lo enTE
%, CDASHIG A4 T—4TF—TJIILE]I:
I3 SDTM IG [ZHIA RS TV S,
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Clinical Data Acquisition Standards Harmonization Model €5/ X—Y =3y 1.0

Observation Domain Order CDASH CDASH DRAFT CDASH Definition SR Jar7 Data SDTM Ty EVIER Controlled ERE LR
Class Number Variable Variable [S Type Target Terminology
Label Codelist
Name
Interventions N/A 17 --DOSFRQ | Dosing The number of doses ( [~-TRT] @) $EEEM | 58E Char --DOSFRQ [SDTM Target] 515 LIZEEEHD (FREQ) ARETHNIE, BE5E/AEDERSHEED
Frequency per | given/administered/taken during a specific [CTH/TLEN] ? SDTM ZE#HIcEET Y EVS T 3, BIREEZ CRFIZTILTY Y RLTEL .
Interval interval. WET BHBAE, BEANT—EMEOHD
T—2WREDF-BIZEBDT 1+ —IL F (
Bl ZIEL. --DOSE. --DOSEU. --DOSFRQ
) THREFRRZNREL. 0I5 L%R
WTCNEDT—EEFIATED L SIS
THIENHEESIND,
Interventions N/A 19 --DOSRGM | Intended Dose | The text description of the intended dosing ( [--TRT] @) &tEISh |&@EShiz |Char --DOSRGM TSDTM Target] #5 LIZEEHD N/A HAEETHNIE, FESAERELI A
Regimen schedule for the administration of the EREL DA VIRE [T | RELIA SDTM EHICEER vEV T T %, OEREZE CRFIZILTY v b LTHL
Intervention. MTLED] 2 > o COT—BE—BLTRET S1HIC
ARV —[Fa—FYR FEERLT
L &Ly, #l: TWO WEEKS ON (28R
#5) . TWO WEEKS OFF (2 jER{K3E
)
Interventions N/A 26 --PSTRG Pharmaceutical | The amount of an active ingredient ( [--TRT] o) #FIAHME | WEIAHME Num --PSTRG [SDTM Target] #15 LIZEEEHD N/A N/A
Strength expressed quantitatively per dosage unit, & [TTA/TLEA] ? SDTM EHICEET v EV ST 5,
per unit of volume, or per unit of weight,
according to the pharmaceutical dose form.
Interventions N/A 27 --PSTRGU | Pharmaceutical | The unit for --PSTRG. ( [--TRT] @) WEIAM | B Char --PSTRGU [SDTM Target] 15 LIZERHD (UNIT) CRFIZEEZTLTY U FLTELH,
Strength Unit DEMIIE [TTHITLE SDTMZERICEEY YEY T T 5, CRFEIZT4—ILRZEERL. ECTH
M 2 fEIRET S,
Interventions N/A 20 --ROUTE Route of The route of administration of the ( [--TRT] @) HERE | BE5RE Char --ROUTE [SDTM Target] #15 LIZEEEHD (ROUTE) N/A
Administration intervention. [ [TIA/TLEN] ? SDTM E#ICEETYE VYT 5,
Interventions N/A 16 --DOSFRM | Dose Form The form in which the --TRT is physically ( [--TRT] @) #If(Efl | Dose Form | Char --DOSFRM [SDTM Target] 515 LIZEEHD (FRM) N/A
presented. [TEA/TLEN] 2 SDTM ZERICEEI VEV I T 5,
Interventions N/A 31 --FLRT [ --TRT] Infusion | The flow rate for the total amount of drug + ( [--TRT] O &) EE ( [--TRT] |[Char SUPP-- CD1ERIE. SUPP--.QVALDIEE L | N/A AERERSEOFEHICFHATES,
Rate vehicle administered to the subject. £ [TTA/TLEA] 2 | DAE & .QVAL T SUPP--F—#4+ v kT. SUPP--
B .QNAM = T--FLRT] mD SUPP--
.QLABEL = TInfusion Rate (s5i&i&E
B) | T, RETED, BE
NOEHE SDTM FA A VITERET
BT EICETHHBIIONTIE, &
#HOD SDTM & U SDTMIG &SR
NIk,
Interventions N/A 32 --FLRTU [--TRT] Infusion | The unit of measure for the flow rate for the ( [--TRT] O EEERED ( [--TRT] | Char SUPP-- Z DIERIL. SUPP--.QVAL DfEE L | (UNIT) AUEERERM (BRI mL/min) (&,
Rate Unit total amount of drug + vehicle administered | ) Efi($fil [TFAVTLE: | O AFHEE .QVAL T SUPP--F—4%+ v T, SUPP-- CRFICHETILTY Y FLTHLH.
to the subject. mnl 2 D) B .QNAM = T--FLRTUJ /D SUPP-- CRF EIZZ7 4 —)LK&EARL., £ TH
.QLABEL = TlInfusion Rate Unit (& BIEIET B
EREHEM) | T RETE
%, BENDEHZE SDTM FA LS >
ICERET 5 C & ISP HEREAISDLY
TlE. &HFOD SDTM H & U SDTMIG
ESROC L,
Interventions N/A 15 --DOSU Dose Unit The unit for --DOSE, --DOSTOT, or -- ( [-TRT] OEEE/FAE ( [#&52/ |Char --DOSU [SDTM Target] 515 LIZEEHD (UNIT) ARETHNIE. BET HARELHIC,
DOSTXT. o) BI(EE [TIA/TL | AE] O) SDTM EHICEEI Y EL T T 5, CRFIZFLTY U FLTHL, AEDH
f=ir] 2 B frlE, thOFETHLEETES BIZE
A bkanL, T4 EH) . E
T 558&. BfiFE CRFIZTILTY U+
LTHLM, CRFEIZT 4 —JL FEMER
L. ZhTHENZIRET 5.
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Clinical Data Acquisition Standards Harmonization Model €5/ X—Y =3y 1.0

Observation Domain Order CDASH CDASH DRAFT CDASH Definition SR Jar7 Data SDTM Ty EVIER Controlled ERE LR
Class Number Variable Variable [S Type Target Terminology
Label Codelist
Name
Interventions N/A 23 -DIR Directionality Qualifier further detailing the position of the BE5OBKREED) Al | AAEtE Char --DIR TSDTM Target] #5 LIZEEHD (DIR) -TRT &5/ E L =S A REE S
anatomical location relative to the center of | #(%fa [T AV T L1=] SDTM ZE#ICEEYYEL T T 5, HICELCRERT S (FIRIE.
the body, organ, or specimen. 2 ANTERIOR [#i&8] . LOWER [T#B]
. PROXIMAL [Efi] ) . FLFUr b
FRFWRELTHLL, RRUY—(E,
HHAEOY Iy FUR MERWVT,
ZDT—/2% CRFTIRETES,
Interventions N/A 24 --PORTOT | Portion or Qualifier for anatomical location further (BEDOEFESMD) BFF | BFAEtIE | Char --PORTOT TSDTM Target] #5 LIZEEHD (PORTOT) -TRT 2% 5/0E L =S DB/ F =&
Totality detailing the distribution, which means FELBEA [TTHT |25 SDTM ZEHICEETYEL ST 5, LHEFILICELLRERTSE, TLTY
arrangement of, apportioning of. Li=m] 2 UREFFIRELTEH &L,
Interventions N/A 22 —-LAT Laterality Qualifier for anatomical location further (BEDOEFESALD) AIE | AT Char —LAT TSDTM Target] 7135 LIZERHED (LAT) -TRT 2% 5/ME L -BEOAIMEES S
detailing side of intervention administration. | (x{a] [T3A/TLE=HM] ? SDTM EHI-EET Y EVST 5, 2L RikT R, TLTYL rFEEIE
IRELTEH LW, RRUY—IE, #HHB
EoY Ity FURFERAWVNT, ZOT
—4% CRFTIETES,
Interventions N/A 21 --LOC Location The anatomical location of an intervention, 5D/ [T A] BB/ | BARERML Char --LOC TSDTM Target] #5 LIZEEHD (LOC) TLTY D ERIFRELTEH KLY -~
such as an injection site. EiEShtz) SAREALIEA SDTM EHICERI Y EV T T 5, LOC (&, BAEMIERET 21-DIZDH
[TEA/TLEzN] 2 AT 5., SHEBEEFELCRBRT SIS
¥, -LAT, --DIR. --PORTOT %A
%o
Interventions N/A 39 --ITRPDU Interruption The unit for the duration of the intervention (hEFEARI D) BAfT(&f [ | Bif: Char SUPP-- CDASH 7 1 —JL K& SRR &S & | (UNIT) CRFICEEZ#TLTY Y RLTHELH.
Duration Unit interruption. TEHNTLEDN] ? -QVAL VZDHEAIZHET DT, 1SO 8601 D CRFLIZTs—ILFEMHERL. TITH
HM 7+ —< v FEMAWT--ITRPDU HEIRET %,
EERT 5. COIERIE. SUPP--
.QVAL OfE& LT SUPP--T—4+
v KT, SUPP--QNAM = T--
ITRPDUJ A D SUPP--.QLABEL =
lnterruption Duration (FREFEARS)
1 EThIE RETES,  BEND
L% SDTM KA A VICEET S
LICET BHBIZOVTIE. REFD
SDTM £ & U SDTMIG 28BN &
Interventions N/A 25 --FAST Fasting Status | An indication that the subject has abstained | (study treatment Z50&/1% | & Char --FAST TSDTM Target] 7135 LIZERHED (NY) N/A
from food/water for the specified amount of | /=4 28112) #WERE (X SDTM ZE#IcEET Y EL ST 5,
time. $ERIKEE [TTA/TLRD
12
Interventions N/A 34 --DOSADJ | Dose Adjusted | An indication whether or not the dose was (study (B58) Char N/A SDTM ZE#ICT vy EV ST LA, (NY) ERMIZ, COTs—ILFZERETHE
adjusted. treatment/procedure ®) [ | ZE SDTM Annotated CRF IZ[, SO 7 R/B#IE. T2 )—=TEE=S
REEIAE] AEEsH [ 4 —JL FIX[NOT SUBMITTED] & 3% YUJITRITEIETHD. hld.
FIMNELEM] ? £95. BREELXFERAZNELY CRFIZHBHEET 1 — )L FHERMIZZE
WSS, RARUHY—IE, Th%E HOFEFICHESTLSRNERET S,
supplemental qualifier & L TigH fz2L. ARUY—IF, BEEEFICH
THIEERRLTHEL, THREREFWETHELLIC, AAN
EEREINFAESIMELTHEL,
Interventions N/A 33 --ADJ Reason for Description or explanation of why a (study BEEZHE |Char --ADJ [SDTM Target] 515 LIZEEHD N/A SREt#&E (L. Adverse Event (BFEER) .
Dose dose/amount of the intervention is adjusted. | treatment/procedure ®) [ | B SDTM EHICEHET v EVSTT 5, Insufficient response GHER+4%5) .
Adjustment BERAE] AEFS i Non-Medical Reason (JEE:#7EE/) 7
BHR(EE [TIA/TLED E. ARV —EROMFIREEER L
17 THELY,
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Observation Domain Order CDASH CDASH DRAFT CDASH Definition KX Jar7 Data SDTM Ty EVIER Controlled ERE LR
Class Number Variable Variable [S Type Target Terminology
Label Codelist
Name
Interventions N/A 41 --NCF Never Current | An indication of whether the substance was | #&&#& I [--TRT/AYA] & | EH Char --OCCUR; -- | ChIL SDTM ZEHIcEET v E>S | (NCF) BEYNZSDTM I v EVY T 5, ZOER
Former Usage used and when it was used. [ERAER] L2 &nH STRTPT; -- L%, SDTM ZE#{--OCCUR IZ{E %, &% SUPP-QVAL F—4+tw kT
YErFme STRF, - EANTBEHICERATES, RESAKL,
EHS;PT; ~ |NCF= TNever (8% L) | 0I5
&. -OCCUR DfE# NJ &9 5,
~-NCF = TCurrent (37) 1| F1=1F
TFormer GBX) 1 DFE. -
OCCURDfE% Y] &9 5%, -
STRTPT & 7=(Z--STRF i1 &, SDTM
D relative timing variables [Z{E% A
NI 5E=HICLEATES. -NCF
DEM TFormer GBZE) | ThhiE
TBEFORE (LIET) | DEAMER
T&%, --NCFO{EA Current (3]
#) | ThnlL, TONGOING (it
79) | OELIERATES. -
STRTPT IZANT %15&. --NCF D
fEAS TFormer (B%) 1 ThhIL,
TBEFORE (LIRT) 1| OEAMEAT
&%, *: --STRTPT[&. --STTPT
TiHidEnd [7oh—FKRA 2 k]
*SRTIVENHD, COEHT
. SDTM M#& T relative timing
variables Z AN T 5 F-HICLERAT
3.
Interventions N/A 40 --TRTCMP | Completed An indication of whether or not the subject | #&& & ( [--TRT/A Al [--TRT/4+ | Char SUPP-- ZDIERIE. SUPP--.QVAL MfE& L | (NY) ZhiE. BAEN—EDOY A Y IILETITD
Treatment completed the intended regimen. M) [Ag4E3—R/IRAKR | Al %=T -QVAL T SUPP--F—4&+t v kT, SUPP-- N, RRUY—HUARHNEEEY IS5 T
VY —RBOMAE] EXT .QNAM = T[--TRTCMPJ] HD SUPP- LizCEERTISVELELT HEE
LELEAN? -.QLABEL = TCompleted Treatment ICEATEETH D,
CAERTET) | £ThiE, RETE
%, 1REHNDEHE SDTM FA A
VICERET S &ITBT HERBAICD
WTlE, &FHO SDTM B LUV
SDTMIG 28BN &,
Interventions N/A 58 --INGRD Active A description of the active ingredients used | H¥E S &M [TITH/TL | BSES Char SUPP-- Z D1ERIE. SUPP--.QVAL T—4+ [ N/A Zhik. TMedication/Therapy Name (
Ingredients in the medication taken or administered f=m] ? .QVAL v FT. SUPP--QNAM = [-- EHISAEDL) | ITMATINETES
INGRIDJ D SUPP--.QLABEL = T o CHMEREKETZET. BLDEER
Active Ingredients (B&IR%) | & DERBIZTOVTHEBATHALAILE
ThiE, RETES, . BENDOE Ta— F{exhTLV %S WHO Drug
% SDTM FAA VICRET S & Enhanced format C @ & 5 A EIFHE %
1T BEBICOVTIE. RFD FEALTI—FETRBEIC. L YHME
SDTM £ & U SDTMIG 23BN & BIEREFATE B,
Interventions N/A 30 -VAMTU Treatment The unit of measurement for the prepared B [TIA/TLF=A | BT Char --VAMTU TSDTM Target] 7135 LIZEHD (UNIT) CRFIZHEfLZTLTY Y FLTHLH.
Vehicle Amount | product (treatment + vehicle). 12 SDTM ZE#ICEEYYEL T 5, CRFEIZT4—ILFEHERL. T TH
Unit BEIET 5.
Interventions N/A 4 --MOOD Mood The mode or condition of the record that ZOLa—KRIFFEEIE [FE/EHE | Char --MOOD [SDTM Target] 515 LIZEEEHD (BRDGMOOD) ISCHEDULED] [&. #ER&E L NILDEH
specifies whether the intervention (activity) | &g E-I3EH I Ni=EE | FH] SDTM EHICEHEYYEY T T 5, BEaInfzi58L 30— FZIET BHEIC
is intended to happen or has happened. EEBLTLNETM? EfAcsh3d, [PERFORMED] (&, #E&
ELRNLOEBEOEEELI— FEIRE
TRARICERENS, ChIZCRFOR
© 2020 Clinical Data Interchange Standards Consortium, Inc. All rights reserved W75, - #f - dixil 225975, Page 11
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Observation Domain Order CDASH CDASH DRAFT CDASH Definition SR 7 Data SDTM Ty EVIER Controlled REFOER
Class Number Variable Variable [S Type Target Terminology
Label Codelist
Name
HLUIZHESZENRLE <. EREEN
BEYTH2EMICIEILSLNEEZLND
o RBA—LI—FATFESLUVEREE
HAOEHOHEEEFINET HHEE. AR
H—F, FEESN-AEZRET 5=
®HIz, TOEHAIC [_SCHEDULED|
ERMTEENTES,
Interventions N/A 7 --PRESP Pre-Specified An indication that a specific intervention or a | N/A N/A Char --PRESP TSDTM Target] #5 LIZEEHD (NY) TLTY Y bENEIREBEDSEIEY
Intervention group of interventions is pre-specified on a SDTM EHICEETYEVS T 5, ZI4—ILKIETY] ELTHS. TLT
CRF. )Yk ENIIEB THIMESIX, SDTM
F—4ty MERBIZEMShD, TL
T U bOER EREBHICEHEERR
DTHFRAMEMTELEENHAEIND
HEBTIEE. TLTV U bOHLDEAA
IZDWVT--PRESP DfEZ Y & L. BAEE
ERROTFR FOAAIZDLTIE Nul
EFRETH D,
Interventions N/A 45 --MODIFY | Modified If the value for --TRT is modified for coding | N/A N/A Char --MODIFY TSDTM Target] 15 LIZEHD N/A ChiE, CRFIZRET S 74— FTIE
Treatment purposes, then the modified text is placed SDTM ERICEEI Y EL T T 5, B, RARUH—IF, a—FKEFo+ER
Name here. ZBELTANT D, I— FLEHZE
CDASH [TBINY 2 EHIE, —f#ICT
—AIRTA U MIBWTHERT SER
L YSKLUHBTHRT 5-HTH 5.
Interventions N/A 46 --CLAS Class The class for the intervention, often N/A N/A Char --CLAS TSDTM Target] 53 LIZEEEHD N/A ZhiE, CRFIZRET S 74— FTIE
Description obtained from a coding dictionary. SDTM EHI-EiEY v EL ST 3, B, RRUY—IE, a—Fe7o&x
RAR Y —IZlF, Define-XML (B ZIE, WHO Drug) #@&L TAAT
external codelist attributes Z FF L %, Chlk, —MMICETEICERSA
THAAZI—FET B=HICERS %,
NEBHELLZON—C 3 VERT
THELVH/FSIND, AR H—
&, A2 TF—2EEXED Origin
LT, T—4h TASSIGNED] T
HEEEHBTDH L,
Interventions N/A 47 --CLASCD | Class Code The assigned dictionary code for the class | N/A N/A Char --CLASCD [SDTM Target] #15 LIZEEHD N/A ChiE. CRFICERET D71 —IL FTIE
for the intervention. SDTM ZEHITEEYYEV T T 5, L, RRUHY—IF, a—KEToER
RAR Y —IZlF, Define-XML (B ZIE, WHO Drug) #&L TAAT
external codelist attributes % FF L %, Chlk. —RRMICEBITEICERSL
THAAZEI— LT HDIFERS %o
NEHEZLEZON— 3 VERETR
THELVH/FSND, AR H—
&, 7—%H TASSIGNED (&Y %
Tohf) 1 TEERTOIT, A
2 T—REHXEIC Origin (A3K)
DASLEEDHEINETHD,
Interventions N/A 48 --ATC1 --ATC Level 1 | The first level of hierarchy within the N/A N/A Char SUPP-- CD1ERIE. SUPP--.QVALDIEE L | N/A ChiE, CRFIZERET ST+ —IL KT
Description Anatomical Therapeutic Chemical .QVAL T SUPP--F—4 v kT, SUPP-- B, RRUY—IE. a—Fe7oex
Classification System. Indicates the .QNAM = T--ATC1] A D SUPP-- (BIZIE. WHODrug) &L CTADY
anatomical main group. .QLABEL = TATC Level 1 %, a— F{LZEH % CDASH IZEMT %
Description (ATC L'AR)L 1 (igik) BH(E, —BBICT—2IR DA M
1 &L, RETES, BEND BWTHERATSEEZ LY RELEHTH
Z$E SDTM KAA VICERET S K5O THD. "hiE. CM FAA
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Observation Domain Order CDASH CDASH DRAFT CDASH Definition SR 7 Data SDTM Ty EVIER Controlled REFOER
Class Number Variable Variable [S Type Target Terminology
Label Codelist
Name
LIZET RHEBAISONTIE. BHD VCHATELEHDBITHD. fthDE
SDTM £ & U SDTMIG 28BN & EZEALT. BUTHNIE, SUPP--
o RRUY—IF, TN T QVAL T—4 v M@ — FEE
ASSIGNED (BlY & Tibhf) 1 = REEBMTES,
LHERTI-HIZ. SUPPQ T—4+
v MIZ Origin (H3E) DA LEE
HBERETHD,
Interventions N/A 49 --ATC1CD | ATC Level 1 The assigned Dictionary Code denoting the | N/A N/A Num SUPP-- CDIERIE. SUPP--.QVAL DfEL L | N/A ChlE. CRFICERET 571 —ILFTIE
Code first level of hierarchy within the Anatomical .QVAL T SUPP--F—4+ v kT, SUPP-- v, RRUY—(F, a—FKi7oex
Therapeutic_ChemicaI Classifi_cation ) .QNAM = T--ATCICDJ] A2 SUPP- (% 1£. WHO Drug) &L TADT
System. Indicates the anatomical main -QLABEL = TATC Level 1 Code ( %, O— F{LZE$%E CDASH IZBMT %
group. ATC LAL1Oa—F) | &FhiE BRlE, —BMICT—2IRSA M
. RETES. BENOEHE BWTHERYTSEEZLYTL2LERTH
SDTM FA A VICRBT 5 LICHE KT B=HDTHSH, ThiE, CM FAA
T HHBAICDONTIE, &FHD SDTM UTCHERATZZZEHOHITHD., Dt
HELUSDTMIG 28BOE, R EZxHEALT, EYTHIE. SUPP--
RoY—&, T—4A TASSIGNED QVAL F—#4t v M@ Ea— FEE
(BlY&BTBHAT) | SEFERTT REBMTES,
®HIZ. SUPPQ T—%t v kIZ
Origin (HXR) OASLEEDHZR
ETHb,
Interventions N/A 50 --ATC2 --ATC Level 2 The second level of hierarchy within the N/A N/A Char SUPP-- Z D1ERIE. SUPP--.QVAL DIEE L | N/A ZhiE, CRFIZERET S 71— FTIE
Description Anatomical Therapeutic Chemical .QVAL T SUPP--F—#4+ v kT, SUPP-- B, RRUY—IE. a—Fe7o&x
Classification System. Indicates the QNAM = T--ATC2] #D SUPP-- (I 1£. WHO Drug) Z@ELCTAAT
therapeutic main group. QLABEL = TATC Level 2 %, O— F{LE# % CDASH BT %
Description (ATC L'R)L 2 (igit) BRI, —BUICT—2IRTAD RS
1 EThIE BETES, Z£540 BWTHERYTSEBEZ LY RL2LERTH
EH%E SDTM FAA VICEREBET S TTHHDTHD, "hld, CM FAA
EICET BHBAICDOLTIE, &RFTD UTCHERATZZZEHOHTHD., D
SDTM $ & U SDTMIG 28BN & ExFEALT, BYUTHIAIEL SUPP--
o ARUY—IE, FT—48T QVAL T—4t v MBI Ha— FMEE
ASSIGNED (BlYZTihht) 1 REBMTES,
LERTI=HIT, SUPPQ T—4 &
v kZ Origin (H3E) OIS LEE
HEIRETH D,
Interventions N/A 51 --ATC2CD | ATC Level 2 The assigned Dictionary Code denoting the | N/A N/A Num SUPP-- C DIERIE. SUPP--.QVAL DfE& L | N/A ChlE. CRFICERET D71 —IL FTIE
Code second level of hierarchy within the .QVAL T SUPP--F—#4+ v kT, SUPP-- B, RRUY—IE. a—KEe7oex
Anatomical Therapeutic Chemical .QNAM = T--ATC2CDJ] H D SUPP- (B Z L. WHO Drug) #@LTAAT
g}fﬁ:'gﬁ‘f‘c"r’; ;{15‘?(’;:]- Indicates the -QLABEL = TATC Level 2 Code ( %, O— F{LZE$%E CDASH IZBMT %
p group. ATC LAL2Da—E) | &FhiE BrlE, —BMICTF—2IRT AL RIS
. RETED, BENOEHE BLWTHATIEEZ L YTRLUBTH
SDTM FAA VICRET S LI RTBDTHD, "hlE. CM FiAA
FTHHBAICDONTIE, &RFD SDTM UTHERTZZZEHOHTHD., o
BLUWSDTMIG #5BO &, R EZxFEALT. BYUTHIAE. SUPP--
RoH—(&. T—%Ah TASSIGNED QVAL F—#4+t v MI#EYZa— FEE
(BlY&BTEHAT) | SEFETRTT REEBMTES,
HIZ, SUPPQ T—4A v kT
Origin (FA3E) DHSLEEDHZR
ETHD,
Interventions N/A 52 --ATC3 --ATC Level 3 The third level of hierarchy within the N/A N/A Char SUPP-- C DIERIE. SUPP--.QVAL DfiE& L | N/A ChlE. CRFICERET H 71 —ILFTIE
Description Anatomical Therapeutic Chemical .QVAL T SUPP--F—#4&+ v kT, SUPP-- B, RRUY—IE. a—Ke7oex
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Observation Domain Order CDASH CDASH DRAFT CDASH Definition KX Jayv7 Data SDTM RYEVITES Controlled RE LR
Class Number Variable Variable [S Type Target Terminology
Label Codelist
Name
Classification System. Indicates the .QNAM = T--ATC3] /D SUPP-- (1 Z €. WHO Drug) &L TAHT
therapeutic/pharmacological subgroup. .QLABEL = TATC Level 3 %, O— F{EZEH % CDASH IZEMT %
Description (ATC L' X)L 3 Migik) BH(E, —BBICT 23R4T M
1 EThE, RETES, EEND BLWTHEATIEEZ LY TLLHTH
EH%E SDTM FAA VICERET S RTHE=HTHD, “hiE. CM FAA
LT BHBIZOVTIE, REHD UTHEATEEHDAITHD., HhDE
SDTM £ & U SDTMIG 28BN & ExEALT, BYTHNIE, SUPP--
o RIRUY—IE, T—EMNT QVAL T—4 v M@ A — FILE
ASSIGNED (BlY&Tbht) | & REBMTE S,

EERTIZHIZ, SUPPQ T—4 &
v kZ Origin (H3E) OIS LEE

HHERETHS.

Interventions N/A 53 --ATC3CD | ATC Level 3 The assigned Dictionary Code denoting the | N/A N/A Num SUPP-- CD1ERIE. SUPP--QVALDIEE L | N/A ZhiE, CRFIZERET ST 1 —IL KT
Code third level of hierarchy within the Anatomical .QVAL T SUPP--F—#4 4w FT. SUPP-- v, RARUY—(F, a—F{E7oex
Therapeutic Chemical Classification .QNAM = [--ATC3CD] #D SUPP- (BIZIE. WHO Drug) #BLTAHT
iﬁ‘:";u 't:‘c‘j“’rf:;g;ilo cal subarou -QLABEL = TATC Level 3 Code ( %, a— F{LZHE CDASH ITEMT 3
peutic’p g group. ATC LAL3Da—F) | EFhiE B, —RMICTF—2IRT AL RIS
. RHETES, EENOEHE BLWTHEATIEEZ L YTELUHTH

SDTM RAA VICERBT 5 LICHE KT BDTHD, ThlE, CM FAA
T HHBAICDONTIE, &FHD SDTM UTCHATELEHOHITHD, o

HEUSDTMIG #8BO &, R EXEALT, BYTHNIE, SUPP--
RoH—E, T—42H [TASSIGNED QVAL T—4A+t v M@ Ga— FIEE

BFlVHTENT) | CEETRTT: REEBMTES,

®HIZ. SUPPQ T—% v kIZ
Origin (A3K) AT LEEDHZN

=THb,
Interventions N/A 54 --ATC4 --ATC Level 4 The fourth level of hierarchy within the N/A N/A Char SUPP-- Z DIEHRIE. SUPP--.QVAL DfE& L | N/A ChiE. CRFICERET D71 —IL FTIE
Description Anatomical Therapeutic Chemical .QVAL T SUPP--F—#4&+ v kT, SUPP-- B, RRUY—IE. a—KEe7oex
Classification System. Indicates the .QNAM = T[--ATC4] A D SUPP-- (I Z L. WHO Drug) #&@LTAHT
chemical/therapeutic/pharmacological QLABEL = TATC Level 4 %, O— F{eZE#H% CDASH [SE&MT %
subgroup. Description (ATC L-AJL 4 D3Rk ElE, —RHICT—RTHT A RIS
1 EFThIE BETES, ZESND BLWTHATIEEZ L YTELUHTH
% SDTM KA A VICERET S KT BDTHD, hlE, CM FAA
EIZBET BRBAIC DT, REFD UCHATEREHORTHS, o
SDTM £ & U SDTMIG 28BN & ExEALT, BYTHNIE, SUPP--
o ARUY—IE, F—aMNT QVAL F—4&t vy M@ — K&
ASSIGNED (BlYHTibhtz) | C REEBMTES,
EETRTI=HIZ. SUPPQ T—4 &
v kZ Origin (H3E) DHSLEE
HBERETHD,
Interventions N/A 55 --ATC4CD | ATC Level 4 The assigned Dictionary Code denoting the | N/A N/A Num SUPP-- Z DIERIE. SUPP--.QVAL T—%4 & | N/A ZhiE, CRFIZCRET D714 —ILFTIX
Code fourth level of hierarchy within the .QVAL v FT. SUPP--QNAM = [-- v, RRUY—(F, a—FKi7oex
Anatomical Therapeutic Chemical ATCACD] # D SUPP--.QLABEL = (% 1£. WHO Drug) &L TAAT
gﬁﬁg‘;ﬁtﬁq :ﬁﬁg L’;‘:‘rﬁa::;;hfcal [ATC Level 4 Code (ATC LAJL 4 %, O— F{eZE#% CDASH &MY %
subgroup. peuticip g ®a—F) | EFThIE. RETES BllE, —BMICTF—EIRTA M
o EESNDZEHZE SDTM KA VI BLWTHATLIEEZ L YTRLUBTH
BEY S EICETHHBAITDONT REBE=HTHD, “hiE, CM FAA
&, &ED SDTM & & U SDTMIG UCHATELIEHOHFTHS, ol
FBROZE, RKRUY—E T— EEHEALT. @YTHNIE, SUPP--
A H TASSIGNED (ElY L Tiohiz QVAL T—4 v M@ A — FIEE
) 1 SEEFRTEHIZ. SUPPQ T REEBMTE S,
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Observation Domain Order CDASH CDASH DRAFT CDASH Definition KX =] Data SDTM TYEVIES Controlled RE DR
Class Number Variable Variable [S Type Target Terminology
Label Codelist
Name
—AR 4y k2 Origin (AK) OHS
LEEHEINETHD,
Interventions N/A 56 --ATC5 --ATC Level 5 The fifth level of hierarchy within the N/A N/A Char SUPP-- CDIERIE. SUPP--.QVAL MfE& L | N/A Zhix. CRFIZBRET S 74— ILKETIE
Description Anatomical Therapeutic Chemical .QVAL T SUPP--F—#4+ v kT, SUPP-- B, RRUY—IE, a—FEe7o&x
Classification System. Indicates the QNAM = T--ATC5] # D SUPP-- (HlzIE. WHO Drug) #&LTADT
chemical substance. QLABEL = TATC Level 5 %, O— F{EZH% CDASH IZBMT %
Description (ATC L)L 5 D igilk) BRI, —BHICT—2IRTAD NS
1 EThIE RETES, ZESND BWTHEATIEEZ LY TLLHTH
EH%E SDTM KAA VICEREBT S R BHDTHDH, "hiE. CM KA
LICET RHEBIIOVTIE. RHD UCHEATEREHOAITHS., tHhDE
SDTM £ & U SDTMIG 28BN & EXEALT. BYTHNIE, SUPP--
o RIRUHY—IE, T—EMNT QVAL T—4 v M@ A — FIEE
ASSIGNED (BlYHTibht) | C REEBMTES,
LERTI®HIZ, SUPPQ T—4 &
v MIZ Origin (H3E) OhFLEE
HERETH .
Interventions N/A 57 --ATC5CD | ATC Level 5 The assigned Dictionary Code denoting the | N/A N/A Num SUPP-- C DIERIE. SUPP--.QVAL DfE& L | N/A ChiE. CRFIZEET ST 1 —IL KT
Code fifth level of hierarchy within the Anatomical .QVAL T SUPP--F—#4+ v kT, SUPP-- B, RRUY—IE. a—F{e7o&x
Therapeutic Chemical Classification .QNAM = T--ATC5CDJ HD SUPP- (% £, WHO Drug) &L TAAT
System. Indicates the chemical substance. ~QLABEL = TATC Level 5 Code ( %, O— F{eZE#H% CDASH [Z&mT %
ATC LR)L5Da—FK) | £ThiE B, —RBICT—2IR AT M
RHETED, FENOEHE BLWTHERATIERELYTLHERTH
SDTM RAA VICERBT 5 LICHE KT BDTHD, ThlE, CM FAA
FBHBIZONTIE, &EFD SDTM UTCHEATEREHOBITHS., thDE
HEUSDTMIG #8BDI L, R EXEALT. BYTHNIE, SUPP--
RoHY—(&, T—%2AH TASSIGNED QVAL F—4+t v M@ A — FIEE
BElVHTOENT) | CEETRTT: REEBMTES,
$HIZ. SUPPQ T—%4 v kIZ
Origin (HXR) OASLEEDHZR
ETHD,
Interventions N/A 59 -LLT Lowest Level MedDRA Dictionary text description of the N/A N/A Char SUPP-- ZDIERIE. SUPP--.QVAL DfE& L | N/A ZDT4—ILRiE, EXMIZ CRFIZIXER
Term Lowest Level Term. -QVAL T SUPP--T—#%+ v kT, SUPP-- ELEL, RRUY—E, a—KEITm
.QNAM = T-—-LLT] D SUPP-- TREBELTANT D, ZOEHIE.
.QLABEL = TLower Level Term (T MedDRA J— FiEHEZ AL HEITHE
BEE) | LThIE. BETES, AT&E%, 31— F{LZE# % CDASHIZE
ENDEH%E SDTM FA A VICERE myHEAF, —BHICT—2IRTA
THIEICETBEHRBIZDONTIE, VMIBWTERTSEREZ L YSERY
H#HD SDTM E & U SDTMIG 25 HCERRT B=HTHD, ZDEHIE.
BOZE, RARUY—E, T—4H PR FAA VIZHITHa— FEICERTE
TASSIGNED (BlY&Tohtz) | %, thoFEEFEALT, BUTHNIE
ZEERTIZHIZ, SUPPQ T—4 . SUPP--.QVAL T—#4 v M@0
+ v kIZ Origin (B3R) OH5L%E —FMeEZZEMTED,
EHIRETHD,
Interventions N/A 60 --LLTCD Lowest Level MedDRA Dictionary Lowest Level Term N/A N/A Num SUPP-- C DIEIE. SUPP--.QVAL DfEL L | N/A ZDT 14— RIE. EAXRHIC CRFIZIEE
Term Code code. -QVAL T SUPP--F—#% v kT, SUPP-- ELEL, RRUY—E, a—KEIo
.QNAM = T--LLTCDJ A2 SUPP-- TREBELTANT D, COEHIE.,
.QLABEL = lLower Level Term MedDRA O— F{LHEZ AL SIHEITHE
Code (FBEa—FR) | EThiL. ATEd, O— F{LZE##% CDASHIZE
RETES, . ZENOEHE myHEAE, —BMICT—E2IRTA
SDTM FAA VICERET S LICHE VHMIBWTERTSERE L YSERY
FHHRBICONTIE. ZFFOD SDTM FCHRT H-HTHD. OEHRT.
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Observation Domain Order CDASH CDASH DRAFT CDASH Definition KX =] Data SDTM TYEVIES Controlled RE DR
Class Number Variable Variable [S Type Target Terminology
Label Codelist
Name
BLUWSDTMIG #8BN &, R PR FAA VIZHITHa— FEICERTE
RoH—(&, F—4h TASSIGNED %, thoBFEEFEALT. BUTHNE
(BlY&ETOHAT) | TEERTT . SUPP--.QVAL T—#4 v M@0
®HIZ. SUPPQ T—4 v kIZ —FLER%ZEBMTE S,
Origin () DHSLEEDHZIR
ETHb,
Interventions N/A 61 --PTCD Preferred Term | MedDRA Dictionary code for the Preferred | N/A N/A Num SUPP-- ZDIE$RIE. SUPP--.QVAL T—%4+ | N/A ZD714—)LFIE, EERMIC CRFIZIXE
Code Term. -QVAL v kT, SUPP--.QNAM = T--PTCD ELEL, ARUY—E, a—FiJno
| A2 SUPP--.QLABEL = T TREELTANT D, COEHIT,
Preferred Term Code (EAZEI—K MedDRA O— FIEHEZ AV BEITE
) 1 EFThIE BETES, ZES ATE%, 01— F{LZE##% CDASHIZE
DNEH%E SDTM FAA VICERET S e 2EAK, —BHUICT—2IRIA
CEICET AERBISOVTIR. &F UHIBWTHEATSIEREERLYTEER
@ SDTM & & U SDTMIG 5B 0D FCTHRTH-HTHD, OEHII.
ZE, RRUY—IF, F—408T PR FAA vIZEITHa— FEIZERATE
ASSIGNED (BlYHTibhtz) 1 & %, tOBHEEHEALT, EYTHLIE
LEFRTI-HIZ, SUPPQ T—4 & . SUPP-QVAL T—#4t v M@t
w kIZ Origin (FA3R) DASLEE —FEERZEMTE S,
HERETHD,
Interventions N/A 62 -HLT High Level MedDRA Dictionary text description of the N/A N/A Char SUPP-- C DIERIE. SUPP--.QVAL DEE L | N/A ZDT 14— RiE. EAXRMIC CRFIZIEE
Term High Level Term from the primary path. -QVAL T SUPP--F—#4+ vy kT, SUPP-- ELAEWL, RRUY—IF, a—KiTno
.QNAM = T[--HLTJ A2 SUPP-- tREBELTANT D, COEHIE.
.QLABEL = THigh Level Term (& MedDRA O— FiEHEEZRAWVSBEITE
f158) | LThiE. BHETES, 42 ATE%, 01— F{LZE# % CDASHIZE
EHNDEHE SDTM K4 A VIZEEE mIHEAK, —BEMICT—2IRTA
FTHILICET BHRAICOVTIE, VHIBWCHERATSEEER L YEER
&HD SDTM £& U SDTMIG &5 FCHRT H=-HOTHD, "OEHIIT.
BOZE, RRUH—F, T—4H PR FAA VIZHIFEHa— FlEICERTE
TASSIGNED (&Y ZTibhfz) | %, MoOFEFFEALT, EUTHIIE
ZEERTEHIZ, SUPPQ T—4 . SUPP--QVAL T—#%# v MZHEY 4O
+ v kIZ Origin (B3R) DHSLE —FEERZEMTE S,
BEHHRETHD.
Interventions N/A 63 --HLTCD High Level MedDRA Dictionary High Level Term code | N/A N/A Num SUPP-- Z DIERIE. SUPP--.QVAL F—4%+ [ N/A ZDT14—JLRIE, EXMIZ CRF [ZIFEE
Term Code from the primary path. .QVAL v FT. SUPP--QNAM = [-- FLAHEL, REUH—IE. a—FKi7n
HLTCDJ D SUPP--.QLABEL= T TREBELTANT S, ZOEHII.
High Level Term Code (EfiiEa— MedDRA J— FiEHEZ AWV HEITE
F) 1 &FhiE, RETES, 2% AT&%, 31— F{LE# % CDASHIZE
NDEHE SDTM KA A VIZERET myHEAF, —RUIST—E2IRTA
BT LICETRHEBAICOVTIE, & VHIBWCHERATSEEER L YEER
#®D SDTM £ & U SDTMIG 88 HMCERRT B=HTHD, ZDEHIE.
D&, RRUY—F, T—42M T PR RAAL VIZHITHa— FEICERATE
ASSIGNED (BlYHTibhtz) | O %, MOFHEFFEALT, EYTHAE
LEFRTEDIZ, A FT—2EEX . SUPP--QVAL T—#4 v MZHEY 4O
EIZ Origin (AA3R) DOEEEDH LN —FEERZEMTES,
EThb,
Interventions N/A 64 —-HLGT High Level MedDRA Dictionary text description of the N/A N/A Char SUPP-- CD1ERIE. SUPP--.QVALDIEL L | N/A ZD714—)LFI&. EXMIC CRFIZIEZE
Group Term High Level Group Term from the primary .QVAL T SUPP--F—4 v kT, SUPP-- FLAEWL, RRUHY—F, a—KiFo
path. .QNAM = T--HLTGTJ /D SUPP-- CREBLTANT S, ZOEHE.
.QLABEL = THigh Level Group MedDRA J— F{LHEZ AL BIEEIIE
Term (S IL—TRAE) | £Th AT&%, 31— F{LE##% CDASHIZE
IE, RETES,  ZENOERE myHEAIF, —BHYICT—2IRTA
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.QNAM = T--SOCCDJ mD SUPP--
.QLABEL = lPrimary System Organ
Class Code (Primary SOC 31— F)

1 EThIE BRETES,  BEND
% SDTM KA A VICERET S C
EICET BRBICOVTIE. RFD
SDTM £ & U SDTMIG 28BN &
o ARUY—IE, F—4MNT
ASSIGNED (BlY&Tibhtz) 1 C
EHERTI-HIZ, SUPPQ T—4
w I Origin (H3E) DHSLEE
HERETHD,

Observation Domain Order CDASH CDASH DRAFT CDASH Definition KX Jayv7 Data SDTM RYEVITES Controlled RE LR
Class Number Variable Variable [S Type Target Terminology
Label Codelist
Name
SDTM FAA VICERET S LICHE VMIBWTERTZERZ L YTERY
FTHHBAICDONTIE, &RFD SDTM FTHRTH-HOTHD, OEHRIT.
BLUWSDTMIG #8BN &, R PR FAA VIZHITHa— FEICERTE
RoH—(&, F—4h TASSIGNED %, thoBFEEFEALT. BUTHNE
(BlYHTBAT) | SEETRTI . SUPP--QVAL F—# v FZ#EY4 O
$IZ. SUPPQ T—4+t v kIZ —FtERZEBMTE S,
Origin (FA%) DHSLEEDHZIR
=THb,
Interventions N/A 65 --HLGTCD | High Level MedDRA High Level Group Term code from | N/A N/A Num SUPP-- ZDIERIL. SUPP-QVAL DIEE L | N/A CD7 14—V FIE. EXRMIC CRFIZIEE
Group Term the primary path. -QVAL T SUPP--F—#4+y kT, SUPP-- ELAEWL, RKRUY—IF, a—FTn
Code QNAM = T--HLTGTCD] H»2 EREBBLTANT D, ZOEHIE.
SUPP--.QLABEL = THigh Level MedDRA J— FiEHEZ AWV HEITHE
Group Term Code (F/fz¥ IL— & ATZ%, 3— F{LZE# % CDASH IZE
a—F) 1 £ThiE RETES, . e 2EAK, —BHUICT—2IRIA
EHNDLEHE SDTM KA A VIZE VMIBWTERTSEREZLYRERY
BY A5 EICETHHBIIONTIE BCTHRT H-0THD. ZOEHIE.
. ®#H®D SDTM £ & U SDTMIG % PR RAA VIZHITZHa—FEIZERATE
BBOZ L, RRVY—IK, T—4 %, thoFEEFEALT, BUTHNE
H TASSIGNED (E|Y L THNT-) . SUPP--.QVAL T—#4 v M@0
1 SEERTEHIZ, SUPPQ F— —FEEREEMTE S,
A4y MZ Origin () OHS L
ZEHBERETHD,
Interventions N/A 66 --SOC Primary System | MedDRA Primary System Organ Class N/A N/A Char SUPP-- Z DIERIE. SUPP--.QVAL F—4+ | N/A ZDT 14— ik, EAXMIZ CRFIZIEER
Organ Class description associated with the intervention. .QVAL v kT, SUPP--.QNAM = Tl--SOC FLAEL, RRUHY—(F, 20— KiFoO
1 /D SUPP--.QLABEL = TPrimary TREBELTANT D, COEHIE.
System Organ Class (Primary SOC MedDRA J— R{LH#EZRAWV2I5EITHE
) 1 EFThIE RETES, ZEH AT&E%, 31— F{LZE# % CDASH IZE
DEH%E SDTM KA A VICERET S myHEAF, —BHICT—2IRTA
CEICET BERBEISONTIE, &5 VMIBWTERTSEREZ L YSRY
® SDTM £ & U SDTMIG #EE D FCHRTH-HTHD, OEHIT.
ZE, RRUY—IE, T4 T PR FAA VIZHITHa— FEICERTE
ASSIGNED (BlY&Thhtz) | & %, thoFEEFEALT, BUTHNIE
EHERTIEDOIZ. AFT—E2FEX . SUPP-QVAL F—#%t v FZHEH4 O
£IZ Origin (H3K) OWMEEDHZIA —FEERZEMTE S,
EThb,
Interventions N/A 67 --SOCCD Primary System | MedDRA primary System Organ Class N/A N/A Num SUPP-- C DIEIE. SUPP--.QVAL DfEL L | N/A ZDT4—ILFIE. EARMIC CRFIZIXER
gr%an Class code. .QVAL T SUPP--T—4 4 kT, SUPP-- ELREL, RRUHY—E, a—F{t7o
ode

TREBELTANT D, OEHIE.
MedDRA J— F{LHEZ AL SIHE(IE
ATE%, 12— F{LE#H% CDASHIZE
myHEAF, —RHUIST—E2IRTA
UHIBLWTHEATIERER L YEER
BCHRTE-HTHD. COEHE.
PR KAA VIZHITHa— FiEIZERATSE
%, MOFHEFFEALT, EYTHAIE
. SUPP--.QVAL T—#4 v M@0
— FLERZEMTE S,
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2.2 Events (%)

Observation Domain Order CDASH CDASH Variable DRAFT CDASH Definition KX Jayv7 Data SDTM RYEVITES Controlled RELFOER
Class Number Variable Label IS Type Target Terminology
Codelist
Name
Events N/A 1 --YN Any [Event] An indication whether or not any data ( [HREBCHES [ER FEw | Char N/A SDTM EHIZT v EV T LA, (NY) ChiE. BRIRET—ALNFETINED
was collected for the event topic. hiztime frame]l |[2] OFE SDTM Annotated CRF [Z[&, SD 7 « R IH. TRTO Events ¥ 5 AD CRF
DREIEIZ) [BR —JL KIX[NOT SUBMITTED] & 35289 % THEATED I4—ILRTHD., EITT—4
~Ew VIREIAT o HU—ZUTADT4—LFELTHERSH
1 B EEREFICH D %, ChIE. CRFIZHIMDTATDT 1 —
nELEA?; ( JLEIZDOWT, ZHRIAERMNLELEDOTH DR
[HBRTHRESH WEREST D, SDTMEET—2tv I
1= time frame] ® YESINO DERIEZEZHEMT H2FETHNIE, =
RI/&IZ) [BRE @ CDASH E#Z#HATAETEAL, Kb
Evo] » (HY Y DEY) 7 CDASH £ (Bl ZF, --OCCUR
FLEWERESH ) EERTRETHD.
FlLM) 2
Events N/A 2 --TERM Reported Term The topic variable for an event [ER+rEYY/A | [ERLEY |Char -TERM TSDTM Target] 735 LIZERHED N/A —f#%BIZ, --TERM TI&. Event (%) [ZH
observation, which is the reported or EIAWM] 3 [T |21 ([F SDTM EHICEEI Y EL T T 5, TEIREABENRESND, AENTLTY
pre-specified name of the event. TINTLEM 2 | REYHIC U RENEBAIL. FOEERLI 4 —LE
; -DECOD (h%Z (B89 51) [ ELT-TERMEHITANTES ; fIZIE,
RENf=ID) HE | F#H/ZT Ot Headache (58%8) A AE D CRFIZTL T
[ (KY) M | BEHEEED v hENTWB5E. THeadache (EBJE) |
ISERBAREMARTR L | StBA/#MD 3 AETERM IS N B RETH D,
TLEZEW] #R] CDASH 7 14 —JL F®--TERM I[&. CDASH 7
4 —JL F®--DECOD TE SN AR H—
DIFFELESN-ECEER T SN-BHEE
XOTHFRA MEZIRET H-OICLERATE
%, flZIE. -DECOD [£. TOTHER (Z®
) | OEEFOENTE, BETHEHH
EEXDTHFR FDERME Y IA-TERM T
IREEhd, COPFUATIE BETOY
7 k@ TSpecify Other (Z D fth% ERRIIZE
A) 1 AMERTZE S,

Events N/A 3 --DECOD Dictionary- The dictionary or sponsor-defined ETEE I (E#{k x| Char --DECOD [SDTM Target] #15 LIZEEEHD N/A MedDRA 7 ED O — FEBHEIZEYANT S
Derived/Standardized | standardized text description of the 51 & [TV | =) [BH/ SDTM EHI-EiEY v EYFT 3, R 58, BREXBLUTOVTRFAERATER
Term topic variable, --TERM, or the modified | = |_t-fn] = ERLEYY Koy —IE, ~TERM £3— FIEd 312 W EHHB. hiE. MedDRA DEARE

topic variable (- MODIFY), if ] HIZHEERAL DB, Define-XML 0 PT) £A%T#H%. CDISC Controlled
applicable. external codelist attributes [CEER &£ Terminology (CDISC #i#%IfiE) (NCOMPLT
D=2 3 VERTT D ENHFE ) [&. DS FALS VOHIZERTES
hd, ARUY—E, A2T—2EH » CDASH 7 1 —JL F®--DECOD (. 7L
XED Orign h S LT, T—2M T T hEnt-4Z#EMEE (CDISC Controlled
ASSIGNED] THIEFHRT S & Terminology (CDISC #t#IfzE) Ff=EAR
o VY —FEEDAE) & CRFTIET 571-0IC
EATES, CDASH 74 —JL FDO--TERM (&
. ARV —DEE SN EICBER TS
h-BHEEZEXDOTFR MEZIRET 57128
ISERATE%, HIZAIE. CDASH 74 —JL K
M--DECOD [£. TOTHER (Z0ft) 1| OiE
ERFOCENTE, BETHIEHEERDT
FRXFDERFEYIMNCDASH 74 —IL K
D--TERM TIREEN 5,
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Observation Domain Order CDASH CDASH Variable DRAFT CDASH Definition KX Jar7 Data SDTM Ty EVIER Controlled ERE LR
Class Number Variable Label [S Type Target Terminology
Codelist
Name
Events N/A 4 --CAT Category A grouping of topic-variable values ( [--TERM/ZEZ [A531)— | Char --CAT TSDTM Target] #5 LIZEEHD N/A ARV —EEOHMFRAETHD, hiL
based on user-defined characteristics. | kEw -] @) H |[/ATFITU— SDTM ERICEEIYEL T T 5, CRFF-IFANEEDORELICHSZ EAR
F3IY—IEE [T | fE] ; Null &< ERBESRIET HEMICIEE 5%
FTHITLEN] ? WeEZSNB, -SCAT (&, --CATHEET
B2EBICDOAHMEATES, CDASHIG A 2T
—2F—JILEIESDTMIG IR S h
TWb, BRENHSAEZEE, TOEREE.
EXMIZRARUH—EHEDI—FYR B
#WEhd, J+r—LhRBATHERSATL
BHEE. AT LORBELIZ TATITY—)
HEDXEERBTHENTES,
CDASHIG #* 8 F—#8 T—JJLFE=[E SDTM
IG IR SN TS,
Events N/A 5 --SCAT Subcategory A sub-division of the --CAT values ( [--TERM/E%& [T HFIT | Char --SCAT [SDTM Target] $5 LIZEEH D N/A ARV —FEEDHKERETHD, _hlE
based on user-defined characteristics. | kv 4] @) 4 | U—/1HTH SDTM ERICEEI Y EL T T 5, CRF#FHIFAABEEDNRELICHSZ L&
ThFI)—Fm | 73U —1E] &< ERBEIRET HEMICIEE 5%
[TFA/TLED | ; Null WeEzBND, -SCATIE. -CAT HBEFET
12 BIEBICDOAMEATES, CDASHIG A 8T
—AF—J)LEIL SDTMIG IZHIA R S h
TWd,
Events N/A 6 --PRESP Pre-Specified An indication that a specific event, or N/A N/A Char --PRESP TSDTM Target] #15 LIZERED (NY) TLTYU FENE-ERT, CRFORL I«
group of events, is pre-specified on a SDTMEHICEEIYEL T T 5, —ILETT T4l MED TY] THED.
CRF. SDTM F—4 v MMEREFIZEBMEShD, T
LTV hEN-BREBHEEROELRE
MALLRET 2EB|TIE, TLTYU b
N=HoWHERICDNT--PRESP DEZE Y
EL. BHEETHESALERICOVTE
Null EFRETHD,
Events N/A 7 --OCCUR Occurrence An indication whether the pre-specified | ( [RERTHRES [--TERM] Char --OCCUR [SDTM Target] $5 LIZEEHD (NY) RAENTLT) Y rEnI-BE. COEE-
event or the group of events occurred | f17- time frame] DHE SDTM EHICEEIYEL T 5, TERMEHITIvEVTEnd, @BIRIE
when the occurrence of the spe(;ific DENET) [ Headache (B8%&) M AE M CRFIZFL T
event or group of events is solicited. TERM] A\RERE L RENTLBEBSE. THeadache (FEE) |
12 [HdhELE % AETERM IZRR#IL THELRETH D,
MNHBRFET H]
?; [FLFuy
FEN-EZHNE
R] AFEELTL
EX RN
Events N/A 9 --STAT Completion Status The variable used to indicate that data | [BEREv Y] (& | REHE Char --STAT TSDTM Target] 15 LIZEHD (ND) T—ARBELATVWAEVEREShEN T
are not available by having the site =S e SDTM ZE#IcEiET v ELS T3, &K & %<9 TNotDone (KRZEH) | DF vy
recording the value as "Not Done". BE] ShELA HEOT—4 5 CRF CIRESNT-15E Ky R, —f#Ic, FLTYY FEhi-B
TLEM?; ([ I&. Origin (Define-XML DA 5 L) = REIT1DOODF VIRV I RERET B,
ERLEVII N [CRF] . BHEZXTFR FEE COT4—ILRERETDHLT, T4
) [[EE/EHE/EE AR —FED ) R FHRE SNz IRESNGEN 2 2DITHERD T 1 —IL FH
IFAE] Shigh-o REASND Z#OT—42 4 E, thov— BERMICZERICA>TWA I EEBHATT ST
f=im5&. ABLT REJIAEEDEABEHEI N I5E EMTED,
{FEEL, I%. Origin= TDERIVED] &9 %,
Events N/A 10 --CSTAT Collected Completion | The variable used to indicate that data [BEREYY] T | RIN&E Char --STAT ZhiXSDTMZEHICEEYYEVS L |NA CDASH --PERF 7 1 —JL KORDH YIZ, Ff:
Status are not available by having the site NEE=VES AEi %L, SDTMT—%4+v b T, SDTM [EZ <A T NOT COLLECTED (KRURE)
recording a sponsor-defined value BE] ShEth ZHD--STAT [£. CDASH ZHD FENULL & LTEEQENIRES h 515
(e.g., Not Collected/Not Evaluated/Not | = -2 ; ( [ CSTAT TNOT COLLECTED (kURfE) BIZOHERT S, . —BHIZ. BRIEY
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Observation Domain Order CDASH CDASH Variable DRAFT CDASH Definition KX Jarv7 Data SDTM TYEVIES Controlled RELFOER
Class Number Variable Label [S Type Target Terminology
Codelist
Name
Assessed/Not Available/Not ERLEVII N | MfE% TNOT DONE (RZEHME) 1 I 9 1ZB¥ 5 1E8H NOT COLLECTED (RUNE
Answered). ) [EIE/EF@/ERE RvEVTT R, RBEEOT—42H ) THoOLIEERTFIVvIRYIRTH
FRZE] Shizh-o CRF TR&E S 1=;H&(&. Origin ( b, COTL—ILFEERETSHET, T—
=H&. AALT Define-XML M4 5 L) = TCRF] . B ANNESNEN > DIIERDT 4 —IL
(&L, HEERXTFR FELERRUY—F FHAERMICERICE>TWS I EEH/TRT
END R FHETE SN 1=--REASND % oENTED, FIAEE, REICHTSLT
BOT—EBE, hDOY—RETIZK NOT COLLECTED (RIR%) | ORIZEZ#MHE
EHOENEH ShB5HAIL. Origin= IZICT (BIZI1E. Not Asked [ERISH Y]
TDERIVEDJ &9 %, . Not Evaluated (FHfichd) #&EI1) BE
BZTELLA, ZOEEL SDTM EHD--
STAT IZ TNOT DONE (k%) 1 £LT<
v EVY LIEIThIERE DAL,

Events N/A 11 --REASND | Reason Not Done An explanation of why the [T—2/EHR/RAR | @E/ME/R | Char --REASND | TSDTM Target] #7135 LIZE#HED N/A ARV —EEOHFAENMERTES, T
assessment/evaluation/question was UH—EBDOMAE | HEAAE/FE/ SDTM EHICEEI Y EL T T 5, — A DRER/RNETH > -EHE, XK
not answered/collected/done, etc. 11 [EBMRERE | RE] Shi Y—EHEOI—FUR b BIRIE. BBEOH

MEREETER] Sh | hot-EH B, WEBREDESLLE) MoERLTE, B
E o B A& HEZEXDTFAFELTAALTEELL

[Tgh/TLED . -—-REASND ¥ 55H4&. SDTM T—%4
12 Y FI-STATHRETRETH 5,

Events N/A 12 --LOC Location A description of the anatomical location | ( [--TERM/ZB%& | S{AERML Char --LOC [SDTM Target] $5 LIZEEEHD (LOC) TLFTY U bELIFRELTE KL, —~LOC
relevant for the event. rEVY] @) F SDTM ERICEHEI Y EL T T 5, IF. SHBHEERET 2-OICOAERT S

RERGLIEAT [T o BAEMIZEEL RBRBT BITIE. -LAT, --
MNTLI=A] ? DIR. --PORTOT /A7 %,

Events N/A 13 --LAT Laterality Qualifier for anatomical location further | (RNEH O SHKEF | AT Char --LAT TSDTM Target] #5 LIZEEHD (LAT) ~-TERM OEEIOAIMEE & SIZFEHMICT S
detailing the side of the body relevant | fizg>) {4 (%fa [ SDTM EHICERI Y EV T T 5, o TLTUDVMERIFRELTHEL, X
for the event. TEMITLEM] Roy—IE, HHABEOY Ty FUR L+ E

? AWT., COT—2% CRFTIRETE S,

Events N/A 14 -DIR Directionality Qualifier further detailing the position of | (SKEED) /& | AEtE Char -DIR [SDTM Target] H35 LIZEEH D (DIR) -TERM OEIOARMEE S SICFHMICT S (
the anatomical location relative to the EEILE [TTAY SDTM EHICEEYYEV T T 5, Bl % I1E. ANTERIOR [#T&8] . LOWER [T
center of the body, organ, or TLEM] 2 #1 . PROXIMAL [Efz] ) » FLFUU b
specimen. FRFWRELTH &L, RRUY—&, #iHl

REOY Iy MR FERAWVT, 2OT—
4% CRFTIETE S,

Events N/A 15 --PORTOT | Portion or Totality Qualifier for anatomical location further | XAEBRICEHRT 2 | —&BE 12 | Char —-PORTOT | TSDTM Target] #5 LIZEHD (PORTOT) -TERM OFEIO—EFE-(ELEE S S ITHM
detailing the distribution, which means | (k. (k&L | Ik SDTM ERICEHEI Y EL T T 5, 1293, FLTUD bFELIFRELTHEL
arrangement of, apportioning of. n) —BE-IFL .

#® [TFH/TLT
N 2

Events N/A 16 --PARTY Accountable Party The party accountable for the BEETH [T | HEEHE Char --PARTY [SDTM Target] $5 LIZEEHD N/A ARV —EEOHFAETHD, EEFIL
transferable object (e.g., device, MNTLEzA] ? SDTM ERICEEI Y EV I T 5, AN BIRIE HERE) . s BRI
specimen) as a result of the activity ZRUH—) . BANEFITBEI- L TRIT
performed in the associated --TERM +RME (BlzIE. EEME) Ao AEES
variable. BB, BEEOO—BULAETHY. -

PRTYID Z£# (1% (£, SITE. SPONSOR,
SUBJECT) T3 bIIHEIND,
Events N/A 17 --PRTYID Identification of Identification of the specific party HEEED DX [ | EEE D Char --PRTYID TSDTM Target] #15 LIZEEHD N/A —-PARTY £ CTHERT S, COIDIK. R
Accountable Party accountable for the transferable object | =4 AT L1=H] SDTM ZE#IcERET v ELS T3, RoH—IZEYESESIID,
(e.g., device, specimen) after the action | »
in -- TERM is taken.
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Observation Domain Order CDASH CDASH Variable DRAFT CDASH Definition KX Jar7 Data SDTM Ty EVIER Controlled ERE LR
Class Number Variable Label [S Type Target Terminology
Codelist
Name
Events N/A 18 --SEV Severity/Intensity The severity or intensity of the event. (BRIEYID | EEE Char --SEV TSDTM Target] #5 LIZEEHD N/A AE K4 A U Tl&. AESEV I% CDISC
) EIEERM [T SDTM ZERICEEY YELV T T 5, Controlled Terminology (CDISC ##IFzE) (
IHTLEN] ? AESEV) #{ERAY 5,
Events N/A 19 —-ACN Action Taken with A description of the action taken with study treatment [ | study Char --ACN [SDTM Targetl 55 LIZEEEHD (ACN) BHOLBENTHOATBEE, EOKSITRY
Study Treatment study treatment as a result of the BLTED&LSH |treatment D SDTM EHIcEiEY Y EL ST 5, WSIME, BRARUY—TRET B, DZE
event. BBEFOELE |LE ¥t ERERSBERALTITbRRLEICHL
pNed THEALEL, LEBELNEHHIEEOHRE.
FRIBRENERH S 58 DONEDREIZH
¥ BI1EHRICDLVTIE. SDTM Device IG 288
Events N/A 20 --SER Serious Event An indication whether or not this event [BER I EVYIZF | BEEE Char --SER [SDTM Target] #5 LIZEHD (NY) N/A
met the definition of serious. n] FEE [TF SDTM ZE#IcEETYEL ST 5,
MNTLEA] ?
Events N/A 21 --ACNOTH | Other Actions Taken | A description of other action(s) taken HEGAELUMNIZE | RERAELS | Char --ACNOTH [SDTM Target] #15 LIZEEEHD N/A N/A
as a result of the event that are DESBNEZET | DUVE SDTM ZEHICEETYEL ST B,
unrelated to dose adjustments of the WELEA?
study treatment.
Events N/A 22 --ACNDEV | Actions Taken with A description of the action taken, with | SEREEMEERR TR | HEREEESR | Char --ACNDEV TSDTM Target] #15 LIZERHD N/A AR —EEZDHERAETHD., _DEH
Device respect to a device used in a study, LTEDELS LR | DRE SDTM ERICEEIYEL T T 5, [E. ~ACND K S ICERATEHELEERLT
which may or may not be the device | £ 47 (v L=ty LB A, study treatment Tl < EAUEEIS
under study, as a result of the event. 2 B340 THD, NELAENHDEEDE
&, FREBBFNERH L EEDNEDRE
IZB39 % 1E4RIZ DLV TI&. SDTM Device IG &
SR,
Events N/A 23 --REL Causality The investigator's opinion as to the ZDERIE study | study Char --REL [SDTM Target] #5 LIZEEEHD N/A ARV —EEDHFIAETH S, ICHE2A
relationship of the event to the study treatment & ERE | treatment & SDTM ERICEHEI Y EL T T 5, H &V E2B DFIIZIE. NOT RELATED (R8:&E
treatment. #HS [HYFETH | DERBRF # L) . UNLIKELY RELATED (&% 5 < B:&
HYFELEM] 2 72 L) . POSSIBLY RELATED (B8&EH% %
ME Lhily) | RELATED (BEHY) A&
Fhd,
Events N/A 24 --RELNST | Relationship to Non- | A description of the investigator's study treatment L. | ERAH LS | Char --RELNST TSDTM Target] 515 LIZEEHD N/A BHEEXOTIRA CTHRELTH L, #l
Study Treatment opinion as to whether the event may NOBEEORE | DBAEBELEOHE SDTM ZEHIcEETYE VST 5, IMORE LIKELY RELATED TO ASPIRIN
have been due to a treatment other BRI [TTHY | RER USE (FREY UEALBZLEEDHY)
than study treatment. TLEM] 2 1.
Events N/A 25 --PATT Pattern of Event A description of the pattern of the event | ABZORrEMAE | /$4—2 Char --PATT TSDTM Target] #5 LIZEEHD N/A ARV —ERDOHFIRETH 5.
over time. NE—=Efa [T SDTM EHICEEIYYEL I T 5,
IMNTLEN] ?
Events N/A 26 --OuT Outcome of Event A description of the outcome of an (RERIBRME | &R Char --OuUT [SDTM Target] $5 LIZEEHD N/A AE K 4 A > Tl&. CDISC Controlled
event. YD) EIRIERE SDTM ZE#ICEET Y EL T T 5, Terminology (CDISC #i#If:E) (OUT) %
[Tgh/TLED ERYT S,
172
Events N/A 39 --CONTRT | Concomitant or An indication whether a concomitantor | (Z® [E&] @ | #tEEEZE | Char --CONTRT [SDTM Target] #5 LIZEEH®D (NY) N/A
Additional Trtmnt additional treatment given because of f=12) #rREEE | IEmEED SDTM ZEHIcEET Y EVST 3,
Given the occurrence of the event. F-LEMEEE | EHEOEE
TWELEMN?
Events N/A 40 --TOX Toxicity Description A description of toxicity quantified by -- [ N/A N/A Char --TOX TSDTM Target] $5 LIZEE#HD N/A AT 5HmAIL. --TOX[Z-- TOXGR 272
TOXGR such as NCI CTCAE Short SDTM EHICEEYYEV T T 5, R —FLiEZAHT S, BIZIE, --TERM A
Name. R —(ZIE, Define-XML @ external HYPERTENSION (FME) T. --TOXGR A
codelist attributes ZF|A L THE#< F1] T©éHhlf, -TOXIZ TPrehypertension
yEVTT R =0ICEREIN-EHET (systolic BP 120 - 139 mm Hg or diastolic BP
80 - 89 mm Hg) (FiEM/E [YRFEHAMEA
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Observation Domain Order CDASH CDASH Variable DRAFT CDASH Definition KX Jayv7 Data SDTM RYEVITES Controlled RELFOER
Class Number Variable Label [S Type Target Terminology
Codelist
Name
MREL L ZD/N—2 3 V%IRRT S 120~139 mm Hg & = ($HERAAME L 80~89
CENHIBSND, mmHgl ) 1] #AHNT %,

Events N/A 41 --TOXGR Toxicity Grade The toxicity grade using a standard NCI CTCAE/E 4 [NCI Char --TOXGR TSDTM Target] #15 LIZEEHD N/A ICHE3 4 FS 4D CSREY 3>
toxicity scale (such as the NCI SHEIRE] YL | CTCAE Hit SDTMZEHICEETYEVYTH, R 1224 %58, CTCAEY L— R, fEMEE
CTCAE). — R [TEHY |1 FL—F KB —I2lE. Define-XML O external ORBTEERAIA TSN, OFERT

TLEM] ? codelist attributes ZFIA L THE%Y LEATES, ook TEHH)
yEVTT B-HITERASI NS T FMEEELEEALTH &L,
iR EFDN—2a v ERTTS
CENHIBSND,

Events N/A 42 --PRIOR Prior Event An indication whether the event [HER/FEDRR | [HB/ER | Char -STRTPT; | ChIESDTM EHICEETYEYS L | (NY) CDASH 7 4 —JL K®--PRIOR 2%, EKERBALA
occurred prior to study start or a given | F7-[ZHEOFIC | THEShE ~-STRF %LV, --STRF &E1z(E--STRTPT 2 & HIICBAtE L-BERADH, HDLIE. FED
timepoint. 1 [-TERM/ZBE |BmEf-E8 SDTM O relative timing variables [ & A&k YRS L-BRAE0N. 2M5%

FEYY] HBERE | ] O#TIcH EANTHHIZERATES, -STRF EOBEMX/TOY T rh#FEhd, CRFD
LELEAN? BWLELED F1z1E--STRTPT IZAHT B154E. THA UBHISEY T HFR FEBRT S,
? CDASH 7 4 —JL F®D--PRIOR DEA T NIz, CRFOEEFELIIHRAEIZEHTH
Y] THNhIE. CDISC DHrHIFAE &L\, Reference Time Point (--STTPT, --
STENRF) HoDENERTE S, - STRTPT) F7=zI& Study Reference Period (
PRIOR #% Study Reference Period ( RFSTDTC~RFENDTC TEZ SN 5 M) @
DM.RFSTDTC~DM.RFENDTC TEH WFhheHeTERT S, FzviRyy
Sh28/) 28BLTVSEE, RELTHERTES, #MISDOLTIE,
SDTM ZE#D--STRF [CANTRETH CDASHIGDt4Y 3> 3 78BN &,
%, —-PRIOR % ZDH#hDBF R & LLET
%1546, SDTM EHO--STRTPT & U
-STTPT 2ERATRETHD. F: -
STRTPT [&, --STTPT Tigikchd T
FohA—RA U b 2BRTHLEN
H%,

Events N/A 43 --ONGO Ongoing Event An indication whether the event is ( [RBRTHES ( [RERTH | Char -ENRTPT; [ ChlL SDTMERICEEYVEYSIL [(NY) CDASH 7 4 —JL FD--ONGO IZI&. $EDF
ongoing as of a given timepointwhen | hi-B s E=EH | EShi-Ea ~ENRF L\, --ENRF F1IZ--ENRTPT & &, EOHRLYRTIICHRT LEEREONERHS
no End Date is provided. Bl OBAT) [ | F L6 SDTM O relative timing variables 1= i HENEMX/FOL T FhE a5, CRF

-TERM/BER FEY | DB ET) # EANT B-OHITERATES, —-ENRF DTHAS VEISEYETFR FEERT S,
71 [3HEEH [T | K F1=1F--ENRTPT IZA BT B84 IhIZlE. CRF DEZBEFEIEHASTIZEDHT
IHTLEZM] ? CDASH 7 4 —)L FMD--ONGO D {EAs T 3 &L\, Reference Time Point (--ENTPT, --
Y1 ThhiE. CDISC O#ikIFAE ENRTPT) #F1=z[& Study Reference Period (
STENRF) Mo DENERTE S, - RFSTDTC~RFENDTC TEZSh 5 HH) @
ONGO A" Study Reference Period ( WFhhrtHETERT S, FzvoRyY
DM.RFSTDTC~DM.RFENDTC TEH RELTHLERATES, HMICDOLTIE,
SNBHEM) ZSRBLTWLSHE. CDASHIGD+EY > av37%#8BNDI &,
SDTM Z#D--ENRF [CAHTRETH
%, —~ONGO % ZDHhDEF M & g
%158 . SDTM ZEHD--ENRTPT £ &
U--ENTPT 2ERIRETH D, *:
--ENRTPT (&, --ENTPT Tidihsh 3
[7oh—RAU b #BBTHLE
NHd.
Events N/A 44 --DIS Caused Study An indication whether the event caused | [--TERM/Z£ + | RE&D b Char SUPP-- SDTM ZE#Iz<w vy EV S LAY, (NY) RELREC ##@ LT, ZOLa—F%
Discontinuation the subject to discontinue from the Evs] Iz&Y. .QVAL SDTM BHEEF—4 v kT, RELREC Disposition (EREFHERKR) La— FIZ
study. WERE AR E #ER LT, Event (BR) % Et T 5=HICERATES, RELREC IZEIY
WELELEM? Disposition (#ERFHERIKR) La—F BIEHRIZDOLTIL, SDTMIGV32D+EY ¥ 3
ICBEER T2 -DIZERTES, v82%sHBOI L, T--DIS] 22T, R
R —I[E, SUPP--T—4+ v kD SUPP--
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Observation Domain Order CDASH CDASH Variable DRAFT CDASH Definition KX Jayv7 Data SDTM RYEVITES Controlled RELFOER
Class Number Variable Label [S Type Target Terminology
Codelist
Name
QVALDIEE LTHEMT D ELTAEETHD
. TMIHA. SUPP--QNAM % TDIS] .
SUPP--.QLABEL # [Caused
Study Discontinuation] &9 %,
Events N/A 45 —-CTRL Disease or Symptom | An indication that the [--TERM/ZEZ b [--TERM/Z | Char SUPP-- ZDIERIE. SUPP--T—42t v bD (NY) HEEE—BUICTOFILTESESAS, (
Under Control disease/symptoms are under controlat | Ew 4] (Fa> bk |REEYY] QVAL SUPP--QVAL D{EL L THMTE %, BIZ IFEE#ECH LT, BBRAOZRES
the time of data collection. A—LEAT [ [Fayro— ZD#BA. SUPP-QNAM = [CTRL] 2B B HBREOMEATIY FO—LEh
FITHMWELED | LShTUVE . SUPP--.QLABEL = [Disease or TWANERERT 2584 L)
17 ITh? Symptom Under Control] &9 %, #Z
HENDLEHE SDTM KA A VIZEET
B EICETHHBICONTIE, &=H
? SDTM £ & U SDTMIG #8BD &
Events N/A 46 --REAS Reason for the Event | A description of the reason for the ( [--TERM/ZEZR [--TERM/Z | Char SUPP-- ZOtERIE. SUPP--T—4tvy tD N/A T—HDEEHRT B8, ARUY—b
event. rEVII @) B [ RrEVY] -QVAL SUPP--QVAL D& L THMTE %, FIFEEERT DI ENHRINSD, Health
B [TTH/T | DEH FDi5A. SUPP--.QNAM = TREAS| Care Encounters (ARz - BfE%) OEHICIE
Lf=h] ? . SUPP--.QLABEL = [Reason for the . LACK OF EFFICACY (A#ittoxim) .
Event] &9 %, ZEENDEHE ADVERSE EVENT (BEE£R) .
SDTM FAA VICRET S LICET CHEMOTHERAPY ({t#&:%) . PHYSICAL
BHEBAICONTIE. ZFD SDTM H & THERAPY (EZ#i%) . INDICATION
U SDTMIG #8BnZ &, UNDER STUDY (GRERRIZDEIGAE) . NOT
INDICATION UNDER STUDY (GRER*ZR L4t
DFIGE) H'H 5.
Events N/A 47 COVAL [domain specific label] | A free text comment. [0 3T [ZFa kajL | Char CO.COVAL | ZhIE SDTMZEHICEETYEYS L [NA HEDOLI—FICETIIAV ERET D
ESIN-EM] T | THESN:: L, SDTM F—%4 v kT, CDASH =1z, BREERXTFRA DI —ILFE
TH? BRDEHEN EHD--COVAL L. CO FALVIZH BT BREMNHNIEL COVAL (n) 74—
—<3v] I+% SDTM Z# (M COVAL (COVAL2, LEEERALTERRERXTHFR FEREL
COVAL3) I2®vEYF&Ehb, CO . SDTM Z#® RDOMAIN. IDVAR.
FrASVIZET2EARERXOI A Y IDVARVAL, COREF #R T, TOBEAHMEE
k% RDOMAIN, IDVAR. IDVARVAL XTFRAbETOLO—FEREMFITS, 7
. COREF AL\ TMOLa— K &EE HIZDWTIE SDTMIG 28BN &,
1%,

Events N/A 52 --MODIFY Modified Term If the value for --TERM is modified for | N/A N/A Char --MODIFY [SDTM Target] 715 LIZEEHD N/A ChiE. CRFICERET D7 1« —IL FTIEAL
coding purposes, then the modified text SDTMZEHICEEY YEVTT 5, o ARYY—IE, a—FETOEREELT
is placed here. ANT %, a— FIEZE##E CDASH IZEMT

HEAE, —MBMICT—2IRDADMIE
WTHERT2EBE 2L YSKLBETHATRT S
ZETHD,
Events N/A 53 -LLT Lowest Level Term MedDRA Dictionary text description of | N/A N/A Char -LLT [SDTM Target] #15 LIZEEEHD N/A ZDT4—ILFiE, EARMIZ CRFIZIFEEL
the Lowest Level Term. SDTM EHICEHEY YEL YT 5, R LY, RRUY—IF, a—KEeT7oER%EE
KRB —(Z1%. Define-XML @ external LTAHNT S, ZOEHIE. MedDRA I—F
codelist attributes ZF|f L TEZ %0 LEHEXAVDBESICERATES, 12— Kt
— Rt 2HIcERSNHERL L4 % CDASH [BMNT 2 EHEE. —HRMIC
FON—2 3 VERTT B ENEF F—EIRTAVMIBWTHERAYTSER%:
Ihd, RRUY—E, A2F—4F FYRLABTHRT S ETHD.
EXEDOrigin hF LT, T—4HT
ASSIGNED| THHEZELRT H &
Events N/A 54 —-LLTCD Lowest Level Term MedDRA Dictionary Lowest Level Term | N/A N/A Num —-LLTCD [SDTM Target] #15 LIZEHD N/A CD714—ILFIE. ERMIZ CRFIZIFEREL
Code code. SDTM ZEHICEEYYEYTT5H, R T, RRUY—IF, a—FKEt7oER%&E
KoY —IZI. Define-XML @) external LTANT %, COZEHIE, MedDRA I—F
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Observation Domain Order CDASH CDASH Variable DRAFT CDASH Definition KX Jar7 Data SDTM Ty EVIER Controlled ERE LR
Class Number Variable Label [S Type Target Terminology
Codelist
Name
codelist attributes #F|FA L TE& %0 LRHEXAVDBEICEATES, 21— Fit
—FET 2 OICERSN-HER L Z#% CDASH IT:EINY S AL, —HRMIC
ZTON—2 a3 VERRT S ENEAE F—AIRXTAYMIBWTHAT 2ER %
Ehd, RRVY—E. A4T—4E FYRLLBHTHRT S ETHD,
EXED Orign hS LT, T—4M T
ASSIGNED] THAHEZERLHRYT 5 &
Events N/A 55 --PTCD Preferred Term Code | MedDRA Dictionary code for the N/A N/A Num --PTCD [SDTM Target] 15 LIZEHD N/A CDT14—JLRIE, EXMIZ CRFIZIFEREL
Preferred Term. SDTM ZE#ICEEYYEL T 5, R T, RRUY—IF, a—KEtT0ER%&E
RH—IZI, Define-XML @) external LTAHNT S, ZOLEHIE. MedDRAI—FK
codelist attributes #F|FA L CE& %0 LRHEXAVDBEICEATES, 12— Fit
—FET2-OIcERSh-BEL L Z# % CDASH IS8T /A&, —HRMI
FDN—2 3 VERRT B ENERF F—AIRTAUMIBVWTHERATSERE
Ihd, RARUY—E, AET—4FE FYRELBWTHART S ETHD,
EXEOD OriginflT. T4 T
ASSIGNED] THIEZERBRT 5 &
Events N/A 56 --SOC Primary System MedDRA Primary System Organ Class | N/A N/A Char --SOC TSDTM Target] #5 LIZEEHD N/A CD7 14— FIE. EXRMIZ CRFICZIFEEL
Organ Class description associated with the event. SDTM ZEHICEEYYEYTT5, R B, ARUH—IF, a—KitFo+REE
R H—IZ1&. Define-XML @ external LTAHNT %, COEHIE. MedDRATI—F
codelist attributes #FIFAL TEH % LBEHEZAVSBSICERATES, 21—t
— T 2-OIcERSh-BEL L Z# % CDASH IS8T HE/AIE, —HRMIC
ZON—2 a3V ERRTHIELHAE F—AIRXTAYVMIBWTHAT 2ER %
ENnd, RARUY—E, AF4T—4FE S YRLLBHTHRT S ETHD,
ENEZEDOrigin hS LT, T—4anN T
ASSIGNED] THIEZRBRT 5 &
Events N/A 57 --SOCCD Primary System MedDRA primary System Organ Class | N/A N/A Num --SOCCD [SDTM Target] 715 LIZEEHD N/A ZDT4—ILRIE, EAXRMIC CRFICIFEEL
Organ Class Code code. SDTM ZEHICEEYYEVTT5H, R T, RRUY—IF, a— K70 %&E
RUH—IZlE. Define-XML @ external LTANT S, COEHIE. MedDRAI—F
codelist attributes #FAL TEH %2 tHEZAVISEICERTES, 1—Fit
— e 5-DICERSI-BHERL Z4# % CDASH [ZEBMNY 2 EAE. —HMIC
ZON—2 3 VERRTHIELHAE T—AIRTAVMIBWTHAT 2ER %
hd, RIRUY—IF, AET—4FE FYRELBHMTHART S ETHD,
ENZEDOrigin hS LT, T4 T
ASSIGNED] THDHEZELRT 5 &
Events N/A 58 —-HLT High Level Term MedDRA Dictionary text description of | N/A N/A Char --HLT TSDTM Target] #5 LIZEEHD N/A ZDT4—IL Rk, EARMIZ CRFICIFEEL
the High Level Term from the primary SDTM EHICEEIYEVIT 5, X T, RRUHY—IF, a—KETOER%EE
path. K4 —IZlE. Define-XML 0 external LTANT B, COEHE. MedDRAI— K
codelist attributes #F|A L TEZ % LHELAVSSESICERATES, 1—Fit
—FEg b-OIcERSh-HELL ZE# % CDASH [TiBINT 2 EHIE. —iRMIIC
ZTON—2 3 VERTRT S EHERF T—AIRTAY MIBWTHEATZERE
Ihd, RIRVY—IE, A2T—3FE FYRELBHTHART S ETHD,
EXEDOrigin hF LT, T4 T
ASSIGNED] THHEEHRRT 5 &
Events N/A 59 --HLTCD High Level Term MedDRA Dictionary High Level Term N/A N/A Num --HLTCD [SDTM Target] #7135 LIZEHD N/A D7 4—IL R, EXMIZCRFIZIZHZEL
Code code from the primary path. SDTM EHICEEYTYEYST TS, R W, RRUY—IF, a—FKit7oExXZz@&
RoH—IZI. Define-XML @ external LTAHT S, ZOLEHIE. MedDRAI—F
codelist attributes #F|A L TEZ %0 EHELAVDSSICERATES, 3—Fit

© 2020 Clinical Data Interchange Standards Consortium, Inc. All rights reserved {5 « B - #ifl 22595,

2020-01-23

Page 24



Clinical Data Acquisition Standards Harmonization Model €5/ X—Y =3y 1.0

Observation Domain Order CDASH CDASH Variable DRAFT CDASH Definition KX Jar7 Data SDTM Ty EVIER Controlled ERE LR
Class Number Variable Label [S Type Target Terminology
Codelist
Name
—FET 2 OICERSN-HER L Z#% CDASH ITEINY S AL, —HRMIC
ZTON—2 a3 VERRT S ENHAE T—RAIRDAY MMIBWTHEAT SEE %S
Thd, RRVY—E. A4T—4E FYRLLAHMTHRT LI ETH D,
EXEDOrign hF LT, T—4M T
ASSIGNED] THAHEZERLHRYT 5 &
Events N/A 60 -HLGT High Level Group MedDRA Dictionary text description of | N/A N/A Char —-HLGT [SDTM Targetl 515 LIZEEEHD N/A ZD714—ILFIE, EERMIZ CRFIZIFEREL
Term the High Level Group Term from the SDTM EHI-EiEY v EV ST 3, R L, RARUH—IF, a—FKie7o+x %@
primary path. RH—IZI, Define-XML @) external LTAHNT S, ZOLEHIE. MedDRAI—FK
codelist attributes #F|FA L CTE& %0 LRHEXAVDBEICEATES, 21— Fit
— e 5-DICERSI-BHERL Z3 % CDASH [ZEBMNY 2 EAE. —AMIC
FDN—2 3 VERRT B ENERF FT—AIRTAYMIBWTHEAT 2ER %
b, RARUY—(E, A4T—42FE FYRELBHTHART S ETHD,
ENXEDOrigin hS LT, T4 T
ASSIGNED] THAHEZERLRT 5 &
Events N/A 61 --HLGTCD | High Level Group MedDRA Dictionary High Level Group | N/A N/A Num --HLGTCD TSDTM Target] #5 LIZEEHD N/A CD7 14— FIE. EXRMIZ CRFIZIFEEL
Term Code Term code from the primary path. SDTM EHI-EiEY v EVF T3, R B, RRUY—IE. a—Ft7oLex%E
R H—IZI&. Define-XML @ external LTAHNT %, COEHIE. MedDRAI—F
codelist attributes #FIFAL TEH % LBEHEZAVSBSICEATES, 12— Kt
—FET2-OIcERSh-BEL L Z# % CDASH T8I SE/AIE, —HRMI
FDN—2 3 VERRT B ENERF FT—AIRTAYMIBWTHEAT 2ER %
End, RRUY—(E AFT—42FE S YRLLBHTHRT LI ETH D,
ENEZEDOrigin hS LT, T—4anN T
ASSIGNED] THIEZERRT 5 &
2.3 Findings (FT/i)
Observation Domain Order CDASH CDASH Variable DRAFT CDASH Definition RAIX Jay7 Data SDTM IvEVITER Controlled EE EDERE
Class Number Variable Label [ Type Target Terminology
Codelist
Name
Findings FA 1 --OBJ Object of the Describes the event or N/A N/A Char --OBJ TSDTM Target] 715 LIZEE#O SDTMZE | N/A —-OBJFBEILTY v Ehdh, BEh
Observation intervention whose property is BICEEIYEVYT S, THY. EROBEMELTRO LN,
being measured in --TESTCD/-- NODFA KA VlE. BERARIH—IZ
TEST. LYUMERENB, CDASH X, COZEME
SR FASVTHEALTLS,
Findings N/A 1 -YN Any [Finding] An indication whether or not ( [RBTHESN fmAsm@ [ | Char N/A SDTM E#Icw v E> 4 LAWY, SDTM (NY) BRIRET—ANFEETINENERT
any data was collected for the Time frame] DRI/ RMEY Annotated CRF [Z1&. SO 7 1 —JLFIE H. HoW B CRF THEAT L LENTES
finding topic. ) FISHD R NEY | 4] [NOT SUBMITTED] &5 F 5. T4—LETHE, EILTF—FHY—=2y

91 BEBREICHLNE
L= ( [RERTH
E & ht= Time frame]
DFIEIZ) FAISHD [
MR LEY Y] pRES
nNELEZM? ; TRTO

ADI74—ILRELTHERSND, Zhid,
CRFIZHBMMDTRTDT 4 —ILFIZTDWT
CERPNEENGLOTHIRUERET S
o HlZIE, CHhiX, 1) DD KA VT,
TOFMBEBRNRESh TR EERT
=, 2) IE KAAL VT, CORBRICHERE

EERIOINRATIRTOERESHZRL
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Observation Domain Order CDASH CDASH Variable DRAFT CDASH Definition KX Jov7 Data SDTM IvEVTER Controlled RE DR
Class Number Variable Label [S Type Target Terminology
Codelist
Name
BEEEEH-LELE TWANESHERTEHICERESNS, -
me PERF (%, AEIShZHIE. RE. BENE
MBIz ESHITET IEEEIET S1-
HIZFERTRETHD,
Findings N/A 2 --PERF [Observation] An indication whether or not a [fashOMEEN] [~ | ( [-TEST/ | Char --STAT ZDT4—)LFIZSDTM EHICEE< v E | (NY) ZDT4—IL R, HESIIAE, BREF
Performed planned measurement, test, TEST/FEY 2] (@ [ | FEYY] VLI, SDTM ZEHOD--STAT IZfEZE A EIFBREAER SN E S HDOEE FINE
observation or specimen was HERE/ZRERNYY | (O [BIE N 2=HIERATES, CDASHZEHD-- THLOIERT S, BEMLZEEE. TN
performed/collected. TN A EEAER | BEpEE PERF A% [NJ THhlE. STOM EHMD-- ] ELTURETE, [NOTDONE (REH)
1 EhFELEM? YTV STAT MfiElL TNOT DONE (kEME) | TH 1 £ LT SDTM O-STAT ZE#IcwvEV S
1) o [E %, —-PERFA Y] THhiL. --STAT IF Ehbd,
ME/RER] 2 Null T#%H %, SDTMZEHDMAEDHE (i
ZIE. -CAT &--SCAT. --TPT) [&. BH D
BRENRERTH 1= LERTLOHIZER
b, CORKRTHNIE SDTMEHD
TESTCD IZ[E--ALL SA A S h, BYLRE
% (-TEST) hMR#tEN %, SDTMIGD T
Tests Not Done (HR&EXRZEM) | IET 5t
yLavESR,

Findings N/A 3 --TESTCD | Short Name of Short character value code for | N/A N/A Char --TESTCD [SDTM Target] #7135 LIZEE#HD SDTMZE | (-TESTCD) BEEARADT—2tEY bT+—Tv b BK
Measurement, Test | the test being performed. HICEEIYEVST D, SDTMEHD -- EHARDT—EEY b T+—T v bAEHBRT
or Examination TESTCD [&. --TEST TIREShi-fEM SR BBICHSLBELTHEATED, -

ETES, SDTMIG EHOD--TESTCD &-- TESTCD I&. BRFRT—% A—X&E7=I& EDC

TEST [£ SDTM TWETH 5. VRATLT, TOREDHREEZNET ST«
—ILRIZHT BEHMBELFEHLO—E (
#HlzIE, [--TESTCD_--ORRES] ) &L T
RUVEATHD, HRIERF. ZRK8XFET
WHETH D, KA UEFD--TESTCD O
— KR +E (BIZIE EGTESTCD,.
FATESTCD) [&. CDASHIG * % F—4% F—
JILTR#Eh D,

Findings N/A 4 -TEST Name of Descriptive name for the test ( [AIEBREIZE] O [IE/MRZE/ | Char --TEST ['SDTM Target] 135 LICEEEHD SDTME | (—-TEST) BELITEECRFIZILIYV rEh, B
Measurement, Test | being performed. Examples: ) BWIEMA [TIA/T |[BR] (& HICEETYELT TS, SDTMEHD - FELTROOENIEL, TH—LHBRERT
or Examination Platelet, Systolic Blood Ltt] 2 ) TESTCD (3. --TEST TURE St fEA SR BRENTVDEER, HSLORKLIZT

Pressure, Summary (Min) RR FTE5, SDTMIG EHMD--TESTCD &~ BE) 3 TRES] BEOXEERET
By i TEST 14 SDTM THEATH 5. BCEMTES, -TESTIE, ZOBRED
RESULT (#8) AIREENE T4 —ILFT
®» PROMPT (7R k) &LTHRVEAR
THd, FAAVERD-TESTOI—FY
A+ (BIZIE, EGTEST. FATEST) [,
CDASHIG A 2 F—A2FT—J)LTR#Eh D

Findings N/A 5 --TSTDTL Measurement, Test | A further description of -- [RIEMREZR] OF [BIE/M&Z/ | Char --TSTDTL TSDTM Target] 75 ALIZE#HD SDTMZE | N/A HMERERLECRFIZILIYV LTS
or Examination TESTCD and --TEST. MERIIE [TTH/ | ZE] #H4A HICEEIVELIT B, CTENHERSIND, T+—LNREXTHE
Detail TLEM] 2 (%7 RENTWRBEFE. HSLORHLIC T

&) . RER BEONEERHITSHIL

NTED,

Findings N/A 6 --CAT Category A grouping of topic-variable ( [AEMRERZERER | [AhTTY |Char --CAT [SDTM Target] 715 AIZEE#HD SDTMZE | N/A ARV —EROHFIHETH D, hi
values based on user-defined | 4> F)L] @) [44F | —/hFTY BITERIYEVTT S, CRFFELRBANEENRH LIZHSC EAK

characteristics. [T —H] ([ | —fE] £5<. ERBEENAET AEMICEH L

[TEA/TLEN] ? Null WeEzZ5N5, --SCAT L. --CAT BEFEHE

THEBICDHERATES, CDASHIG * %
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Observation
Class

Domain

Order
Number

CDASH
Variable

CDASH Variable
Label

DRAFT CDASH Definition

SRR

Data
Type

SDTM
Target

ITYEVITER

Controlled
Terminology
Codelist
Name

RELOFR

T—A2T—TJILEIIL SDTM IG [ZHIA R
ShTWb, BRMNAHESIAIEE, TOERE
F. BERMICARUY—FZENI—FYX b
IB#iEhd, J+—LhERBATHERSL
TWa5HAIE. B LORELIZ TAFTY
—1 BEDNEERBTH_ENTED,
CDASHIG * 2 T—# F—J)L&E =L SDTM
IGIZHIARES TS, F: IERASY
Tl&. CDISC Controlled terminology (
CDISC #i#llfsE) (IECAT) ##M¥ 3.

Findings

N/A

--SCAT

Subcategory

A sub-division of the --CAT
values based on user-defined
characteristics.

( [RIERERER
YrINl @) (84T
I HhT 3 —IB ]
I3 [Th/TLE=M

17

[ (RAA
D RIB TR
YIhTI
=1
Null

Char

--SCAT

ISDTM Target] 15 LIZEEEHD SDTM ZE
BICEETYEVYT 5,

N/A

AR —EROHHAETHD. hiE
CRFFIFANEEDRELIZHE I LAR
%<, EREEIRET HERMICEE LK
WeEZ5N5, --SCAT (L. --CAT BEFHE
T RGEICOAMEATES, CDASHIG » 4
FT—A2T—TJIILEIIL SDTM IG [ZHIA R
IhTW3, BlNHShIEE, TOEE
F. EXRMICRARUY—FENDI—FY R+
IZB#Shbd, T+r—LPRBATHERSL
TW3BAIE, hSLORKBLIZ THTHT
TJ)—) BEDXEZRBTHENTES
o --SCAT [&. --CAT B EHET 5RICDH
#ERATE%, CDASHIG *4T—42F—T)L
F1=[& SDTM IG IZHIARBEESh TS,

Findings

N/A

--ORRES

Result of Finding in
Original Unit

Result of the measurement or
finding as originally received or
collected.

( [RIEREORIER
FHie LTl o) [#HER
18/ (HERE) DR
3] [T¥h/TLI=A

1~

[--TEST »
>0fE] (
D [HERIE
1)

Char

--ORRES

ISDTM Target] 15 LIZEEEHD SDTM &
HICEETVELVIT S,

N/A

IFLAEDH T, -ORRES DEMXE LU
BEI7OVT k&, -TESTIZHAERLDT
H%, --TEST DfElL. ZDEED RESULT
(#ER) MREEINETA—ILFTD

PROMPT (FR> 7 k) &LTHRLERAT
HBd, T+r—LHBREXATHERSATLSE
Bl. hSLORELIZ THE] HEDXE
ERHITHILNTED, HEREMEMTRIC
HASINBCRFTIX. FAVT +ELUVE
FXIZiE, AR S NI-HBRED R
TIRELCE] ELTRESTNBHIEERBT
=5,

Findings

N/A

--ORRESU

Original Unit

The unit of the result as
originally received or collected.

( [MEBRERE] O
) BELEA [TIA/T
L=t 2

B

Char

--ORRESU

[SDTM Target] 15 AIZEEHD SDTM &
HICEETVELVIT S,

(UNIT)

~-ORRESU NEMIXELVER TO VT M &
. -TESTIZHAERGEENH L. EFEEEN
THERAMTCANT2T74—ILRERITDH LY
b, AETHNE, BETSHREERE LD
ISV CRFIZFLTY L FLTHLIRETHD
. £ : CDISC Controlled terminology (
CDISC ##IFzE) (PKUNIT) [&. SDTMIG
D PP KA UTERAESA, (VSRESU) (&
. VS FASUTHERAEND,

Findings

N/A

10

--DESC

Description of
Finding

Text description of any findings.

( [RIEMRERZE] O

) [RER/E] ¥ [T

IATLEN] 2 5

RiZ [ER/RBIRAIR
R —EHRORE] [
TYMTLEM] ?

Char

--ORRES

(L SDTM EHICEEY v EV T LA
. SDTMHET—4+ v F T, CDASH 7«
—ILFD--RESH TEH] THNIIEL. SDTM
EHD--ORRES & U--STRESC IZ
CDASH 7 4 —JL KD--RES DfEZ A DT 3
. CDASH 7 4 —)L KD--RES DA TEF

N/A

TOZEHER (FIZIE, Normal [EFE]
/Abnormal [£#] ) (£, CDASH 74 —JL F
MD--RES #ALWTIESh, BERRIE.
CDASH 7 4 —JL KM--DESC ZALVTIRE S
hd,
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Observation
Class

Domain

Order
Number

CDASH
Variable

CDASH Variable
Label

DRAFT CDASH Definition

SRR

Data
Type

SDTM
Target

ITYEVITER

Controlled
Terminology
Codelist
Name

RELOFR

1] ThHhiE. SDTM E#D--ORRES [
CDASH 7 4 —JL K®D--DESC #A 1T %,
¥EEMALT--DESC THELE-FAR%Ea—
FiEd 315&1&. SDTM EHD--STRESC [
HEOHEKXEEANL, -MODIFY [2a—F
EICAW=T*X FEBELTANT S, -
DESC THET HFREa— FELAWSES
%, SDTM ZE#HD--STRESC IZ CDASH O--
DESC 74— K& AHT S, SDTMZEH
D--NRIND (&, B THNIE TNORMAL (
IE®) | £1=(X TABNORMAL (%) | #
ANT 5,

Findings

N/A

11

-RES

Collected Result or
Finding

The result of the measurement
or finding as originally received
or collected.

( [AIEMREZE] O

) [#ER/E] 13 [T

FINTLEA] 2 %

RiF [ER/ERBEAIR
R —FRORE] [
TIMNTLEM] ?

[--TEST #»
>0fE] (
D [FERIE
1)

Char

--ORRES

(L SDTM EHICEEY Y EV S LA
o YYEVIDRERFEREIKET D, &
—2AZ 1: CDASH 7 4 —JL FD--DESC # /A
WCTEELGHKREEEB L T, Normal (EH
) . Abnormal (&) (FfzIZthnFEML
=8 4 TD54E T Absent [#] . Present [
Al ) #RET B=HIZFERAT S, SDTM
BET—4 1y T, CDASH 7 1 —JL FD-
-RES A' TNORMAL (IE#) | THNIL.
SDTM Z#?M--ORRES # & U\--STRESC [Z
CDASH 7 4 —JL FD--RES DfEZ A HT 3
o CDASH 7 4 —)L FD--RES A T
ABNORMAL (£#%) | THIIE. SDTME
#D--ORRES [Z CDASH 7 4 —JL KD~
DESC #Ah¥ %, #HEZMHL\T-DESCT
WMELFAREI— FET BHEE. SDTM
EHD--STRESC ITHEBEOEAREFEAAL.
~-MODIFY [2a— FEIZAW =T+ X L &E
ELTANT S, -DESC THETIHREE
a— RIELEWNEEIE. SDTM EHD--
STRESC IZ CDASH ®--DESC 7 1 —JL K%
ANT B, SDTM EHD--NRIND (&, #H]
THhhlE TNORMAL (EH) | Ft=l& T
ABNORMAL (%) | 2ANT %, 7—R
2: CRF T--RES #HUL\THEELL S hT-E (
FlzIE, a—FYRF) #IREL, T
OTHER (Z0fth) | DIEZEHBIHE.
CDASH 7 1 —JL F®D--RESOTH #H T,
I'Specify Other (ZDith % EAMIZEEA)
THHEZXDTFRA MEZIRETE S,
CD74—ILFZEERYT S5A. CDASH 7
4 —JLRE®D--RES 7 4 —JL FIZEEZEShi= T
OTHER (Z®0fh) | DfEIX. SDTM ZEH0D-
-STRESCIZ¥ vy E>% L. CDASH 7 14 —
JU ED--RESOTH D ElL. SDTM ZEHD--
ORRESIZ¥ v EY5 9%, SDTMIG D+
933241272588,

N/A

CDASH 7 4 —JL K®--RES [&. IR&E L 1=
B SDTM ZEHD--ORRES [CEET Y EY
JENTHLT., v EVT LB TIEES
HWMESICERT 5, HIZIE. 1) CRF T--
RES Z##AL T, Z#fbshi-BExIREL.

TOTHER (ZMfth) | DIEZESH. Specify
Other (ZMith#x BIRMIZEEA) ZUET S
BE4 2) Normal (IEE) +> Abnormal (£
%) #AVT-RES #INE L. BEDREFHE
KT BHEENH D,
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Observation Domain Order CDASH CDASH Variable DRAFT CDASH Definition KX Jov7 Data SDTM ITYEVITER Controlled RE DR
Class Number Variable Label [S Type Target Terminology
Codelist
Name
Findings N/A 12 --RESOTH | Result Other A free text result which provides | ZDABIREhiz1H5E | [AE/AA | Char -ORRES | 2O CDASH 74 —JL REFEAT 254, N/A CRF T--RES AL\ TIEE{L SN -EZIRE
further information about the . [AESRBERER |1 %2 (20 CDASH 7 1 —JL KO—RES TlRgEahn 3 T L. TOTHER (20ft) | OEZEH 55
original received or collected | 421 itz B ke OTHER (ZOfth) | OfiElX. SDTM ZEHD- &. CDASH 7 4 —JL K®--RESOTH £ L)
result. 258 AJERBA/ -STRESC IZ¥wE Y% L. CDASH 7 1 — <. [Specify Other (Z0#h% ERMIIZEA
HE] JLU FM--RESOTH M 1ElX. SDTM ZEHD-- ) ] TCEHEERXOTHFR MEZXIETES
ORRESIZ¥ v EYJ 9%, SDTMIG D+ o
Hav 4127288,
Findings N/A 13 --RESCAT | Result Category A categorization of the result of | ( [BISEARZE/ZR] D [--TEST] | Char --RESCAT | TSDTM Target] h35ALICEEEHD SDTMZE | N/A ARV —EEOHFIAEZEA LD, -
a finding. ) HWROATITY—IIA | OFERDH HICEEIVELVIT B, [EE AT R D MALIGNANT (Ef%) Ff=I%
[TEFITLEM] ? F3Y— BENIGN (Bi%) . BEEHIZHMED
RESISTANCE VARIANT (E#iZE{K) . T
: MS K44 >Tl&, CDISC Controlled
terminology (CDISC #i#lIFE) (
MSRESCAT) %#{#R7 5.
Findings N/A 14 --ORNRLO | Normal Range The lower end of normal range ( [BlEfE/ZE] o0 | EE&E® | Char --ORNRLO | TSDTM Target] © 5 LIZEEED SDTMZE | N/A --ORNRLO [ZEFHAFTRICK L TOHFA DT
Lower Limit- or reference range for ) BESGFEOTRIZE [ | TR BICEEIVEVYTT 5, RETHD, SDTM EHD--STNRC (£, 3F
Original Unit continuous results stored in -- TEMNTLEM] 2 MR IZH L TDAIANTRETH D,
ORRES. HEDT—R(E. BRREEE-EETH
BHALIBTELNLLAAEL, BBT—D
NLTRBFESN TV LERBBEFE - EPRRE
HEOREBET—42,h5, BHTHZELTH
M d LA,
Findings N/A 15 --ORNRHI | Normal Range The upper end of normal range | ( [BlEARE/ZR] @ | EE&HEHED | Char --ORNRHI TSDTM Target] 15 ALIZEE#H D SDTMZE | N/A --ORNRHI [ZEFHIAFTRICK LTOHFA DT
Upper Limit- or reference range for ) BEHEOERSA [ | ER BITEEIVEVITT S, RETHD, SDTM EHD--STNRC IF. JE
Original Unit continuous results stored in -- TEMNTLEM] 2 MR IZH L TDARANTRETH D,
ORRES. ChEDT—8(k, BRBREEEIFETFH
BHSRBTELINE LG, SBT—T
NVITBRBFESN TV LERBBEE - EPRRE
BWEOEEEBT—4Hh5, BHT DI LLT
M E LA,
Findings N/A 16 --CSTNRC | Collected The normal references ranges ( [AEBREZE] @ |FEEas# |Char --STNRC TSDTM Target] 15 AIZER#H D SDTMZE | N/A XFROIEFREL L THRESN D EETTER
Character/Ordinal that are expressed as ) ERGEEGERIM [ | HEE HICEETVELVIT S, T, FEEATIV-ERTHEISRSNT
Normal Range charact_ers ("Negative to Trace" TEMNTLEM] ? WABANDEEGERATANTRETHD, <
) or ordinal (-1 to 1). NSOT—5(E. BRRESEEETHRE
MoEBTESLNE LhiEL, SBT—JIL
[CRESA TV S ERBEF (TP RIEER
EOREEEBT—2M5, BHTBHZELAEE
e Lhil,
Findings N/A 17 --NRIND Normal/Reference | An indication or description WEIN-EE [HE [E#/E%/ | Char --NRIND [SDTM Target] 75 AIZEEHD SDTMZE | (NRIND) HAEHRE (L, --ORNRLO, --ORNRHI, --
Range Indicator about how the value compares | Ffl/IE%] SEERNTE %381 #E HICEEIVELS TS, STNRC. FrIthOEBRHEEIZIYESE
to the normal range or DESITHE [LETH | EDHEEK EINBIENHD, THARERIZTOTS
reference range. ILELEM] 2 LICKYBEEFRITRESNGEWEEIE.
Reference Range Indicator (H#EFFAIEZ)
(il Z (£, Y. N; HIGH, LOW ; NORMAL
; ABNORMAL) #&%HTH &L\, BERME
BETTOITHERTRETEAL,
Findings N/A 18 --STAT Completion Status | The variable used to indicate [--TEST] & [ET/E | REH Char --STAT [SDTM Target] 715 LIZEEEH D SDTMZE | (ND) CDASH --PERF 7 4 —JL FORDHYIZ, Ft=
that data are not available by EIEMEHD/EE] Sh HICEEIVYELI TS, RESIEHE [FFHIZHZ T NOT DONE (kEHE) Fi-=
having the site recording the | g4 cLim? ; ([ 1%, Origin (Define-XMLDATL) = T [ENULL (L) & LTEEQENIRES h
value as "Not Done. ~TEST] #%) [E%/5 CRF] . BABEEXTFR FELERKIY BBIORMERT . . —HHISE. BE
fli/ R/ EEIER] Sh —EED) A FEEDMD Y —ZAH 5-- A NOT DONE (REME) THo=C &L ER
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subject relevant to the collection
of the measurement.

) SARBGLZER [(TY
MTLEM] 2 F0&
[RIEMRE] & [Eh/
ERE] L= S RERAL S AT
fr [T¥h/TL=M]

?

HITEEIVELTT S,

Observation Domain Order CDASH CDASH Variable DRAFT CDASH Definition SR Jov7 Data SDTM IvEVTEMR Controlled REFOER
Class Number Variable Label [S Type Target Terminology
Codelist
Name
HhSIGEEICIEET S REASND ICAA S =B &L, Origin=T FTFIVvIRYIR, TDT4—ILRERE
o DERIVEDJ &9 %, . THIET, T—EANREENGEN o128
[ZHERDT 4 —IL FAERMIZZEZRICE-T
WBEERARTHOENTED,

Findings N/A 19 --REASND | Reason Not Done | An explanation of why the data [fRNEYYIT—4] [[E%&/4n g/ | Char --REASND | FSDTM Target] 515 AIZEE&HD SDTMZE | N/A ARV —EEOHFAENMERATES, T

are not available. BRAR S —FED | REBE/EF HICEEYYELTT B, —APFIATEGVEBRZ, ARV Y—FE
FEE] A (INE/EEZE | @S] & DaA—FYR b BIZE BBEORE. HER
EHE/EE] Shigh | hibhot: EDEELE) MroFERLTH, BHEER

ST-EBHEE [TTH/ | EH DTHFRAFELTAALTHEL, -
TLEA] ? REASND %M Y 515&. --STAT [Z SDTM
R=ZDT—2EY MIHANTRETHD
Findings N/A 20 --NAM Laboratory/Vendor [ Name or identifier of the vendor | #IFAL= [Ro4—]1 @ | [Ryv&— |Char -NAM TSDTM Target] 715 LIZEE#HO SDTMZE | N/A EEBEERLANILTAVY—2FRELL
Name (e.g., laboratory) that provided | £ F[&faT L f=h 2 £ HITEEIYELTT B, WEE., FRERBETERORN VY —%
the test results. FIAT 5BEIE. CRF TIRET 5 EAHEE

Ehd,

Findings N/A 21 --LOINC LOINC Code The Logical Observation LOINC a— KI(fa [T LOINC a— | Char --LOINC TSDTM Target] 75 AIZEE#HD SDTMZE | N/A N/A
Identifiers Names and Codes FTMNTLEM] ? N HICEETYEVTT S,

(LOINC) code for the topic
variable such as a lab test.

Findings N/A 22 --SPEC Specimen Type The type of specimen used for | #AD % A4 F(ZfA] [T | BADS A | Char --SPEC [SDTM Target] 715 LICEEEHD SDTMZE | (SPECTYPE) N/A
a measurement. MNTLEM] 2 7 HISEEIVEVTT B,

Findings N/A 23 --ANTREG | Anatomical Region | The specific anatomical or ( (&S RikHE8] 0 (#8144 /lg25/ | Char --ANTREG [SDTM Target] 75 ALICEEEHD SDTMZE | N/A SDTM ZE#?D--ANTREG [&. SDTM ZE#®D--
biological region of a tissue, ) BREMEEIFERS | B 05 HICEEIVELTT D, SPEC DEHEBMF &L LTERSNS,
organ specimen or the region B [TEH/TLE IRERL
from‘which the §pecimen is IS
obtained, as defined in the
protocol, such as a section or
part of what is described in the -

-SPEC variable.
Findings N/A 24 --SPCCND | Specimen Condition | The condition of the specimen. | #R{ADRKEFES [TT | BiADIKE | Char --SPCCND | TSDTM Target] ©h5 LIZEE#H D SDTMZE | (SPECCOND) YUTINOREERTIZELSN-TER
MNTLEA] ? BICEETYEVYT B, (5l % (£, Hemolyzed [&mn] . Lipemic [
BERAMOAE] ) o
Findings N/A 25 --CSPUFL Collected Specimen | Anindication about the usability | (Z D#A®D) FIETRE | BADFIE | Char ~-SPCUFL | ZhlE SDTMEHRICEETYEVS LWL | (NY) N/A
Usability Flag of the specimen for obtaining HEES [TIFA/TL A BEME . SDTM ¥—4+t v +T. CDASH Z0--
the test result. =51 2 - COBRIKILE CSPUFLA* TY) THNIE, STDM EHD--
FWEE [TIAVTLE: CSPUFL OfEIX TY] T#H%. CSPULF M
M 2 INJ THhlE, --CSPULF [E Null TH 3.
Findings N/A 26 --POS Position of Subject | The position of the subject CRIEMRERTRAERE | AL Char --POS ['SDTM Target] 135 AICEEH D SDTMZE | (POSITION) E: VS FAA > TI&. CDISC Controlled
During Observation | during a measurement or BARIAIRER] B HEER HITEEIVELTT S, terminology (CDISC #i#%IFzE) (VSPOS)
examination. EZEDRELTLE=N? EHEAY %,
; ([AIERERERER
ARREUY > TILERER]
BFID) WBREBORMITE
STLEM?
Findings N/A 27 --LOC Location The anatomical location of the ( [AIEAREIZE] O | BRI Char --LOC ISDTM Target] ©5 AIZEE#HD SDTMZE | (LOC) TLTYr bERIFIRELTE &L, -LOC

&, BRBELERET 2-DICOAMERT S
o BAREMIZFHL (BT BICIE. -LAT. -
-DIR, --PORTOT #&H7 5%,
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Observation Domain | Order CDASH CDASH Variable DRAFT CDASH Definition SR Jov7 Data SDTM IvEVTEMR Controlled R L OERE
Class Number Variable Label [S Type Target Terminology

Codelist

Name

Findings N/A 28 —-LAT Laterality Qualifier for anatomical location | ( [BIEARZ/ZE] @ | Al Char —-LAT TSDTM Target] 15 ALICEEEH D SDTMZE | (LAT) -TEST OEIDAIMEZE S SICEHEMIZT 5,
further detailing the side of the | g {k&pfizon) AIMEIEMA [ HICEEIYEVIT D, TLI U b FELFIRELTE KLY,
body. TEATLEN] ?

Findings N/A 29 -DIR Directionality Qualifier further detailing the ( [AEBRERZE] O |HAMK Char -DIR TSDTM Target] 715 ALIZEEEHD SDTMZE | (DIR) -TEST DEMEDHFEEE S SICHMIZT S
position of the anatomical BAEEIOD) AR HITEEIYELTT B, (HIZ1E. ANTERIOR [#f7#] . LOWER [
location relative to the center of | [wgfycLt=p] 2 T#] . PROXIMAL [ifift] ) . FLTY
the body, organ, or specimen. VhERFIRELTE &L, RRUH—IE,

HMERAEOY Iy YR FERAWT, 20O
T—%/ % CRF CTIRETE S,

Findings N/A 30 ~-PORTOT | Portion or Totality | Qualifier for anatomical location | ( [BIE/ARE/ZE] @ |&o2EE | Char --PORTOT | I'SDTM Target] 715 AIZEE# O SDTM%ZE | (PORTOT) ~-TEST OO H E(ELEES 5125
further detailing the distribution, | Bz ®) EHE-1E | 4 HICEEIVELTT B, MZF D, TLTYD RFERIFIRELTH &
which means arrangement of, 2K [TTATL L,
apportioning of. t=t] 2

Findings N/A 31 --METHOD | Method of Test or The method of the test or ( [AEMBRERE] I |AZE Char --METHOD | F'SDTM Target] 75 AIZiE#d SDTMZE | (METHOD) £ : EG KA A > TI&. CDISC Controlled

Examination examination. FRLE) AEFATL HIZEEIYELST B, terminology (CDISC #i#| ) (
= EGMETHOD) %{ERY %.
Findings N/A 32 --LEAD Lead Identified to The lead or leads identified to ( [BEMREZE] O |Lead Char --LEAD [SDTM Target] 15 AIZER#D SDTMZE | N/A 3 : EG FAA > TIl&. CDISC Controlled
Collect capture the measurement for a | ZF{fi(=f&f L 1=) Lead HICEEIVELIT D, terminology (CDISC ##IfAzE) (EGLEAD
Measurements test from an instrument. X4 [TTA/TLED ) ERT S,
12
Findings N/A 33 --CSTATE | Consciousness The consciousness state of the | ( [BIEMARE/ZR] O | BHKE Char --CSTATE TSDTM Target] 15 ALIZEE#H D SDTMZE | N/A N/A
State subject at the time of FRT) HWREDEHK HITEEIYELVTT B,
measurement. BlEES [TFhITL
f=h] 2

Findings N/A 34 --FAST Fasting Status An indication that the subject ( (REOERRY VT |#E Char --FAST [SDTM Target] 715 AIZEE#HD SDTMZE | (NY) N/A
has abstained from food/water | jLD$EE] B7IZ) #WHERE HICEEIVELS TS,
for the specified amount of IHEBRE [TTH/T
fime. L=t 2

Findings N/A 35 --EVAL Evaluator The role of the person who (RRUY—EHOME | [FMEH/ER | Char --EVAL [SDTM Target] 15 AIZEE#HO SDTMZE | (EVAL) MG BIRIE. HBEIAFRLFTL—TIZ
provided the evaluation. D) FRERELE-DEE | EE] HICEEIVELTT B, LYEZ L) BRIZHLTOAERT S

HTIA? ; FHEE L o TLTYURLTH, MELTHEKL,
TLf=M? RARUY—(&, HHEAFOY Ty YR+
EZAVT. COT—H % CRFTIETED

Findings N/A 36 --EVALID Evaluator Identifier | An identifier used to distinguish | (RARUH—FHEDHEE | [FHfE&E/#R | Char --EVALID ['SDTM Target] h 35 AICEEH O SDTME | (MEDEVAL) N/A
multiple evaluators with the EREIRMBLE) [EE | 45E] D HICEEIYELST B,
same role recorded in -EVAL. | 2 speeze] ¢ D

[ [TEA/TLIzD
17
Findings N/A 37 --ACPTFL | Accepted Record An indication that the evaluation | 2O La— KFI& [ZIFA | [ZIFAh |Char --ACPTFL TSDTM Target] 75 LIZEE#HD SDTMZE | (NY) RO E HE R F 1= (X RGO % R4
Flag is considered, by an hiohf-I&ED] FHE Y (Vi3 HICEEIVELTT B, TRBEICERT D, — RIS, FENZ
independent assessor, tobethe | vz 22 h [£9 | 0] i FAnGNI-Z &E%ERT TY] Ffld TNULL
accepted or final evaluation. AELEM] 2 | DEELOF TV IR IR THD,

Findings N/A 38 -TOX Toxicity The description of toxicity [NCICTCAE/IRE 4] [NCI Char --TOX [SDTM Target] ©5 AIZEE#HD SDTMZE | N/A AR —IE, -TOXZRELLGNI %R
quantified by --TOXGR such as | &t n il [TT | CTCAE/R HICEEIVELIT B, RLTD &L, ETRHE, RRUY—(F
NCI CTCAE Short Name. MNTLEM] 2 EL] 0= . Define-XML 3X&® Sponsor Comments (

* ARV —DaAAT L) OASLICERLE
RELZON—DaVvERRIRNETH D,
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Observation Domain Order CDASH CDASH Variable DRAFT CDASH Definition KX Jov7 Data SDTM ITYEVITER Controlled RE DR
Class Number Variable Label [S Type Target Terminology

Codelist

Name

Findings N/A 39 -TOXGR Toxicity Grade The toxicity grade using a [NCICTCAE &M/RE | [NCI Char --TOXGR TSDTM Target] h35LIZEEEHD SDTMZE | N/A AR —IE, -TOXGR #WRELAEWZ &
standard toxicity scale (suchas | 2] 4 L— FIZfil [T | CTCAE &tf HICEHEIYEVITT B, FERLTE &L, NWETBHEE. RKRUY
the NCI CTCAE). FTHNTLEM] ? IREZ] ® —I%. Define-XML XZE @ Sponsor

FL—K Comments (RIRUH—DaArU k) DHS
LIZERALEZRELZON—D 3 VERHRET
RETHD, F: ZOEHIHLTCDISC
Controlled terminology (CDISC #t#IFzE) (
TOXGRV3) #Ff=[& (TOXGRV4) HMEAT
BB

Findings N/A 40 --SEV Severity Finding The severity or intensity of a (FRR®M) EEEEME [ | EHEE Char --SEV [SDTM Target] 75 LIZEEEH®D SDTMZE | N/A N/A
particular finding. TIMTLEM] 2 HICEEIVEVTT B,

Findings N/A 41 --DTHREL | Relationship to An indication of the relationship | C OFTRIEKERZFORET | BT EDRA | Char --DTHREL [SDTM Target] 735 LIZEE#HD SDTMZE | (NY) N/A

Death of a particular finding to the CHEBEEEAHY [FT | RER HIcEEITYEVSTT B,
death of a subject. MNELEA] 2
Findings N/A 42 --CLLOQ Collected Lower The collected lower limit of ( [AEMRE/RZE] O | EETR Num --LLOQ CHILSDTMERICEET Y EV T LG | NA CNLEDT—AIE. BEREEE-IXE T
Limit of Quantitation | quantitation for an assay, ) EETRIEMA [TTH . SDTMT—#4+t v T, CDASH Z#0-- BHDSEEEMGTE., CRF TIHIRE L ALY,
represented in text formator as | L1zm] 2 CLLOQ [£. SDTM ZEH®D--LLOQ =% v E BfIlE, SDTM ZE#D--STRESU T L1
arange, such as less than a V545, Hfilf, -STRESU CEMLT BETHD, Chid. BEOREGEDEY
specified numeric value. BfIiL¥ B, TERTIEEL, SDTMZEH® --LLOQ I£.
HETAALGETNIEZE DL,
Findings N/A 43 --CULOQ Collected Upper The collected upper limit of ([AIEBERZR] O |E2LR Num --ULOQ (L SDTM EHMICEEI Y ELS LA | NA NEDT—2IE, BRREEE-ETETH
Limit of Quantitation | quantitation for an assay, ) EELREMA [TTH . SDTMT—%4+t v T, CDASH Z#0-- BHSEEIMGTE. CRF TIHIRE LAY,
represented in textformatoras | /=] 2 CULOQ I&. SDTM Z#®--ULOQ 2% v E¥ B{IlE, SDTM ZE#HD--STRESU TR L1
arange, such as greater than a 545, Efilf, -STRESU CEA LT BETHE, chid. BEOREHAOER
specified numeric value. BfiLd 3, ERTEAL, SDTMZEH® --ULOQ [F.
BIETAALGTFNIELZ S0,

Findings N/A 44 --COND Test Condition Met | An indication whether the [FRbaLTHESH [HESNf |Char SUPP-- C DTERIE. SUPP--.QVALDfEEL LT (NY) N/A
testing conditions defined inthe | f-ig & LM ZHE- L [F | REEHA~ QVAL SUPP--F—#%+ v kT, SUPP--.QNAM =
protocol were met (€.g. Low fat | gz L1z 2 DEE [--CONDJ # SUPP--.QLABEL = [Test
diet). Condition Met (REFHES) | &£ hIE

CRETES.  RESNOEHE SDTM KX
A VICERET A EICET BHBIZOVTIE
. ®&FO SDTM LU SDTMIG 28BN

&,

Findings N/A 45 --CLSIG Clinical Significance | An indication whether the test ( [BEBE/RZR] O ( [RIE/M# | Char SUPP-- ZDIEHRIE. SUPP-.QVALDIEE LT (NY) N/A

results were clinically significant | ) #t8 (-(ZEERAIZMERE | B/Z®R] @ .QVAL SUPP--T—#4+t v kT, SUPP--.QNAM =
KoY [FFhV/ELE |) BRERME [CLSIG] /D SUPP--.QLABEL= T
M 2 E- Clinical Significance (ERFRMIER) | & h
IE, RETES, . ZESNDEHE SDTM K
A VICERBT S EICETHEHRAIZONT
. &FD SDTM & U SDTMIG =SB D
Z&,

Findings N/A 46 --REPNUM | Repetition Number | The instance number of atest | COBIEDHANTRE | REEK Char SUPP-- ChIE SDTMERICEET Y EL T LA | NA NEERTOREREDORERKIE. CRF
that is repeated within a given | E#({AEIT L1=A? -QVAL . COIERIT. SUPP-QVAL DIEEL LT IZ Pre-print LTHEWLTH &L Bl IE, mE
timeframe for the same test. SUPP--F—#4+ v kT, SUPP--.QNAM = OEBERE E 1 (TH > TILOEHRE S )
The level of granularity can [--REPNUM] D SUPP--.QLABEL = T o
Vw?t?]/i’neég\‘lis\?fthln atime point or Repetition Number within Time Point (B =

' NOREEE) | LThiE RETES, .
ZENDLEHE SDTM KA VICERET S
C LT BHEBITONTIX. BREHD
SDTM & U SDTMIG #8BBND &,
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Observation Domain Order CDASH CDASH Variable DRAFT CDASH Definition KX Jov7 Data SDTM IvEVTER Controlled RE DR
Class Number Variable Label [S Type Target Terminology

Codelist

Name

Findings N/A 47 --DATFL Same as Previous | A flag indicating that the date COERBKE. (& (FH&/BZE | Char N/A SDTM E#IZT v E> 4 LY, SDTM N/A —EDRIKE 1 DD CRF 7+ —AIZREHT
Sample Collection | (or start date) is the same as BRIBEDERYVTIL | D) (EX/ Annotated CRF Tl&. SO 74 —/L KM T 5BE. COISTEBR/I—ILED KA
date the previous specimen ) (REERLE/ORER |HUTL0 NOT SUBMITTED) TH3 5. EiT 5. ELTHEATED LS. COTA—ILEE

collection date (or start date). | yegey L) BERLE |)  (REVIR BIE LEENTD, TORRE. COBRE
ISR [LEITH/LE |BRKRT) B OFEWMADN (—EDBRFRRT) HEITHERN
Lfzh] 72 ERABM LE-BRAEDOERALRILTHALIZ L EZEKRT
%, BEECRFTFzv IRy IRELIE
LmEANDRYIRTHD, hiFEIC
PC FAAL VTERAENDS,

Findings N/A 48 --ENDATF | Same as Current A flag indicating that the COFERYBUTILOFR | RED (| Char N/A SDTM ZE#IZT v E> 4 LY, SDTM N/A —EDEHY > TILHERFERE 1 D0
Sample Collection | specimen/sample collection WiE. REOEXRYY |XKHFUTL Annotated CRF Tl&, SO 74 —JL AT CRF 74 —LICEBRT 258, CDIS55%
start date ended on the same date as the | 5,y izERBIsA B L AL | ORED B NOT SUBMITTED] TH5E. 57T 5. B 74 —LEDO RAELTHEATES LS

gghf;}ﬁﬂi‘{;fﬁpec'me" BIZ#T [LETA/L 48 ERBE 12, SOT7 14— REBREDRREHLE & HE
' FlLfzM] 2 P Efttd, FOERIE. COEXRYUTIL
BRIO#ET BNREDERZFRIROBREB
LRILTHEILEEKRT D, BEEIECRF
TFzv IRy I REFRLEFELEAEFANSRY
DATHD, NIEEIZTPC KAALTHER
Ehd,
Findings N/A 49 COVAL [domain specific A free text comment. [FatalTHESN | [FB R |Char CO.COVAL | Chix SDTMZEHICEET Y EL S LY | N/A BEDLI—RIZET R34V FERET S
label] =8 » ILTHES . SDTMT—%+w kT, CDASH Z#D-- =12, BREERXTFRA DI —ILFE

hi-BRED COVAL [&. CO FAA vIZHI115 SDTM ZE BINT BREMNHNIEL COVAL (n) T4 —

EEAN— # D COVAL (COVAL2, COVAL3) 12Ty LREFEALTEREEX TSR FEREL

av] EvJ&h3d, CO RAAVIZHEITEEHE . SDTM Z#1d RDOMAIN, IDVAR.
ZRD A2 k% RDOMAIN, IDVAR, IDVARVAL, COREF ZFW\T. MO BEHMHME
IDVARVAL, COREF #BUL\ TN L a—FK EXTFR bETOLO— FEEERITS,
EREER TS, HMIZDOWTIESDTMIG DY 3> 5 %5

BOZ &,

Findings N/A 50 —-MODIFY | Modified Result If the value for --ORRES is N/A N/A Char --MODIFY TSDTM Target] #15 LIZEE#HD SDTMZE | N/A ZhiE. CRFIZEET 5T 14— FTIEAL
modified for coding purposes, BICEEIYEVYIT S, o ARUH—IE, a—FItTOEXEELT
then the modified text is placed ANT %, 2— FIEEH% CDASH BT
here- BEHE, —BHICT—EIRTAD MZH

WTHERAT2EBE 2L YSKLBETHATRT S
ZETHDB,
Findings N/A 51 --BODSYS | Body System or Body System or Organ Class [R#BRIERR R ] (347 [{A#B#/0E | Char --BODSYS | ISDTM Target] 715 LIZEEE D SDTMZE | N/A —-BODSYS (X, a— KtV R TFLZRAWVTE
Organ Class that is involved for a finding [TIH/TLED] 2 | BFR] HICEEIVELTT S, YL TEHRETHD, CRFIZEDHIDTH
from the standard hierarchy for NIE BAICAALTEE, ARV —IT&
dictionary-coded results. Y EAMIZERICBATRSAERELEEBY
DORZELHRELETAIEZ S, CRFIC
EHHEVOTHLIE, a—FETOER%ER
L T--BODSYS IZE|Y 4T3,
2.4 ldentifiers (ID)
Observation | Domain | Order CDASH CDASH DRAFT CDASH Definition B RS VA-PraN Data | SDTM <y B EH Controlled 3 Foise
Class Number | Variable Variable Type | Target Terminology
Label Codelist
Name
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Identifiers N/A SPONSOR | Sponsor An identifier for the entity with the overall AR —ID I T | AR Y — Char | TSVAL [SDTM Target] #7724 | N/A WA Lo T, TED AR
regulatory responsibility for the Protocol. ? 2k > SDTM ZEIZ i —DRBRITET D R A —
[ A = I BEMICRFET D 7odi, SN
SDTM 7 —% & v kT, B (Bl %1, CRO F7=i3#%k
CDASH 7 .t —/V KD AR Y —ORER) 2LV
SPONSOR DO, Sponsor ID (AAR ¥ —ID) %
SDTM Z#%? TSVAL (2~ Study ID (iB% ID) ¥ X O Site
Yy ¥ 745, SDTMZAE ID (EEHEHEES ID) LHAG b
$ o TSPARMCD (213, HHLUENELDLZENHD
[SPONSOR (AR o
—) 1 #AJIL. SDTM
Z5¥d TSPARM (2i, T
Clinical Study Sponsor (
ERRFRBR AR =) )
ZANT D,
Identifiers N/A DOMAIN Domain A two-character abbreviation for the N/A N/A Char | DOMAIN [SDTM Target] 7 & (DOMAIN) ZDT 4 — )L RIZTF—FR—2
Abbreviation | domain most relevant to the observation \ZEE > SDTM 242 B A& Ay, SDTM F— 4 &
[ A = v MERRIFITAEIT 2 2 LN T
&5, RAAOBHIX, 7
— Xty FEMAETIRIC—E
ME R T 5 7o OIS OHEH
frE LTSNS,
Identifiers N/A STUDYID | Study A unique identifier for a study. B ID (X [TI A/ TL | [Protocol/Study] ( [Fv k= /L/aBk] ) Char | STUDYID [SDTM Target] # 7 2 [N/A Z D7 4 —/v KX CRF TIE
Identifier 7=in] 2 \ZFEH > SDTM 255 il SNRVOPREH TH D,
oo r¥+5, CRF X EDC ¥ 25 A b THIff
KR TRETHD, ZD7
A=/ RIET — & = R T HE
T 57, SDTMICHSL F—4
Ty MEERHZATI T2 2 &n
T& 2,
Identifiers N/A SITEID Study Site A unique identifier for a site within a [EHFERE 1D (2T [T A | Site Identifier (RS ID) Char | DM.SITEID | [SDTM Target] %72 | N/A M B PR B T,
Identifier study. L] 2 2k > SDTM ZE 4z —fRIIZ 4 CRF ORI LT,
[ A i IR TLTI v hERD,
% BB AL RS T, &=
BN L v B & ek T E D
£olZ, 07—V FEZEA
DEEIITED, €9 LN
Bl BEFREBICEMT S
CRFEIZZ V7Y v hLTEHBW
Th kW, EDC: Ziucidd
AHCAN L THELIRETHD
Identifiers N/A INVID Investigator | An identifier to describe the Investigator TR EALERR ID 1 X [T | Investigator Identifier (A5 & (LEHf ID) Char | DM.INVID [SDTM Target] # 7 4 | N/A SITEID & & bicfiATE %,
Identifier for the study. FTTLEA] 2 IZFEH> SDTM %Kiz SITEID 7% INVID &% L\ G4
B~y 745, [EREE,
Identifiers N/A SUBJID Subject A unique subject identifier within a site and | #5%#" 1D i%{7] ["T4 ¥/ | Subject Identifier (#5:# ID) Char | DM.SUBJID | SDTM Target] %7 7. | N/A Z 0 CDASH %%, —i%ic
Identifier for | a study. L7zm] 2 IZFik > SDTM ZE5 i F TP CDASH R A1 > TUL
the Study B~y rT5, £Ehs, 7L, 2o
CDASH Z#3, SDTMIG DM
RAAL NZDHBATTSND,
[l —BEBR A 12 L Tz D
SUBJID Z5tékd % Z & 13,
SDTM TRERIOFRE CTh 5,
WREDO R ) — = TR
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[BIfF 9 & HERBNTRAZ Y
—=r 7 END 1RO
SUBJID FIET D%t i do %
. FDA Study Data Technical
Conformance Guide v2.2 (
201541 12 HIR) ot&Z7 v
34112 %W,

Identifiers

N/A

FOCID

Focus of
Study
Specific
Interest

An identifier used for the identification of a
focus of study-specific interest on or within
a subject or specimen as described in the
protocol for which a measurement, test, or
examination was performed, such as a
drug application site, e.g., “Injection site
1", “Biopsy site 17, “Treated site 1”, or a
more specific focus, e.g., “OD” (right eye)
or “Upper left quadrant of the back”. The
value in this variable should have inherent
semantic meaning.

[Fo baLTHESH
BRI T

[Protocol Specific Prompt] ( [7'm k2L CHIE Sz
FurF K]

Char

FOCID

[SDTM Target] %7 A
IZFEH > SDTM ZE5I il
B~y s45,

N/A

2o SDTM Z#u%, SDTM 1.5
TEHEIN TS, SDTMIG
32ITHFEENT WA o Tz, A
AP —iL, HgET—4t > b
ZERT DB 5 SDTM
D= 3 v EBETRETH
%, SDTM 1.5 LV §icTiE, =
NHDONR—T g BT
FOCID i34 %h7: SDTM A% T
1372\ =%, CDASH ® SDTM
D~y BT AR =R
EHRTHMNENELDZ END
%,

Identifiers

N/A

--SPID

Sponsor-
Defined
Identifier

A sponsor-defined identifier which can be
used for pre-printed or auto-generated
numbers on the CRF.

[/ gizz] o 1D
1 [TFTLzh]
?

[Line Number/-- Number] ( [$7% 5/-- Number] )

Char

--SPID

[SDTM Target] 7 &
2k > SDTM ZE iz it
o745, Uik
La— Reflo RAA
DL a— FEBHAT 5
RELREC OAERIZHE T
x5,

N/A

SPID [ZAR P —EFED ID T
BoH=, B EIFHEE
a7 h~OiEGE (27
— Y A) T E e,

—fRENCIE, BRI D AR
72 FR ek A R B~ R LR
2510, FET—4 #RE
FTHIOIL, T—=F 7] —|T
BIFTLHIDELTHEHT S,

CRFIZZ L7 v hENT=%
5 BIAE, 78S, La—F
FHH) HRLEkT DAL
ThbEW, ZO7 44— RiE
. AR —OF = ZUEY 2
TAHZEDANSNDZEND
%

Identifiers

N/A

10

--GRPID

Group ID

A group identifier used to link together a
block of related records within a subject in
a domain.

[MANLEEER] O 7L
—7 D [TE/TL
7=n] 2

[Test/Procedure/Observation] Group Identifier ( [/
WLEIEE] D7 —7 D)

Char

--GRPID

[SDTM Target] 7 &
\ZFL# > SDTM A% B
[ I

N/A

B DYPREDH— R AL 2P
5 —HEOBEL a— FEFE &
DD T 5, 207
N—7 DL, EHLT T m—
F%& AV 7- Findings (T
AA TR SN D T RTO/M
KrELdddlclifiTtcEs

(CDASHIG Dt 7 v 283 -
General CDASH Assumptions
for Findings Domains [ 5 K
AA KT B —f CDASH O
HiRSRM] 228 . o7
4= Kix, AR —DF—
HEE AT MR AT S
LHIENDD,

Identifiers

N/A

11

--LNKID

Link ID

An identifier used to link related records
across domains.

(A L@ EE] @ 1D
1A [THHTLizh]
?

[Domain/Observation] Link Identifier ( [ A >/f§%2]
BT 1D)

Char

--LNKID

[SDTM Target] # 7 A&
IZFRH D SDTM A4l
Yo LI 5,

N/A

A, a1 ERITLNZO
BfRE 2% a 01D %, Bl
BB E Yy MFIC, B
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THEORERAGS FN S h
L2 LNHD,
Identifiers N/A 12 --LNKGRP | Link Group | An identifier used to link related records [ KA A 81%3] Biift | [Domain/Observation] Link Group Identifier ( [ KA > [ Char | --LNKGRP [SDTM Target] #7724 [ N/A i, EE %) L—va
ID across domains. FZ =7 D I [T | M8E2] BEAt T 20— D) IZFLfo> SDTM 2855I COMRERD, Bl D
WITT LD 2 [ A - TS5 0 W E (R PAMG S TR k5
5 1 ODOKIEOWE L 2 — RIC
595,
Identifiers N/A 13 --AENO Related A numerical identifier for the adverse [Z DI NIFFRIFESIZHE | Adverse Event Identifier (4755540 ID) Char | N/A UL SDTM 25 i | NIA ID Z#541%, SDTM Z£44D
Adverse event that is associated with/related to this | 5 /pgiti-¢- %] fAEFLIC ~ v BT LR, IDVAR (ff] 21X, --AENO) IZ
Event ID intervention/finding/event. %95 ID I [THAIT SDTM HEFF— 4 v b L. SDTMZ5%0 IDVAR
L] 2 T, ZOLa— AR Dfiilx. SDTM Z# D
% Adverse Experience IDVARVAL (Z#6#3 5, ERE
(HHERRE) AL OB ZOPFHEE & B
DL m— NIZBEEM TS LHEEFRRD IDIIMTLEH,
RELREC DO {ERUZAEH T ?
X%,
Identifiers N/A 13 --REFID Reference ID | An internal or external identifier such as [RRAT ML R A A 18 [Test/Procedure/Domain/Observation/Specimen/Sample] | Char | --REFID [SDTM Target] # 7 4 | N/A N/A
lab specimen ID, or UUID for an ECG gAY 7] » [% | [Reference/Accession Number/ldentifier] ( [FR#/aLiE/ \ZFC# > SDTM ZE 5B
waveform or a medical image. WBIDI7 7ty ar®&e | RALAVIBEIERIYTLV] © [BRIDIT 7y A e
ND] 13f] [T TLI | 2 &ESID] )
] 2
Identifiers N/A 14 --MHNO Related A numerical identifier for the medical [ Z DI AIFT RIS HE | Medical History Event Identifier (BEfEIE S50 ID) Char | N/A ZHE SDTM 25 B | NIA ID %4 1%, SDTM Z$ D
Medical history event that is associated 5 IEET 5] B S ~ B LARN, IDVAR (ffl 21X, [--MHNO]
History with/related to this 2% % ID (&) [Ty SDTM HiFEF— 4t v b ) OIEZEHHL. IDVAR Off
Event ID intervention/finding/event. <LER] 2 T, IOl a— KRR 1%, STDM Z% IDVARVAL
% Medical History (B KT D, BT w7
) FAfvDLra— ol Z OfFHIE L B
RIZBi#A$ 15 5 RELREC BEEEE RSO ID X T L
DYERUTHETE 5, e
Identifiers N/A 15 --PRNO Related A numerical identifier for the procedure [Z D NIFT RIS | Procedure Identifier (4L o D) Char | N/A Z AL SDTM ZHZ ez | NIA ID 454 1%, SDTM A48
Procedure ID | that is associated with/related to this I B %] ALE et <~y BT LR, IDVAR (#lz1%X. [--PRNOJ
intervention/finding/event. 2 D1l [CFANTLTE SDTM 57 —4# & v b ) OfEiE LTHMIL, IDVAR
]2 T, ZOLa— K& DOfiiix, SDTM Z# o
+% Procedures (4L{&) IDVARVAL [Z##H 5. HE
AL DL a— Rl 44 CRF TOHEMXOM : =
AT 5 RELREC O1ERL DA E L L BT D AL E D
IR TE S, ID (I T L7
Identifiers N/A 16 --CENO Related A numerical identifier for the clinical event | [Z &4 A/FTSL/F4IZ ¥ | Clinical Event Identifier (E&H 940 ID) Char | N/A Z AL SDTM ZHZ ez | NIA ID 2454 1%, SDTM &4
Clinical that is associated with/related to this 5 IBET 5] EEESIC <~y BT LR, IDVAR (#lz1%X. [--CENOJ
Event ID intervention/finding/event. %92 ID I [TEAYT SDTM HIFh7F—4 & v | ) Offi LTEHIL, IDVAR
Lizn] 2 T, ZOLa— Rz DOffIE, SDTM Z$ D
¥ % Clinical Events (I IDVARVAL (243 %, B[ISC
KEGL) RASf DL DB : Z ORLE & BT S
— FIZBAEff T 5 RGO ID [T Lizh 2
RELREC O{ERUIZHE T
XD,
Identifiers N/A 17 SPDEVID | Sponsor A sponsor-defined identifier for a device Z DEEHEERO AR Y | Sponsor Device Identifier (A 7R > —EE#EHER O ID) Char | SPDEVID [SDTM Target] # 54 | N/A SPDEVID (%, [E#tHasD % A
Device —ID (I [TV T L (AL SDTM A4 7, WiEE, BRI O hoB#ER
Identifier m] 2 AT R &L F— s R TRIATE
RN LB DHEFN DI O
WA Tl %, CRFTIE, ¥
U T NVES TR E OO 1D
ZRbDVIETEL, 20
B, AR —iE, WHETH
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FUEZE %4 & LT SPDEVID (2
U CREHIHEEZ I ~& T
bBH, ARP—iT, BHET
HruE, 2ok o7 SPDEVID
OB LR AEREIET S
ZEHIRFETRETH D,

2.5 Timing

(A7)

Observation Domain Order CDASH CDASH DRAFT CDASH REX JarFh Data SDTM IYEVITER Controlled RE DR
Class Number Variable Variable Definition Type Target Terminology
Label Codelist
Name

Timing N/A 1 VISITNUM | Visit Number [ Clinical encounter number. | E<w F&ESIEL? | Visit Number (EYw b | Num VISITNUM [SDTM Target] ©5 AIZEE#HD SDTMZE | N/A Zhix. CRFIZHRET ST 14— RTIEHELY,
Numeric version of VISIT ES) BITEETYELIT 5, DT 4= RiE, ARV —DF—2IRES
can be used for sorting. AFLIZEYAASNBZEL., THVISITH

LBHEINEIERHD, F: RRUY—IF,
HAGIKR (BIRE FEAODED Y k) 15
W3 B0, CDASHDE Y FEESFIZE
Ty rBADRAERETED, CDLS5HE
&. SOTMBET—42tv MERBICEYAE
Ty rBERLVED Y FEEANT HREN
%

Timing N/A 2 VISIT Visit Name | Protocol-defined EDy bARE [ |[Visit] ( [ESy R]) Char VISIT TSDTM Target] 15 ALIZER#EH D SDTMZE | N/A EYy &I, —BMICCRFIZCTLTY VRS
description of the clinical TEATLEM HICEHEIYELST D, . FORINLDEDY FEE—HESELTL
encounter. May be used in | ] o [EH L, SDTM ZEHO VISITNUM % EH ¢
:gg;g‘:@}gl‘;'gfg‘sume » BEOICERATES, 3E: ARUY—(E, 53
description of the dlinical BRR BIZIE FEAOED Y k) ([T
encounter. %1=HIZ. CDASHDE Dy bBEFERIFED Y

FHREDRAERETED, CDLSHIHAE.
SDTM HET—4 v MERBFICEYILES v
FESBLUVEDY FEAEANTILENHD
Timing N/A 3 VISDAT Visit Date Date the clinical encounter | E<w kBfFH&{A | VisitDate (E¥w B | Char N/A ZOT74—ILFIESDTM EHICEEY Y E | NA CRFDA Y —F[ERAXO LT hhIZiEEL
occurred (or started). [TF/TLE | D) 5 LWL, SDTMIG SV F—4+t v kT, TH &L, BE/EEZIIE. Visit Date/Time (E2
Ml 2 SDTMIG Z#? SVSTDTC 1%, &Stz v AL J4—ILEERVWTZOED Y b
CDASH @ VISDAT $ & U VISTIM 3 > R— BIZ1EOHIETLET. TOED Y DT
v hEEfE L, SDTM ZE#OD SVSTDTC RTCHOBRICZTOBRMEREEYVETS, AE
121S0 8601 7+#—< v hTAHNT B LI . BE. HE0BAf[ (-DTC) k. Ev bE/
FYEHTES, B%l (VISDATIVISTIM) M DRETE., Z0%
[Z CDASH @ VISDAT/VISTIM 2 ViR—R > k%
E#E L. STDMIG Z#HD--DTC IZ ISO 8601 7 +
—< Y FTANT %,

Timing N/A 4 VISTIM Visit Time Time the clinical encounter | EY v k@ (Bis | Visit Time (E¥w hEF | Char N/A ZDT74—ILFIESDTM EHICEET Y E | NA CRFDA Y —F[ERAXDO LT hhIZEEL

took place (or started). ) Bl [T | %) VG LEL, SDTMIG SV F—4+ v kT, TH &L, B/EEZIL, Visit Date/Time (ES
MNTLEM] ? SDTMIG ZE$() SVSTDTC (&, Y&EShi= v FE/EL) 74 —ILEFERVTEDES Y +
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Observation Domain Order CDASH CDASH DRAFT CDASH REX JarFhr Data SDTM IvEVTER Controlled RE DR
Class Number Variable Variable Definition Type Target Terminology
Label Codelist
Name
CDASH @ VISDAT $ & U VISTIM O U iR— BIZ1EOAHRETLET. TOES Y FEHOT
v h%EE L. SDTM ZEH D SVSTDTC RTHOBRITZTOBMELANERY LTS, HE
121S08601 7+—< v FTAHNT B LIZ . BRE. BEOBf[ (-DTC) &, EC vy bE/
FYEHTED, BZl (VISDATIVISTIM) MBRETE S,
SDTM BEET—4 v b TlL. CDASH®
VISDATNVISTIM A U R—3 > hEEH L.
STDMIG Z#D--DTC 12 1SO 8601 74— v b
TANT S, SDTMIG D SV K* 4 U Tl
SVSTDTC & U SVENDTC ~DANIZfERT
BB
Timing N/A 5 VISENDAT | Visit End Date the clinical encounter | E<w F®#TH | VisitEnd Date (E<w [ Char N/A DT 4—ILRIZSDTMEHICEEYYE |NA CRFDAY A —FEFAXDO LTS L
Date ended. fHEE [TTAY | METARM) LB, SDTIMD SV TF—8+y +T TH&L, CARESY FORTHEHTHSD. =
TLizh] 2 . SDTMIG ZE# D SVENDTC (&, IR&ESh hix, REA2 BLUEICHE2EEICHERALS
1= CDASH O VISENDA & & Uf VISENTIM O ENH B,
UR—F Y rEEHEL. SDOTMEHD
SVENDTC [Z1SO0 8601 74+—< v kTA A
THIELICKYBHTED,
Timing N/A 6 VISENTIM | Visit End Time the clinical encounter | E2w ~D&#EEF | Visit End Time (E2w | Char N/A DT 4—ILRIZSDTMEHICEEYVE |NA CRFDAY A —FFAXDO LTS L
Time ended. 2 [TEHY | METEZ) VLI, SDTMD SV F—42+ v b T THEWL, THIEFESY FORTEZTHS
TLizM] ? . SDTMIG ZE#® SVENDTC (&, IR&ESh o CHlE. HEA 2BULICHI-258ICERA
1= CDASH O VISENDA & & U VISENTIM O B ENHB,
UR—F Y rEEHEL. SDOTMEHD
SVENDTC [Z1SO0 8601 74+—< v kTA A
THIELICKYFHTED,
Timing N/A 7 EPOCH Epoch Name of the Trial Epoch (ZDERIFT A/ | Trial Period (GAEXREARI) | Char EPOCH T'SDTM Target] 135 AICEEHD SDTMZE | (EPOCH) RERDEL 2 HR/E S TR LR E S EINE
with which this Element of | FRR (39 %) & BICEETYEVYT B, Sh3i5E (BIZ (L, Disposition [#ER#EAER
the Arm is associated. BRO) [HARR/ERRE/ ®iRl ) . ThDERRT B7&IZ EPOCH 48
ARV —EED WEEZENHD, BEHEIE. B EPOCH AR
] 13 [TY —JDAA RMLELTCRFIZILTY Y hEh
MNTLRM] ? %. EPOCH IZBi7 B aERICDLNTIE,
SDTMIG #88&,
Timing N/A 8 --DAT Date of Collection date of an [E&/fTA] A | [Event/Iintervention] Char -DTC ZDT74—ILFIESDTM EHIZEET Y E [ NA ChIE—#%M7% DATE 7 4 —JL KT, 5874
Collection observation. Igge [&h /& | Collection Date; [Finding] VLB, SDTM T—4+ vy FTlk, IR B EEMTEVRTLTRET S ENTE
ntz] Bftdf [ | (Start) Date ( [FR/A EINF-FXTOCDASH O DATE & U %, BAE: 1. T—4W&EH. 2. ED vy ME.
TEMTLED | Al OBREBER; [FiR TIME D2 H—% > b &&EREL. SDTMZE 3. ETw MBIIAR. 4. WRERA BIAE N
12; (zo [/ |1 @ () B #H@D--DTC 12 1SO 8601 T+ —T v FTAH A B4 VRER, BERBRERY Y TILER
Rl o) (B ¥ %, FDA Study Data Technical ) . 5. EHMLAIEEREETREDOHE
Bet&E [TIhH Conformance Guide v2.2 (20154 6 § 12 B (BlZE, 24 BEREIMOBMEE) . FDA
ITLE=M] 2 Bi) OtYar4141%88, 2Dt Study Data Technical Conformance Guide v2.2
g avid, BRIZEZA S VTEHDREN (20154 6 A 12HM) OtV 3>4141%
HbHEE. —HT 5 Study Day £ (£h BB, O/ PaviE, BERICEASIVTE
Fh--DY. --STDY. F1=IE-ENDY) % BOBEENHB5E. —HT % Study Day £
SDTM T—8+y MIEHEIRETHEH L (ZNZFh--DY. --STDY. F/zI&--ENDY) %
%359, SDTMIZE®H B L %ERT,
Timing N/A 9 --DATDD Day of Collection day of an [ELREFIFINA | [Event/Intervention] Char --DTC ZDT4—ILRIZSDTM ZEHIcEETYE |NA ZhiE—Ai%#7% DAY (DD) 74 —IL FT. #%
Collection observation. ] AMR&E [&h 3 | Collection Day; [Finding] VL%, SDTMT—4+t v Tk, IX MAGEMEEMLEV S RTLATRET S L
IEhtz] o | (Start) Day ( [ER/IAA £ EN1=F X TD CDASH D DATE §5 & U MTED, Big: 1L F—52WER. 2. ESy
B [tgavclL |] OBEB; [R] @ TIME D3 vK—+ > h%iE# L. SDTM % FE. 3. ESy MBIAA. 4 WERS BIAE
] 2 (2o | (BR) B) #HD--DTC 2 1SO 8601 7+ —< v R TAH AL ELY A VEER. BRRERY I
[ffR] @) (B 3 %, FDA Study Data Technical REH) . 5 EEMEAEEIREEZITRED
Conformance Guide v2.2 (20154 6 B 12 BIAE Bz (L. 24 BRERRROMER)
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Observation Domain Order CDASH CDASH DRAFT CDASH REX Pi=PFA Data SDTM IvEVTER Controlled RE DR
Class Number Variable Variable Definition Type Target Terminology
Label Codelist
Name
g) (X8 [TY BiR) OEY 3> 4141%88, SOt
MTLE=M] 2 v aviE, BRIZEA 2 VT EROREN
H3HA. —HT 5 Study Day £ (Fh
Zh--DY. --STDY. FI=IZ--ENDY) %
SDTM T—42 1y MZEBHERETHDHZ &
#=5RY,
Timing N/A 10 --DATMO Month of Collection month of an [ELREFIINA | [Event/Intervention] Char --DTC ZDT74—I)LFIZSDTMZEHICEETYE |NA Zh(ET—H%AI% MONTH (MO) 74 —JL KT,
Collection observation. ] AR [&h 3 | Collection Month; V5 LB, SDTMTF—4+ v FTiE, IX BAMBERERMLEVS R TLATEET S
/&ht=] iz | [Finding] (Start) Month ( E£INf=FRTHCDASH D DATE & U ZENTED, AR 1 T—42IER. 2. E
A [Tyl | [BFRAA] OWKR TIME @3> K—* > F£E#E L. SDTM & Sy A, 3. ESy FBKA. 4. INERE (B
=] 2 (2o | (BRI 0 (%) A #@D--DTC 2 1SO 8601 7+ —< v hTAH AlE, N BLYA VRER., BREERY Y
[fFR] » (&) 9%, FDA Study Data Technical JIVEREE) | 5. EHIRLEEEINE F 1= (3R
18) [$A [TY Conformance Guide v2.2 (20154 6 A 12 EDORKE BIZIE, 24 BREIREROEKE)
MTLEM] 2 BiR) #8388 : £/ arv41411F B
1284 2V TERORENHDBEE. — BT
% Study Day % (£hZh--DY. --STDY
. F¥[E-ENDY) # SDTMT—4 v kIZ
EHBIRETHHEETRT,
Timing N/A 11 --DATYY Year of Collection year of an [BE&ZE-IEM A | [Event/Intervention] Char -DTC ZDT74—ILFIESDTMERICEET Y E | NA ZhIT—HREI% YEAR (YY) 74 —ILKT. #
Collection observation. 1 A& [&h3 | Collection Month; VL%, SDTMFT—4t v hTlk, IX SHEEMAERM LBV R TLTRET S
j&ht=1 oixfg | [Finding] (Start) Month ( E£IN=FRTDHCDASHD DATE B U ENTES, AK: L T—2&EAR, 2. EY
# [c¥avcl | [BRITA] OBRER TIME @3 >—* > b £#E#E L. SDTM % v RE. 3. ESy MBBE. 4. IREHA BIX
=] 2 (2o | (BRI 0 (%) A HD--DTCIZ 1SO 8601 7+ —< v FTAR 1F. A BV VRAER, BERRERY LT
(FRR] o) (5| 9 %, FDA Study Data Technical JUIRERE) | 5. EEIMAAIEBEREE - (EIRE
1) ($aE [T Conformance Guide v2.2 (20154 6 A 12 DERAE BIAIE, 24 BRERERORFIRA)
MNTLE=A] ? BiR) #8388 : €/ arv4al1411%, B
1284 2 VT EHORENHDBE. — BT
% Study Day £# (ZhZh--DY, --STDY
. FfIZ-ENDY) % SDTM T—4 v kIZ
EHBIRETHDLETT,
Timing N/A 12 -TIM Time of Collection time of an [BEHE-IE A | [Event/Intervention] Char --DTC ZDT74—JLRIZSDTM ZEHICEET YE [ NA ChIET—HEA% TIME (TIM) 74 —JLKET, &
Collection observation. ] A& [&h 3 | Collection Time; U LI, SDTM T—42t v FTlE, I SHGBNEEMT IR TLTERET S L
j&nt=] Bzliz | [Finding] (Start) Time ( E3IN=FRTOCDASH D DATE B & U NTES, A& 1. T—42WER. 2 ESY
fl [caicl | [BRAA] OREE TIME D3 v—+ > k%L, SDTM % FE. 3. ESy MBIGA. 4. REHSE BIZE
] 2 (2o |2 [FR] o (G #D--DTC I ISO 8601 7+ —< v R TAH RS ELY A VEER. BERRERY VT
(Rl @) (5 | B 4%, FDA Study Data Technical REWE) | 5 EHNAAEENEEERED
18) BRI [T Conformance Guide v2.2 (20154 6 A 12 BAtRE (BIZIE. 24 BRIRIEIOBER)
T LIzH] BiR) #8388 : €/ arv4al1411%, B
? 2212V TEROBREDNHDHE. —BT
% Study Day £# (£hZh--DY. --STDY
. £1zIZ--ENDY) % SDTM T—4t v kI
EHBRNETHDHILEETT,
Timing N/A 13 --TIMHR Hour of Collection hour of an [E&F/-IFNMA | [Event/Intervention] Char --DTC ZDT74—ILRFIESDTM EHICEET Y E | NA ChIE—HRA7% HOUR (HR) 74 —JL KT, &
Collection observation. 1 HUng [&h 3 | Collection Hour; [Finding] UHLEL, SDTM F—4+ v FTlE. Ix SHGEMERMLEV SR TLATEET S
I&nt] oixfr | (Start) Hour ( [ER/A H£EINT=FRTDH CDASH D DATE B & U ENTES, Bk 1 T—42WER, 2.EY
B [Tyavcl | Al ORERR; (MR TIME D2 v—*% > bE&EREL, SDTME v hE. 3. ESy MBBA. 4. INEESA (BIX
t=ml 2 (20 |1 @ G B #HD--DTCIZ 1ISO 8601 7+ —< v FTAR F. N 2LV VRER, BERRERY VS
[fR] @) (B 9%, FDA Study Data Technical JUIRERE) | 5. EHMGHIEBEIE EITRE
18) (ZAEE [TY Conformance Guide v2.2 (20154 6 A 12 DOFARE (BIZIE. 24 BRERERORER)
MTLEM] ? BiR) #88B: €/ av4a1411F B
1284 S UTERDOERENHDBEE. — BT
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Observation Domain Order CDASH CDASH DRAFT CDASH REX Pi=PFA Data SDTM IvEVTER Controlled RE DR
Class Number Variable Variable Definition Type Target Terminology
Label Codelist
Name
% Study Day £# (£hZh--DY, --STDY
. £fIZ-ENDY) % SDTM T—4 & v kI
EHBIRETHHEETRT,
Timing N/A 14 --TIMMI Minute of Collection minute of an [E&F-IENMA | [Event/Intervention] Char --DTC DT 4—ILRIESDTMEHICEETYE |NA ZhIE—HRE7%4 MINUTE (M) 74 —JL KT,
Collection observation. ] YU [Eh 3 | Collection Minute; VG LKL, SDTMT—4+ vy FTIE, IR BOMBEERERMLEVS R TLATRET S
J&ht=1 oixfg | [Finding] (Start) Minute ( EIN1-FRTDHCDASH D DATE 8 & U ZENTED, Ak: 1. F—42I%KR. 2. E
% [cmcl | [FBFRAA] Ouks TIME ®a>—* > b £#E#E L, SDTM % Sy kA, 3. ESy FBIMA. 4. IEES (5
] 2 (2o | [FIR] o () 9 HD--DTC 2 ISO 8601 7+ —< v FTAA ZIE N BV VEER. BRERERY Y
(R @) ¢ |) 4%, FDA Study Data Technical FIVRERE) | 5. EHMGAIEEIREF = (T8]
1) [Fa5 [T Conformance Guide v2.2 (20154 6 B 12 EORKRE (FIZIX, 24 BRERERORER)
MNTLEM] 2 BiR) #8388 : €532 41410F, Bf
1284 IV TERORENH DHE. — BT
% Study Day £# (Z£hZh--DY. --STDY
. FfIZ--ENDY) % SDTM T—4 v kI
EHBRNETHDH_EETT
Timing N/A 15 --TIMSS Second of Collection second of an [ELREFIFINA | [Event/Intervention] Char --DTC DT 4—ILRIZSDTMEHICEEYYE |NA ChIF—MEY7% SECONDS (SS) 74 —JILKT
Collection observation. ] AR [&h 3 | Collection Second; VY LI, SDTM T—42t v TlE. I . BAMBAMEERMLEWS XA TLTREYT
I&htz] oixfa | [Finding] (Start) Second £33Nt RTDH CDASH O DATE & & U ZoLhTESD, B L T—4WER. 2. F
# (el | [FRAA OBk TIME D2 v H—%> bEE#EL, SDTMZ Sy B, 3 ESy MRKE. 4 REES (B
=l 2 (eo B [FTR] O (B $D--DTC (2 1SO 8601 74— v FTAH ZE N ELFA VRER, BEBRERY Y
Rl o 68 |P) 4%, FDA Study Data Technical FIREE) | 5. BT EREE - 3R
18) [FE# [T Conformance Guide v2.2 (20154 6 A 12 EORKE BIZIE, 24 BREIREROEKE)
MNTLEM] 2 BiR) #8388 : €532 41410F, Bf
2212V TEROERENHDHE. — BT
% Study Day % (£hZh--DY. --STDY
. £1zIE--ENDY) % SDTM T—4t v kI
EHBRNETHDHILEETT .
Timing N/A 16 --STDAT Start Date of | Start date of an (BZn) (ER |[Intended/Actual] Char --STDTC DT 4—ILRIESDTMZEHICEETYE |NA ZhiT—H%E9% START DATE 74 —JL KT, &8
Observation | observation. L1=/E=o) [ | [StaryAdmission] Date ( VLI, SDTM T—4 vy FTlk, IR PRLEARERMRTEIRATLTRET 2L
HEZINMA] O ( [BRLE/ERD] [ #£ XN -9 R T CDASH O START DATE NTE3, AR 1 BRFLENAORKA
Bisa/ARD) Bt | BAsA/ARE] B BEUTIMEDaVR—HRy FEEEL. (Bl Z £, AEBISAE. Substance Use [WE1F&
& [TFhH/T SDTM Z#D--STDTC IZ I1SO 8601 7+ —< %] FisB) | 2. EHMGEREDRIKE (BlZ
Lf=i] 2 v hCANT S, FDA Study Data Technical 1. AEREE/MEZ]) . 3. Protocol Milestones
Conformance Guide v2.2 (20154 6 A 12 (FERALTRAILR =) OB BIZIE
BH) #3838 : £/ >3a>r 41411 Bf . REREHE) . 4. Disposition (#HER#H HERIX
1284 SV TERORENH DIHE. — BT W) BROBM BAE RBETH. kB
% Study Day £# (ZhZh--DY, --STDY )
. £1zIE--ENDY) % SDTM T—4t v kI
EHBIRETHHLEETRT,
Timing N/A 17 --STDD Start Day of [ Start day of an observation. | [ER L7/ | [Intended/Actual] Char --STDTC ZDT74—JLRIZSDTM ZEHICEET YE [ NA Zh(T—#RAI% START DAY (STDD) 74 —JL
Observation D] [EBEZINA | [Star/Admission] Day ( VG LEEL, SDTM F—4+ vy FTlE, IR BAMGEMERMLEV S RTLTE
1 @ [Bth/AR [BRL-/RRD] [ £ EN1-F_TH CDASH O DATE B &L U BIHIENTED, AR 1L BRFELEN
1 (X8 [c¥h | BE/ARR] B) TIME Q2 YiR—% > hEEHEL. SDTME ADBRHE (Bl IE. AEBIEEA. Substance
ITLfz] 2 #D--STDTC [Z1SO 8601 7+ —< v FTA Use [BE3F&%] BRA) . 2. EHINLGERED
#$19%, FDA Study Data Technical Bt A (BIAIE. =7EBRRBE/EEZD | 3.
Conformance Guide v2.2 (20154 6 A 12 Protocol Milestones (7B FI LR A LR b—>
HM) #8388 : £/ av4141F B ) OB (FIZIE, RERSEA) .
1284 2 VT EHOBRENHZBE. — BT 4. Disposition (#EREHERKIR) BROBR (
% Study Day £# (£hZh--DY. --STDY FlzIE, HEBETA. hiA)
. £fIZ-ENDY) % SDTM T—4 v kIZ
EHBIRETHDHLERT,
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Observation Domain Order CDASH CDASH DRAFT CDASH REX Pi=PFA Data SDTM IvEVTER Controlled RE DR
Class Number Variable Variable Definition Type Target Terminology
Label Codelist
Name
Timing N/A 18 --STMO Start Month [Intended/Actual] Char --STDTC D7 4—I)LFIZSDTMZEHKICEETYE |NA ZhlE—f&E7% START MONTH (STMO) 74
of [Start/Admission] Month VT LEL, SDTMT—4+ v FTlE. IR —ILRT, BAWEARMEEMLEVSZT LA
Observation ( [BRIL/ERO] %5 N1=F_TDH CDASH M START DATE TEHTBZENTES, AR 1L BREE
[BAa/ARE] A) BEUTIME DI VR—% > FEERL. FAADGBEE (FIxIE. AEBIAE.
SDTM ZE#?D--STDTC IZ ISO 8601 7+ —< Substance Use [BE3F&R%] FRA) . 2. BH
v FTAHNT %, FDA Study Data Technical MR REDOREE (BIz X, AL AR
Conformance Guide v2.2 (20154 6 B 12 . 3. Protocol Milestones (R kLY A LR
HH) #3838 : £/ 3ar41411F B k=) 0B (FIRIE FAERER) .
1284 SV TEROBREDNHDEE. — BT 4. Disposition (#HERERERKR) FROBH (
% Study Day £# (£hZh--DY. --STDY Bz &, HESET A, PIER)
. F¥1[E--ENDY) # SDTM T—4 v kIZ
EHBIRETHHEETRT,
Timing N/A 19 -STYY Start Year of | Start year of an [BEX L 1-/EKE [Intended/Actual] Char --STDTC ZNDT74—I)LRIZSDTMZEHICEETYE |[NA CNIE—AHEHI% START YEAR (STYY) J4—
Observation | observation. D] [EZINA | [Star/Admission] Year ( I LEL, SDTM T—4+t v FTliE, IR JET, MOMBEAMERBLAVSRATLT
1 @ [BAth/ARR [BRL/RRO] [ £ XN 1=F_TOH CDASH O START DATE ERTBZIENTED, B 1 EBRELE
1 (&g [Teh | BFR/ARR] F) BLUTIMEDaVR—FY FEEREL. NTADOEHRE (FIZ (X, AEFRA. Substance
ITLfzh] 2 SDTM ZE#?D--STDTC IZ ISO 8601 7+ —< Use [BE37&%E] BAtER) . 2. EHINGERED
v FTAHNT S, FDA Study Data Technical Bt E (BIXIE, =ERRB/EZ)
Conformance Guide v2.2 (20154 6 B 12 3. Protocol Milestones (70 Fa LA LR k
BiR) #8388 : £/ Yarv41411F B —V) OBft BZE. REREH) . 4.
1284 2 U5 EHDBRENHZIES. —FHT Disposition (#ERFHRERIKR) BROBHR (Bl
% Study Day £# (ZhZh--DY, --STDY ZIE, HBRETH. H1A)
. FfIF--ENDY) % SDTM T—4 & v kIZ
EHBIRETHHEETRT,
Timing N/A 20 --STTIM Start Time of | Start time of an [ERL7T=/EE | [Intended/Actual] Char --STDTC ZDT74—ILFIESDTM EHICEET Y E | NA ChIE—HERI7% STARTTIME 74 —JL KT, £
Observation | observation. 0] [EFINA | [Star/Admission] Time ( U LEL, SDTM FT—4 vy FTlE, IR SRGERERMTIVATLATEET 2L
1 @ [Fw AR [BERLF=/EBED] [ £ h1=9_XTDH CDASH O START DATE NTEDH, AE: 1 BRELENAORBAE
1 BRI [T9 | FR/AR] B BLUTIMEDaVKR—F> hEEHL. (FIZ L. AEBASARA. Substance Use [BEHF&
MTLEM] ? SDTM ZE#?D--STDTC [ I1SO 8601 7+ —< %] FwB) . 2 EHMLTEREOCREBE (HIX
v N TAHT %, FDA Study Data Technical £, AFEBALAB/EEZI) . 3. Protocol Milestones
Conformance Guide v2.2 (20154 6 A 12 (FERALRAILA =) OB WBIZIE
BiR) #8388 : €532 41410F, Bf . EEHEHE) . 4. Disposition (#XEREHERIK
2212V TEROBREDNHDHE. —BT ) BROBM FIAE HABRETAH. PR
% Study Day £# (£hZh--DY. --STDY )
. FfIZ-ENDY) % SDTM T—4 v kIZ
EHEIRNETHDILETT,
Timing N/A 21 --STHR Start Hour of | Start hour of an BEEL1z/EE | [Intended/Actual] Char --STDTC DT 4—IILRIESDTMZEHICEETYE |NA CNIE—HE#% START HOUR (STHR) 74—
Observation | observation. 0] [ERINA | [Star/Admission] Hour ( U LEL, SDTM F—4 vy FTlE, IR L ET, BAMEEREEMLEVSRTAT
1 O (B AR [BERL=/EEN] [ EEIN1=FRTDH CDASH M START DATE RETHIENTED, AR: 1LEBRFRLE
] 1&faeE [T | FIB/ARE] BF) BEUTIMEDaVR—% Y FEEREL. TADBIEE (BIZ(E, AEBISAE. Substance
ITLfzA] ? SDTM ZE#?D--STDTC IZ ISO 8601 7+ —< Use [RE3F@m%] BAtRE) . 2. EHMLTERED
v FTAHNT %, FDA Study Data Technical Bt A (BIAIE. SiEBARB/EEZD | 3.
Conformance Guide v2.2 (20154 6 A 12 Protocol Milestones (A Fa LI A LA b—2
BiR) #58B: €/ arv4a1411F B ) OB (FAIE, RERSA) .
1284 S VT EHORENH DIHE. — BT 4. Disposition (#EEHERKRN) BROBH (
% Study Day £# (ZhZh--DY. --STDY FIzIE, HEBRETA, ikA)
. £1zIZ--ENDY) % SDTM T—4t v kI
EHHIRNETHILEETT
Timing N/A 22 --STMI Start Minute | Start minute of an [ER L7/l | [Intended/Actual] Char --STDTC ZNDT4—IILRIESDTMEHICEETYE |NA ZhiZ—#EE9% START MINUTE (STMI) Z 4
of . observation. D] [EHNHA | [Star/Admission] Minute VI LEEL, SDTM F—4+t v FTi&, IR —ILET, BMAMGAEMFEERBLAVSRTL
Observation 1 o [BsE/ARE £3nt-F~TDH CDASH O START DATE TEETROENTES, A L ERFL
© 2020 Clinical Data Interchange Standards Consortium, Inc. All rights reserved fEW 5. « #f - fizdk 225975, Page 41

2020-01-23




Clinical Data Acquisition Standards Harmonization Model €5/ X—Y =3y 1.0

Observation Domain Order CDASH CDASH DRAFT CDASH REX Pi=PFA Data SDTM IvEVTER Controlled RE DR
Class Number Variable Variable Definition Type Target Terminology
Label Codelist
Name
1 1¥as [T9h | ( [BERLIZ/EED] BEIUTIMEDaVR—RY hEERL. [N ADRBE (BIXIE. AERRB.
ITLfzh] 2 (B ARR] 5) SDTM ZE#?D--STDTC 2 1SO 8601 7+ —< Substance Use [RE37&@%] FteE) . 2. EH
v hCANT S, FDA Study Data Technical MZAREORIRE GBI IE, =ERAR B/
Conformance Guide v2.2 (20154 6 A 12 . 3. Protocol Milestones (7B Fa LI A LR
HH) #88: £/ 3ar41411F B k=) 0B (FIRIE FAERER . 4
1284 S VT ERORENHHEHE. — BT Disposition (#RERFHERKR) FROBH ()
% Study Day £# (ZhZh--DY, --STDY ZIE, HBRETH. H1A)
. F£fIF-ENDY) % SDTM T—4 v kI
EHBIRETHHEETRT,
Timing N/A 23 --STSS Start Second | Start second of an [ERL1-/ZEK | [Intended/Actual] Char --STDTC DT 4—ILRIZSDTMEHICEETYE |NA ChIE—A%A97% START SECOND (STSS) 74
of ) observation. D] [BRINTA [Star/Admission] Second VL%, SDTMT—4+t v Tk, IX —IILFT, BAMNEEMAEERMLLEVSRT LA
Observation 1o (AR | ( [(BEIL/ERO] £ 3N =3 X TDH CDASH O START DATE TEETHoENTED, AR 1L BRE:
1 igmw [cya | [(BARKD #) BEUTIMEDa VR—+ > FEERL. FAADBSE (FIZIE, AEBILE.
ITLizh] ? SDTM ZE#?D--STDTC [ I1SO 8601 7+ —< Substance Use [FE3F&%] BtRR) . 2. EH
v FTAHNT %, FDA Study Data Technical MGIREDORRE BIXIE, &ERR B/
Conformance Guide v2.2 (20154 6 B 12 . 3. Protocol Milestones (70 Fa LI A LR
BiR) #8388 : €532 41410F, Bf F—>) OB BIZIE REREH) . 4
2212V TEROERENHDHE. — BT Disposition (#XERFRERIKR) BROBH (5l
% Study Day % (£hZh--DY. --STDY ZIE, RBRET A, HIEH)
. FfIZ-ENDY) % SDTM T—4 & v kIZ
EHDBIRNETHDHIEETT .
Timing N/A 24 --ENDAT End Date of | End date of an observation. | (#12®) (&K | [Intended/Actual] Char --ENDTC DT 4—IILRIESDTMZEHICEETYE |NA ChIE—f&E7: END DATE 7« —JL KT, &%
Observation Lf/®=Bn) [ |[End/Discharge] Date ( VS LEL, SDTMT—4+ v FTIE. IR MR BAERNT DR TLTEET SN
ERIHTA] O ( [BERL/ERO] [ #£ &N 1-9 R TOH CDASH O End DATE & TE3, A% 1LEZ BIZIE AERTH)
#®THARRR) B | #T/ARER] B KUTIMEDaVR—RY FEEREL. FEAA BIZIE CM#ETH) OKTA.
& [TFhH/T SDTM Z#?D--ENDTC [ ISO 8601 7 4+ — 2. EHMGEEQKLTE BIRE RFEKTA
Lt=m] 2 <y FTAHNT %, FDA Study Data ) .3 EYy METH. 4. BIEERIIHBE
Technical Conformance Guide v2.2 (2015 DEHWLZINEDKRTH (FIZ (X, 24 BFREIRER
F6A 128 B8R €V av BRO#KTH)
4.1.4.110F, BFRHIZEA 2O TEHOREIN
HBHA. —HT 5 Study Day £ (¥Fh
Fh--DY. --STDY. FfzI&--ENDY) %
SDTM F—4A+t Y MZEHEZRETHH &
%RY,
Timing N/A 25 --ENDD End Day of | End day of an observation. BRI L1=/EE | [Intended/Actual] Char --ENDTC ZDT4—ILFIESDTM EHRICEET Y E | NA ChIE—#%A97% END DAY (ENDD) 74 —JL K
Observation M) [E%/Hr A/ |[End/Discharge] Day ( [ VLB, SDTM T—4 vy FTlk, IR BAMGEMERMLEV R T LTRE
Rl o &7/ |BERLEERO] [ &£ EN1-F_TH CDASH ? End DATE & THIENTES, AR 1 B BRI,
BRR] 2B [T | THREE] B) KUTIMEDaVR—RY FEEHEL. AE#TH) FENMA BXIE. CMETH)
IMNTLE=H] SDTM Z#MD--ENDTC IZ I1SO 8601 7+ — D#¥TH, 2. EHWLTRECKLTHE BRI,
? <y hTANT S, FDA Study Data AEETAR) (3. ECy MRTA. 4. IEE:
Technical Conformance Guide v2.2 (2015 [FREOEHHZINENKRTHE BIAIEL. 246
F£6 A 128 &R £/ Yay FEIREIROET BH)
4.1411F, BHEIZEA S U TEHOREIN
HbHEE. —HT 5 Study Day £ (£h
Zh--DY. --STDY. F1IZ--ENDY) %
SDTM F—42 1y MZEHEIRETHD &
(e
Timing N/A 26 --ENMO End Month of | End month of an [BE LT/ [Intended/Actual] Char --ENDTC D7 4—I)LFIZSDTM ZEHKICEETYE |NA ZhiEZ—#%A9% END MONTH (ENMO) 7 4 —
Observation | observation. »] [T/ A/ | [End/Discharge] Month ( U LEWL, SDTM F—4+ vy FTlE. IR JILRT. BOMEARERMLEVNSRTLALT
Rl @ [#7T/ [ERLF=/EBED] [ &I h1{=9XTH CDASH ® End DATE & RETHIENTED, AR: 1L BR Bz
5BRR] (KAIA [T | ¥ THRER] A) KU TIME D VR—RY EEREL. I£. AE#TH) FENA BIAIE. CMET
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Observation Domain Order CDASH CDASH DRAFT CDASH REX JarFhr Data SDTM IvEVTER Controlled RE DR
Class Number Variable Variable Definition Type Target Terminology
Label Codelist
Name
IMNTLEz] SDTM Z#?D--ENDTC [ ISO 8601 7 #+ — B) O#TH. 2. EHAMNLGHREOCKRTE Bz
? < hTANT S, FDA Study Data ¥, AETAH) .3 EYy META., 4 8IE
Technical Conformance Guide v2.2 (2015 FEEBREOEHMLZNENKRTH (FIXIX.
F6RA 128K &BR: £V av 24 BERRIEIDE T H)
4.1.4.11F, BRIZEA 2T EHDREIN
»HBi5E. —HT 5 Study Day £ (Fh
Fh--DY. --STDY. #F7:IZ--ENDY) %
SDTM T—42 1y MZEBHEZRETHDH &
[k
Timing N/A 27 --ENYY End Year of | End year of an observation. | [ER L =/ [Intended/Actual] Char --ENDTC DT 4—I)LRIZSDTMEHICEETYE |[NA ZhIE—H&E7% END YEAR (ENYY) 74 —JL
Observation ®] [EZ/AN A/ |[End/Discharge] Year ( VS LEL, SDTMT—4+ v FTIE. IR FT. BAMEEREERMLEN SR TATE
MRl o [T/ [BEELF/ERD] [ &I =9 XTH CDASH ® End DATE & HEDHIENTZS, B 1.EZ Bz
SBER] (Kfal&E [T | RTHRER] £) KUTIMEDaVKR—> hEEHL. LAE#TH) F#EAA BIRE CMETE
FTHIT LA SDTM Z#?D--ENDTC [Z ISO 8601 7 # — ) ORTAH, 2. EHMHLTRECKTAE BIRIE
? < hTAHNT S, FDA Study Data . RERTH) L3 ECy META. 4 BIEE
Technical Conformance Guide v2.2 (2015 FIEBREOEHMTIENKLTH FIZIE, 24
F6 A 128 EBR: £/ ay R EROET B)
41.411F, BFHZAA 2T EHOREN
HBHA. —HT 5 Study Day £ (Fh
Zh--DY. --STDY. F1IZ--ENDY) %
SDTM T—4 1y MZEHEIRETHLI L
ERY,
Timing N/A 28 —-ENTIM End Time of | End time of an observation. | [ER L1/ | [Intended/Actual] Char --ENDTC DT 4—ILRIZSDTMEHICEEZTYE |NA ZhIE—HEEI% END TIME (ENTIM) 74 —JL
Observation D] [EZIN A/ | [End/Discharge] Time ( VLW, SDTM F—4+t v FTliE, IR T, BANGEMERMT 2R TLTEE
Rl O [T/ [(BRL=/ERO] [ &£ EN1-F_TH CDASH O End DATE & THENTES, AR 1 EF BRI,
BRR] BRI [ | BTARER] %)) LU TIME D vf—Hy FEERL, AERRTH) FEAA BIZE. CMETH)
TIMNTLED SDTM Z#M--ENDTC [Z ISO 8601 7 # — DETH., 2. EHMLBHREOKRTE BRI,
17 <y FTAHT %, FDA Study Data BEETH) .3 EYyY METAH. 4. AIEE:
Technical Conformance Guide v2.2 (2015 [FREOEHNZINEDNKRTH BIAIL. 245
F6H 128K B8R €V av FEIREEERDET BH)
41.411F, BRHZAA 2T EHOREN
H35E. —HT 5 Study Day T (Fh
Fh--DY. --STDY. FfzI&--ENDY) %
SDTM F—A+t Y MIEHEZRETHH &
[
Timing N/A 29 --ENHR End Hour of | End hour of an observation. BERL1=/EE | [Intended/Actual] Char --ENDTC DT 4—IILRIESDTMZEHICEETYE |NA Zh(T—H%E9% END HOUR (ENHR) 274 —JL
Observation ?] [E&IA A/ | [End/Discharge] Hour ( VLI, SDTM T—4 vy FTlk, IR BAMGEMERMLEVSRTLTE
Rl oTIHE | [BRLEERD] [ EEIN1=FRTDH CDASH D End DATE & HTHIENTES, AE: 1 BR WA
B [TTH/TL #£THRER] BE) KUTIMEDaVR—RY hEEHL. . AEfRTH) FENA BIXIE CMETH
=] 2 SDTM Z#MD--ENDTC IZ I1SO 8601 7+ — ) DFETAH, 2. EHPNLTEREORTE BIZE
<y FTAHT S, FDA Study Data . EERTHE) (3. EVy METH, 4 8IEE
Technical Conformance Guide v2.2 (2015 FIIREDEHNWLRIENERTHE BAIE. 24
£6A 128k #BB: €V Pav B REIRZROLT H)
4.1411F, BHIZEA S U TEHOREIN
HbHEE. —HT 5 Study Day £ (£h
Fh--DY. --STDY. F1=I%--ENDY) %
SDTM F—42 vy MZEHEZRETHD &
=57,
Timing N/A 30 --ENMI End Minute | End minute of an [BERELTf-/EE | [Intended/Actual] Char --ENDTC ZNDT4—IILRIESDTMEHICEETYE |NA CNIE—AZAY% END MINUTE (ENMI) 74—
of ) observation. @] [E&/M A | [End/Discharge] Minute VY LEEL, SDTMTF—4 v FTIE, I ILET, BoMEEREEMLEVSRTLT
Observation FiRl O [T/ £33~ TDH CDASH O End DATE $ EETRHoENTES, AR L BR IR
© 2020 Clinical Data Interchange Standards Consortium, Inc. All rights reserved fEW 5. « #f - fizdk 225975, Page 43

2020-01-23



Clinical Data Acquisition Standards Harmonization Model €5/ X—Y =3y 1.0

Observation Domain Order CDASH CDASH DRAFT CDASH REX JarFhr Data SDTM IvEVTER Controlled RE DR
Class Number Variable Variable Definition Type Target Terminology
Label Codelist
Name
BRR] a4 [T | ( [(ERLEZ/EEO] KUTIMEDaVKR—F2 hEEHL. £, AERRTH) FENMA BIZE CMET
IHITLEM] [#ThERR] &) SDTM Z#?D--ENDTC [ ISO 8601 7 #+ — B) O#RTH. 2. EHMNLGHREOCKRTE BIx
? < hTANT S, FDA Study Data ¥, AfETAH) (3. ECY MRTH., 4. 8IF
Technical Conformance Guide v2.2 (2015 FEEBREOEHMLZNENKRTH (FIXIX.
F6 A 128N &SR VP ay 24 FfEFRIZER DR T B)
4.1.4.11F, BRHIZEA 2T EHDREIN
»HBi5E. —HT 5 Study Day £ (Fh
Zh--DY. --STDY. #F7:I&--ENDY) %
SDTM F—4A 1y MIEHEIRETHDEI L
[k
Timing N/A 31 --ENSS End Second | End second of an [ER L1/ | [Intended/Actual] Char --ENDTC ZNDT4—ILRIZSDTM EHICEETYE |NA M IE—#%A97% END SECOND (ENSS) 74—
of observation. M1 [E%/Hr A/ | [End/Discharge] Second LI, SDTM T—4 vy FTlE, IR JLET, BOMGAMEEMLAEVSATLT
Observation iRl o &7/ | ( [BEELIEEO] £IN1-FRTDH CDASH O End DATE # ERTIOENTES, AR L BR Bz
B R [ | [RTARR] #) SUTIMEDI VR—%y FEESL. i#. AE#TE) £EAXN BIAE. CMET
FTHIT LA SDTM Z#?M--ENDTC [Z ISO 8601 7 # — H) O#TH., 2. EHMHNLREOCKRTH BIx
? <y hTANT S, FDA Study Data [E, AETAH) .3 EYy META., 4 8IE
Technical Conformance Guide v2.2 (2015 FREIBREOEHMLIEOKRTH HIZIE.
F6A 128K &BR: £V Pav 24 BFEIFRIZER D T B)
41.411F, BFHZAA 2T EHOREN
H 5156, —HT 5 Study Day TH (£h
Zh--DY. --STDY. #F7IZ--ENDY) %
SDTM T—4 1y MZEHEIRETHEI L
Y,
Timing N/A 32 --CDUR Collected Collected duration of an [E%//rA] ® | Duration (#ARS) Char --DUR ZDT74—ILFIESDTM EHIZEE<T Y E [ NA CRF CIRET ZIHEICOMMEA L. EHLAL
Duration event, intervention, or HEILE [TTH VS LB, SDTMF—4 4ty FTlk. It o
finding. CRF TIREKT 535 | /cLt=m] ? & Shf- CDASH DR # & U CDASH O#A
BIZOHERAL, BHLE MEBEOIVR—r bEEHE L, SDTME
(A #D--DUR [Z1SO 8601 7+ —<T v FTAH
D
Timing N/A 33 --CDURU Collected The unit of time associated | [FE%&/4*A] ® | [Duration Unit] ( [#if8 | Char --DUR ZDT7 14— RIZSDTM ZEHIZEET v E | UNIT CRF CTIRET ZBAICOAERAL, EHLAW
Duration Unit | with the collected duration | $iRIM B IF A [ | DE4L] ) VS LB, SDTMF—4+t v FTlk. It .
of an event, intervention, or | w4-Ayc LA $£ &N 7 CDASH OHIRH & U CDASH D3
finding. 12 MEEOT L R—%> FEBREL, SDTMZE
#D--DURIZ1SO 8601 7+ —< v FTAHN
D
Timing N/A 34 -TPT Planned Text description of time [RIFE/#RZ2/MNE | [Planned Time Point Char -TPT TSDTM Target] 735 LIZER#HD SDTMZE | N/A HE S NT-B AL TIE, EEE O F R 4T
Time Point when a measurement or 1 [o/T] &E&E Name] ( [EtEIEhi=FF BITEEIVELTT S, BROKRKICE *RANTHIRLENHD, BRALIE, EREEN
Name observation should be ENEAIEE [ | RE]) T35 ZDMOBRIZDOLNTIE, SDTMIG % FERFTANT 2BEDHS T 1 —IL TR
takf” as ‘if]f.'”ed '”;he TEMTLEN S, SDTM ZEHD--TPTNUM, —-ELTM.IZ $£95LY%t. CRFIZTLTYL RLTHL S
reprosented as an elapsed |1 7 MZT. SDTM 7 > h—HA & k- ERMEEND, TA—LREBRTERSA
time relative to a fixed TPTREF (72X h&tit) & & U--RFTDTC TWBIERIEF. H5LORHLIC Planned
reference point, such as (BfFEs%]) BRELZENH D, Time Point (AtEISh1-BH) | BEDXELER
time of last dose. See -- HTEHENTES, SDIMBET—2EY +
TPTNUM and --TPTREF. TlE. BEEHO--TPT, --TPTNUM. -- ELTM
FRAVTHAEZREATES, SDIMIGOESI >
3241410 #3838,
Timing N/A 35 -TPTNUM | Planned Numeric version of planned | [HIE/4&RZ/UX&E | [Planned Time Point Num --TPTNUM TSDTM Target] 715 LIZER#H D SDTMZE | N/A HEIN-BRES T, EREOERRMGET
Time Point | time pointused insorting. ] [@/<] && | Number] ( [BtEShi= HICEEIVEVSTE, BAOKEICH MERANTIVDENELDHENHD, WNET
Number EhBAESE |FHRES]) T 5ZOMOIERIZDOVTIE. SDTMIG & 3BA. BABSECRFICILIUVFLTSE
fal [Tg¥h/TL SHB, SDTM ZE#HOD--TPTNUM. --ELTM.IZ TELHRESND, SDOTMHET—4tY
=] ? MZT. SDTM 7 > h—iRA > bD-- TlE. BEEHOD--TPT. --TPTNUM. -- ELTM
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observation such as a
finding --TESTCD.

Observation Domain Order CDASH CDASH DRAFT CDASH REX JarFhr Data SDTM ITYEVITER Controlled RE DR
Class Number Variable Variable Definition Type Target Terminology
Label Codelist
Name
TPTREF (T#%X higilt) & U--RFTDTC FRAVTHRAEZREATES, SDIMIGO+EI Y
(BfH/EE) ARELBEENH D, 341410 238,
Timing N/A 36 --TPTREF [ Time Point Description of the fixed Bl M Reference | [Reference Time Point] | Char - TPTREF TSDTM Target] 715 LIZEEEH D SDTMZE | N/A £HE & h 1= Reference Time Point 1%, B Az
Reference reference point referred to | Time Point 0 &85k HIEEITYEVYT S, ?D--TPT, TPTNUM, —-ELTMIZ&KYSBIh 3
by --ELTM, --TPTNUM, and | (344 =2 . SDTMIGOD+t4 3> 41410%88B, =
~TPT. i CRF THRIICHREINE I ENnBEBL.
EREEENAEET FEMICEESRNEERZD
hd,
Timing N/A 37 --RFTDAT Date of the Date for a fixed reference [Reference Time | [Reference Time point] Char --RFTDTC ZDT74—ILRIZSDTMEHICEETVYE |[NA EE ? Reference Time Point ® B {&--TPTREF
Reference time point defined by -- Point] @ Bt Vo LKL, SDTMT—4+t v kT, IZ&YEESIND,
Time Point | TPTREF. HATLEM? SDTMIG ZEH®--RFTDTC &, REShi=F
AT CDASH D--RFTDAT & & U--
RFTTIM aViR—x > F&&E#HE L, SDTME
#D--RFTDTC [Z1SO 8601 74— v kT
ANT B EICEYBHTES,
Timing N/A 38 --RFTTIM Time of the | Time for a fixed reference [Reference Time | [Reference Time point] Char --RFTDTC D7 4—I)LRIZSDTMEHICEETYE |[NA EE D Reference Time Point D% I&--TPTREF
Reference time point defined by -- Point] DL v LAEL, SDTMF—%t v kT, IT&YEERSND,
Time Point | TPTREF. HATLEM? SDTMIG ZEH®--RFTDTC &, REShi=F
AT CDASH D--RFTDAT & & U--
RFTTIM aViR—% > F&&E#HE L, SDTMZE
#D--RFTDTC [Z1SO 8601 74— v kT
ANT B EICEYBHTES,
Timing N/A 39 --CEVINT Collected The collected or pre- [Z0 ka)LT# | [Evaluation Interval] ( [ | Char —~EVLINT;-- | SO 1 —JL FILSDTM EHICEET v E | NA CDASH 7 4 —JL F®--CEVINT (EHEZER®D
Evaluation populated text description | & hf-ERD— | HELM] ) EVINTX VS LEL, SDTIMT—4+v hT, & TERPELTHEMESND) (&, BRERBL
Interval of an interval associated | =& 3] L =EHE#RI % 1SO 8601 DHR T+ —< v TORHREELFERAE STV 3 HEER
wih an observation such as RIZEH L. SDTM ZHO--EVLINT (AR ¥ WBIRE. TB% 6 5 A THEREOFHER
afinding - : FBH, 1SO T+—7 v MIEBTEL TN W7 £ EREOEETEAGLM
£, SDTM ZEHD--EVINTX [ZAHT 3, EROBEEDEERIE?) . BEhiz
CDASH 7 4 —JL K®--CEVINT Tl&, %R
NEAEZERDOTFR MBEEEARESND
(1 2 1£. PAST 6 MONTHS [iB% 6 1 A1 .
LIFETIME [4E] ) o I1SO 74 —< v MZZE#H
TE 58 (AL, PAST 6 WEEKS [#8% 6
B ) (X, SDTM EHOD--EVLINT (-P6W) [<
IvEvTEhn, BRHEEXT XX FO#RIE
. —EVINTX (LIFETIME) I2¥ v EYJEh b,
SDTMIG D+ 9+ 32 4143 288,
Timing N/A 40 —-EVLINT Evaluation Duration of interval N/A N/A Char —-EVLINT TSDTM Target] 15 ALIZER#H D SDTMZE | N/A CDASH 7 4 —JL FD--EVLINT [&. B=%=
Interval associated with an HICEETVELVIT S, LTW2HMELFEMAHEIA TS ERM%E

KL, ISO7+—<v bTREhD, Thi
CRF F£IFANBEEODIEL 7 4 —JL FIZiEY,
EESENOET 2EMICIEELLNEEZD
hd, SHEHME. BRXIZEEN, BEhiz
CDASH 7 4 —JL F®--EVLINT [&, #8174 1ISO
T+—3 v FERVTZOHMICREEIRE
Sh BIzE TiBE6 »ATHEHREDTi9E
REFRIE 2 ) MNERXTHNIE, BEhi-
CDASH 7 4 —JL ED--EVLINT [X T-P6M] &%
%) o« SDTMIGD Y3 4143 %58,
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Observation Domain Order CDASH CDASH DRAFT CDASH REX JarFhr Data SDTM IvEVTER Controlled RE DR
Class Number Variable Variable Definition Type Target Terminology
Label Codelist
Name
Timing N/A 41 DTHDAT Date of Date of death for any WERE DAL | Death Date (JE=H) Char DM.DTHDTC [ SM 7 4 —JL FIZ SDTM ZEHKICEET Y E [NA CDASH E£F/LTI&. Death Date (JET-H) %%
Death subject who died. fil [TFH/TL UG LEL, SDTM T—4+t vy FTlE, IR AIUTEHELTEET S, SDTMIG IS,
=] 2 EEIN=FRTHCDASH®D DATE 5L U BASUTEHELTEFATLEL, ARy
TIME Q2 YiR—R > hEEHEL., SDTME H—hVEY] & $IE LT CRF TIREETE S A, UL
% DM.DTHDTC [Z ISO 8601 7+ —< v KX 1BOH#ETDH, SDTM EHHD DTHDTC
rFTAHNT B, HEUDTHFL (L. SDTMBET—42t v MERK
TJOERTDM FASVIZIYEYTT 5,
Death Date (JET=H) (&, AR H—AEHYI &
$Er g NI, D) SDTM KAA VTRV EVY
LTH&EL BIZIE DS) o
Timing N/A 42 DTHDD Day of Day of death for any WERF DI (LMA | Death Day (3e=H (B [ Char DM.DTHDTC | 2D 7 4 —/)L FIZ SDTM EHICEET Y E [NA CDASH £FI/LTI&. Death Date (JE1=H) %%
Death subject who died. B [T¥h/TL |)) VS LEWL, SDTM T—4t v FTIlE, 42 AIVTEHELTEET . SDTMIG [T,
=] 2 £3IN1=9_XTDH CDASH D DATE & U BASIVTEHRELTEFATLAL, ARy
TIME®DaVR—R> hEEHEL. SDTME H—hVEY) &I LT CRF TIRETE 5,
# ) DM.DTHDTC [Z ISO 8601 7+ —< v SDTM %k DTHDTC & & U DTHFL (&,
rFTARNT B, SDTM HET—4 vy MERTOEXTDM K
AL UIZIVELSF S, Death Date (JET-H
) & RARUY—EG LT NIE, o
SDTM FAA VTR Yy EVTLTH &L (FIX
I£. DS) ,
Timing N/A 43 DTHMO Month of Month of death for any HERE DI | Death Month (BET=H ( [ Char DM.DTHDTC [ 2D 7« —/L FIL SDTM EHICEEY Y E | NA CDASH E£T/LTI&. Death Date (JET=H) %%
Death subject who died. A [T¥mTL | A)) VLI, SDTM T—4 vy FTlE, IR AIVTEHELTEET S, SDTMIG IS,
=] 2 E3IN=FRTDCDASH D DATE & U BAIUTEHELTEENRTLEL, ARV
TIMEDQaVR—> bEEHEL., SDTME H—hNEY] & $IEF LT CRF TIETE S,
%@ DM.DTHDTC [Z 1SO 8601 74 —< v SDTM ZE# D DTHDTC & & U DTHFL I&.
FTANT B, SDTM BEF—42+ty MERTOERATDM K
AAUIZIYEYY T B, DeathDate (ET-H
) . RARUY—ET EHIETNIE, o
SDTM FAA VIZRwEYTLTHKLY BIX
I£. DS) ,
Timing N/A 44 DTHYY Year of Year of death for any WERE DIET=(LMA | Death Year (BET=H (£ | Char DM.DTHDTC | 2M 7 4 —JL FIZ SDTM Z#IcEE< v E [ NA CDASH EF/LTIZ. Death Date (JET-H) %%
Death subject who died. £ [T¥hyTL |)) VS LEL, SDTMT—4+ v FTlE, IR AV EHELTERT H. SDTMIG [T,
=] 2 E£EN1=FRTDH CDASH D DATE B& U BAZIVITERELTEFATLEL, ARy
TIME®2aVR—R > hEEHEL. SDTME H—hVEY) &I LTz CRF TIRETE 5,
# 0 DM.DTHDTC [Z ISO 8601 7+ —< v SDTM %4 DTHDTC & & U DTHFL (&,
FTANT B, SDTMBET—42ty MERTB+ERTDM K
AL UIZRYEYY T B, DeathDate (ET-H
) &, RARUY—EG LT NIE, o
SDTM FAAL VIZIYvEYTLTHEL BIZ
£, DS) ,
Timing N/A 45 DTHTIM Time of Time of death for any WERE DT | Death Time (JETSB$%ZI) | Char DM.DTHDTC [ 2D 7« —/L FIL SDTM E#HICEEY Y E | NA CDASH E£T/LTI&. Death Date (JET=H) %%
Death subject who died. & [TEH/T VT LEL, SDTMT—4+t v FTlE. IR AIVTEHELTEET . SDTMIG [T,
Lf=i] 2 E£EIN=FRTHCDASH®D DATE B U BAIVTEHELTEENRTLEL, ARy
TIME®aYiR—R > hEEHEL. SDTME H—hVEY & FIET LTz CRF TIRETE 5,
# @ DM.DTHDTC [Z 1SO 8601 74 —< v SDTM Z$ DTHDTC & & U DTHFL I&.
rTANT B, SDTMBET—4t v MEETAEXTDM K
AL UIZIYEYYF B, DeathDate (JEL=H
) &, RARUY—MEG LT NIE, o
SDTM FAA VTR Y EYTLTH &L (BIZ
I£. DS) ,
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Observation Domain Order CDASH CDASH DRAFT CDASH KR JavFr Data SDTM IvEVTEMR Controlled REFOER
Class Number Variable Variable Definition Type Target Terminology
Label Codelist
Name
Timing N/A 46 DTHHR Hour of Hour of death for any WERE DRI | Hour of Death (FET-BEZI [ Num DM.DTHDTC | 2D 7«4 —JL FIZ SDTM EHICEETVE [NA CDASH ET/LTI&. Death Date (BET=H) %%
Death subject who died. B [TTHITL (B§) ) VLW, SDTM T—4t v FTlE, IR A IUTEHELTEET S, SDTMIG I,
f=hl 2 E£INf=FRTHCDASH D DATE & U BAIVTEHELTEENTLEL, XKy
TIME DO VR—% > hE&ERE L. SDTM ZE H—HNEY) & HIM LT- CRF TINETE 3,
# @ DM.DTHDTC [Z 1SO 8601 74+ —< SDTM %4k DTHDTC & & U DTHFL (&,
FTCANT B, SDTMEBFET—4t v METOEXTDM F
AL UIZIYEYYF B, DeathDate (EL-H
) & AR —pV@EY & HIEThIE, tho
SDTM FAAL VITT Yy EVTLTH &L Bl
[£. DS) ,
Timing N/A 47 DTHMI Minute of Minute of death for any WERE DL | Minute of Death (FETSBF [ Num DM.DTHDTC | 2D 7 4 —/)L FIZ SDTM EHICEET Y E [NA CDASH ETI/LTI&. Death Date (JET=H) %%
Death subject who died. s [TEa/Tcl  |% 5)) VLI, SDTM T—4+t v FTliE, IR AIUTEHRELTERT S, SDTMIG IZIE,
=] 2 KNz XTH CDASH D DATE B U BAIVTEHELTEERTLEL, ARy
TIME®DI3IVR—F 2 %#EHEL, SDTME H—hV#EY) & FIET LTz CRF TIRETE S,
% DM.DTHDTC [Z ISO 8601 7+ —< v SDTM Z#? DTHDTC & & U DTHFL I,
FTANT B, SDTMBET—4t v MEETAEXTDM K
AL TV EYYF B, DeathDate (BEL=H
) & RRUY—p@EY &R ThE, tho
SDTM FAAL VIZT Yy EVTLTH &L Bz
£, DS) ,
2.6 Special Purpose (55 H))
Observation Domain Order CDASH CDASH DRAFT CDASH Definition [-(iibe VaA=-VA Data SDTM Target < v SEE Controlled 23 LR
Class Number Variable Variable Type Terminology
Label Codelist
Name
Special- co 1 COVAL [domain A free text comment. [Zubarvc#l | [Fe ka2 | Char CO.COVAL Z T SDTM AU B~ » ' | N/A REOLVa—RICHETLax s FERET S22, BREZEX
Purpose specific ESNEM] © | THEShE 7 LRy, SDIMF—4 % kT TEARDT ¢ —L FEIBMT 2LE R HUE, COVAL (n) 7
label] Fme Y . CDASH Z#£?--COVAL i1, CO SV REMA LT HhESRT 5 2 F&IE L, SDTM &%
—Va V] KA A 28D SDTM 4D RDOMAIN, IDVAR, IDVARVAL, COREF # H\\C, Z®HHMFE
COVAL (COVAL2, COVAL3) IZ EXT XA ML L a— e 2, FIC OV T
vy ey ENS, CORAALY SDTMIG 2B D Z &,
BT HHMEERDa A M E
RDOMAIN, IDVAR. IDVARVAL
. COREF ZH\W oL a— K
& BN T B,
Special- DM 1 SITEID Study Site Unique identifier for a site R ID 1% 2 Site Identifier | Char SITEID [SDTM Target] 7 AlZFdd | N/A N/A
Purpose Identifier within a study (k%R 1D SDTM 258z b~ » B2 74 %
) .
Special- DM 2 INVID Investigator | An identifier to describe the REREEER ID Investigator Char INVID [SDTM Target] # 7 AlZFe#io> | N/A N/A
Purpose Identifier Investigator for the study. May | 3 2 Identifier (Gt SDTM B#ICEE~ v B 735
be used in addition to SITEID. BREATE A 1D .
Not needed if SITEID is )
equivalent to INVID.
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Observation Domain Order CDASH CDASH DRAFT CDASH Definition [{iope Furrr Data SDTM Target <y U SEE Controlled EYE LR
Class Number Variable Variable Type Terminology
Label Codelist
Name
Special- DM 3 INVNAM Investigator | The name of investigator for a | 3B E (T4 1% | Investigator Char INVNAM [SDTM Target] 7 AlZe#o | N/A N/A
Purpose Name site. 2 Name G5z SDTM Z#ic B~ v B 73 2%
FAEPERGA) .
Special- DM 4 RFICDAT Date of The date the informed consent | #¢%k# 235 & #i8 | Informed Char RFICDTC ZHUE SDTM BBz~ » ' | N/A Z L. SDTM o Disposition (#ERERERKIL) B A A > TH
Purpose Informed is signed in an unambiguous | r#z =4, L= H | Consent Date 2 L7, SDTM S — 2« TRIBBAHIBIT oM EF CIc2 %,
Consent date format. fhx 2 (RIERSA G, ESRETRTO
) CDASH ® DATE ¥ J O TIME @
avR—xy b xRS L, SDTM
Z%® RFICDTC (Z 1SO 8601 7
A=<y b TANT 5,
Special- DM 5 RFICDD Day of Day informed consent signed | #8523 F A | Informed Char RFICDTC ZhiE SDTM ZEHUCEHE~ v B | NIA Zhix, SDTM o Disposition (#ErR#H R K2 A > THWL
Purpose Informed in an unambiguous date iz E4 L~ A | Consent Day 7 L7\, SDTM HigEF— X & v 7 RIE BT A EHRE R CIc e 5,
Consent format. (e.g., DD). GINES: (RIFEBUE A ( PO, BESRTETRTO
) CDASH 0 DATE # X U8 TIME
arR—xy MR L, SDTM
2% RFICDTC IZ 1ISO 8601 7
+—~v FTANT D,
Special- DM 6 RFICMO Month of Month informed consent R S EE S | Informed Char RFICDTC 2T SDTM B8~ v v | NIA Z#uZ, SDTM @ Disposition (BERFHREBRDL) KA A THWN
Purpose Informed signed in an unambiguous wElcE4 L~ | Consent 7 L7\, SDTM HigEF—X & v 7 RIE BT A EHRE R CIc e 5,
Consent date format. (e.g., MON). ) 132 Month ([Fl&E PO BEES T RTO
A (1)) CDASH 0 DATE # X Uf TIME
arR—xy MR L, SDTM
2% RFICDTC IZ 1ISO 8601 7
+—~v FTANT D,
Special- DM 7 RFICYY Year of Year informed consent signed | #5753 @ &8 | Informed Char RFICDTC UL SDTM ZB5ic i~ v v [ N/A Zhuik, SDTM @ Disposition (#ERF BRI R A A » THN
Purpose Informed in an unambiguous date SElc®4 L7~ A | Consent Year 7 L7\, SDTM HigEF— X & v 7 RIEEACBET A EHREF CIC 5,
Consent format. (e.g., YYYY) ICONES: (FIEBE A ( Rl I SR RTO
) CDASH ® DATE 3 £ Ut TIME
arR—xy MRS L, SDTM
%57 RFICDTC (2 1ISO 8601 7
4+—~ v FTANT D,
Special- DM 8 RFICTIM Time of Time informed consent signed | #5757 &8 | Informed Char RFICDTC Z L SDTM ZBHIC it~ v B [ N/A Zhuik, SDTM @ Disposition (#ERFH BRI KA A » THW
Purpose Informed in an unambiguous date SeElc B4, 7= | Consent Time 7 L7\, SDTM HigEF— X & v 7 RIEEACBET A EHREF CIC 5,
Consent format (e.g., hh:mm). 22 ([7) & B Gl UES T RTO
A) CDASH ® DATE 3 £ Ut TIME
aR—xy MRS L, SDTM
4% RFICDTC IZ ISO 8601 7
+—~v FTANT D,
Special- DM 9 RFICHR Hour of Hour informed consent signed | #5x# 23 &8 | Informed Char RFICDTC ZHUE SDTM ZBHIC it~ v B [ N/A Zhuik, SDTM @ Disposition (#ERFH BRI KA A THNY
Purpose Informed in an unambiguous time SeElc B4, 7= | Consent Hour 7 L7\, SDTM HigEF— X & v 7 RIEEACBET A EHREF CIC 5,
Consent format (e.g., hh). AI(FE)E 2 ([7) & s G, UES T RTO
(%) ) CDASH 0 DATE 3 L O TIME ®
2 R—xy hEERE L, SDTM
5% RFICDTC IZ 1SO 8601 7
4+ —~v FTANT D,
Special- DM 10 RFICMI Minute of Minute informed consent W A FEH | Informed Char RFICDTC ZHUE SDTM ZHC i~ v Y [ N/A ZhuE, SDTM @ Disposition (#ERFH BRI KA A THY
Purpose Informed signed in an unambiguous SC#ICE A4 Lk | Consent J L7\, SDTM BT —4 & » T REBRHCBIT oM E M CIce D,
Consent time format (e.g., mm). A5y 1E? Minute ([F]E FCIR. BE ST RTO
WA (o CDASH ® DATE 3 £ Ut TIME
)) o HR—R Yy P& L, SDTM
© 2020 Clinical Data Interchange Standards Consortium, Inc. All rights reserved fEW 5. « #f - fizdk 225975, Page 48
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Observation Domain Order CDASH CDASH DRAFT CDASH Definition BRI ba=-P AN Data SDTM Target ~y VS EE Controlled i FOER
Class Number Variable Variable Type Terminology
Label Codelist
Name
Z%? RFICDTC (Z 1SO 8601 7
A=<y b TANT 5,
Special- DM 11 BRTHDAT | Date of A subject's date of birth (with | #kBa#& D44 A H | Birth Date (4 | Char BRTHDTC Z AT SDTM B4UC Bz~ » 2 | NIA N/A
Purpose Birth or without the time of birth). oo [T | EAR) L7V, SDTM HgEF— 4t v
The complete Date of Birthis | = _7-7:] 9 RCIE. IUE SR RTO
&ﬁ;g&%’:éh; tgmmg'ar CDASH ¢ DATE & L U TIME 0>
Birth Month, Birth Day and :Y*H* v P ailifiL, SDTM
Birth Time. 7540 BRTHDTC |2 ISO 8601 7
A=<y b TANT 5,
Special- DM 12 BRTHDD Day of Birth | Day of birth of the subject in WesrE D4R B | Birth Day (4 | Char BRTHDTC ZHUE SDTM B3 B~ » ' | N/A N/A
Purpose an unambiguous date format | ()T o> [TF | 4EH A(H)) 7 L7, SDTM HiETF—4 & v
(.9 DD). PIT L] 2 R T SR RTO
CDASH @ DATE ¥ L U TIME
aR—x b EERE L, SDTM
%o BRTHDTC IZ ISO 8601 7
+—~v hTANT D,
Special- DM 13 BRTHMO Month of Day of birth of the subject in werE DA R B | Birth Month (| Char BRTHDTC Z T SDTM B3 Bz~ » B | NIA N/A
Purpose Birth an unambiguous date format | (H)iZvo> [TF | AE4EH BHH) 7 L7, SDTM HiETF—4 & v
(€.g. DD). weLEel 2 |) R T SRR TO
CDASH @ DATE ¥ L U TIME
aR—x b aERE L, SDTM
%0 BRTHDTC IZ ISO 8601 7
+—~v hTANT D,
Special- DM 14 BRTHYY Year of The year of birth of the subject | #%5x& D44 H H | Birth Year (4 [ Char BRTHDTC ZHUE SDTM ZBHUCiE#~ v v | NIA N/A
Purpose Birth in an unambiguous date )V [T |44 BER) 7 L7\, SDTM HEF—4t v
format (e.g., YYYY). NTLED] 2 F ol IE ST RT o
CDASH @ DATE % L U TIME
avR—xy b aERE L, SDTM
%7 BRTHDTC IZ 1SO 8601 7
+—~v hTANT 2,
Special- DM 15 BRTHHR Hour of The hour of birth of the subject | #§r# DOFEAERZ | Birth Hour (i | Char BRTHDTC ZHUE SDTM BBz~ » B | NIA N/A
Purpose Birth in an unambiguous time (ETWo [T | AR () 7 L7\, SDTM HigEF— X & v
format (e.g., hh). MWITLTED] 2 FCIE, IEEN=TRTO
CDASH @ DATE ¥ L U TIME
aR—xy b aERE L, SDTM
%7 BRTHDTC IZ ISO 8601 7
+—~v b TANT 2,
Special- DM 16 BRTHMI Minute of The minute of birth of the Bl E OFEAEREZ) | Birth Minute (| Char BRTHDTC 2T SDTM AU B~ v £ | N/A N/A
Purpose Birth subject in an unambiguous ONEVD [T | HEAERZ(SY) 7 L7V, SDTM T —# & v
time format (e.g., mm). NTLED] 2 ) h i, SN RTD
CDASH @ DATE % X U TIME
ayR—xy b EHERE L, SDTM
5% BRTHDTC |2 1SO 8601 7
A=<y FTANT D,
Special- DM 17 BRTHTIM | Time of The time of birth of the subject | #¢5k# o> #E/E %] | Birth Time (| Char BRTHDTC ZALiE SDTM A#c e~ » B | NIA N/A
Purpose Birth in an unambiguous time o [TFay | #EER) 7 L7V, SDTM T —4 & v
format (e.g., hh:mm). LM 2 Rl I SR RTO
CDASH @ DATE % X U TIME
ayR—xy baRE L, SDTM
254> BRTHDTC IZ 1SO 8601 7
=<y FTANT D,
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Center for Disease Control).

o)

-2 SUPPDM.QLABEL= [Collected
Race (IUEL7-ARE) | L34k
. EHTE %, SDTMIG @ DM R
AL DR varERR,

Observation Domain Order CDASH CDASH DRAFT CDASH Definition -tiibe Furrr Data SDTM Target <y U SEE Controlled EYE LR
Class Number Variable Variable Type Terminology
Label Codelist
Name
Special- DM 18 AGE Age The age of the subject WeBRE O IT | Age (FRi) Num AGE [SDTM Target] 7 AIZig#io> | N/A EMZIVET A 5E, Age GFEHR) (330E & LTI Sh, iR
Purpose expressed in AGEU. <o [TFn/T SDTM it~ v ' /45 ZIELLATA5 & 5 ITEROEIE Age Unit (R DA 288
L] 2 o BEfHT b s & THDH, BHRBALEREZ (SDTM @ RFSTDTC
) \ZB DAEMOBE R A & AEIDE MR B R LR v e
LIRWGEDRD 2120 FlOERFP O LI/ D Z &
N5, BRTHDTCIZTRTOBITHHILD DT TR (B
BEDTTA N =T HREDT-D) . AGE ZIUET 55
AlE, NS, Foe Yy A BT T IWER b
5 ENHEREND,
Special- DM 19 AGEU Age Units | Those units of time that are MO BN [ | Age Unit (45 | Char AGEU [SDTM Target] # 5 AIZit#io | (AGEU) CRF T Age (i) ZUUET 25AL, FOMEZEKROH S b
Purpose routinely used to express the | <-4y T U772 | Hivod HLfE) SDTM Z¥uc e~ vy B 73 % DITT BT, FMOHEMEZAR L THL LER’HH, 71 b=
age of a person. 1 . VT E D7 N —7 B0 b VTN D A 34RO B2 CRF
TIEL, £ 9 TRWEAIX CREICERNICERTHZEMNTES
GEH OBENE (7% ) .
Special- DM 20 SEX Sex Sex of the subject as R E DM | Sex (PERI) Char SEX [SDTM Target] # 7 AIZFi#o | (SEX) BB F 72 TR IS L o T STz LB 0 IR E o4
Purpose determined by the [(CImTL SDTM ZHic it~ v ¥ /4% FOPER & 72 i TR A AUE 2, Jhug, RBUOFMChH
investigator. n] 2 . Y BHETRORHETIEA L,
Special- DM 21 RACE Race An arbitrary classification LUFD 550 Al | Race (Aff) | Char RACE [SDTM Target] # 7 AIZi#io> | (RACE) FDAICL W EREND 5 ONENE (T AV DA T 4T V&
Purpose based on physical DL, BRI SDTM Z#c i~ vy B 73 % T I ARRAER, TOT AL BAERET 7V BFRKEAY
characteristics; a group of EbYTEELD B INT A ETNFTZE OMOKFLEGE B OSAER, AN) ZIUET D5
hersons ;er'ﬁ;ig(;tyy%mgw“ DITERTTN? IZRACE (M) M7 5, KELSCF—2 2T 53
Center for Disease Co'ntfol). (HEHEGRIN G TRE BCh, HRShLIZ LTIV —ZRACTH LA, THRAELET
<3, ) TV HFKEAN) OfRbVIC TRA] VD64 TH 5,
BEONEEIET 25 A1, bV ICAR P —E RO L LS
WERNEE D EBEZHND, ARV —iF, ESREHD
Nl BT 72 OICHERFEZ NN 5 Z Ltk > T BlxiE
RACE1, RACE2) . & Z#5#& CTHOME Shi- o Nz
F4% L, MULTIPLE fliiz RACEICANTE %, AR H—IiF,
I'Collection of Race and Ethnicity Data in Clinical Trials| (FDA
L 20169 A) BT RETHD, SDIMIGOEZ a5
D DM R AA &S,
Special- DM 22 CRACE Collected An arbitrary classification UTDOARED S % | Race (Aff) [ Char SUPPDM.QVAL | Ziuix SDTMIG Z#ICE#~ » £ | (RACEC) K 0EEAR NS EAZE LW (BlZE, FDAICK W ERESD
Purpose Race based on physical L BRI DY VLR, ZOERIL. K5 SO N EAZBZ %) $i41%. CRACE 2+ 5,
characteristics; a group of TEHEL LD LY SUPPDM.QVAL Ofii & LT Health Level Seven's Reference Information Model Structural
persons related by common | 31 5.9 (4 SUPPDM 57— 4t » | T, Vocabulary Tables 13, SDTM Z5%(o CT % RACE IZ 44 T
descent or heredity (U.S. FORIR &, FTHE T SUPPDM.QNAM = [CRACE) 7 LR LTI ENTVAED, ZOFIChHDAFiLRE v~

TV =T —=TNEHERTDHZ LR HEREIND BIZIE, 7AV S
AT ATV EIXT T ADRER, TOT A, BAEZET 7
U RKEAR AT A FEE OMO KRB OER, AA
) o PKEDUNCTT X ENETLIRBTY, #HRSND T T
V—iZM L TH DM, TBRAELIET 7V IRKEAN OfRDY
I TRA] 2RV 58360 Th 5, HEROANEZIET 558
1, ROVICAR P —EROEHHENLEL D LBEZ BN
%, ARV —iE, WESNEEO NEE R T 2D R
9% Z iz ko T (BlxiE, CRACEL, CRACE2) . 5
R T H O SN O N A RSk L. MULTIPLE fi %
CRACEIZA)T&E %, AR H—n2fLiEsi/- Race = — RV
A ME% RACECTIZ~y B> 745 (BlxiE, 727 ANcxtL
THARN) ZE&BRTLIOTHIE, O~y TSRk
¥, SDTMIG Z#? RACE # AW THEEND, AR P —
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SUPPDM.QVAL {2,
SUPPDM.QNAM = [CAGETXT]
7> SUPPDM.QLABEL = T

Collected Age Text (U4 Shvi-4:

7¥AK) | ELTvyEVS
ERCH

Observation Domain Order CDASH CDASH DRAFT CDASH Definition [{iope Furrr Data SDTM Target <y U SEE Controlled EIE FOER
Class Number Variable Variable Type Terminology
Label Codelist
Name
1. [Collection of Race and Ethnicity Data in Clinical Trials]  (
FDA, 2016 £ 9 H) #ZWI & Th D,
Special- DM 23 ETHNIC Ethnicity A social group characterized Wb7plzid e A= | Ethnicity (& | Char ETHNIC [SDTM Target] 7 AlZFe# @ | (ETHNIC) BEFACHEIEAR AT ETHNIC =— KU 2 k= (C66790) Dffi % v
Purpose by a distinctive social and vIRITTT |50 SDTM ZEHIC e~ » &' 75 % THEPEL TODHAITHERT 5, AR Y —ik, RIkOIUE
cultural tradition maintained | 2 y 5 #c# 5, . 2B % 774 &> 212 [Collection of Race and Ethnicity Data in
from ge”er":.'on to ge d"e“."“!o"' E7117 5 Tl Clinical Trials)  (FDA. 2016459 ) #ZBW3~xThs (
o e'i}"i;yeﬁt’;ﬁ oo | EEOETS http://www.fda. gov/ucm/groups/fdagov-public/@fdagov-afda-
with the group: members of 2 gen/documents/document/ucm126396.pdf)
the group have distinctive
features in their way of life,
shared experiences and often
a common genetic heritage;
these features may be
reflected in their experience of
health and di
Special- DM 24 CETHNIC Collected A social group characterized WeBRAE O BRI | Ethnicity (B | Char SUPPDM.QVAL | Z &ff#iix. SUPPDM.QVAL ®fE | (ETHNICC) 22— KU A hOJESE S iz HL7 SR T& % NCI Thesaurus
Purpose Ethnicity by a distinctive social and [TFITLE |18 L LTSUPPDM F—4t v kT codelist for Ethnicity As Collected (C128690) & 7= i3> #Lii 4
cultural tradition that is ] 2 . SUPPDM.QNAM = [CETHNIC JRABUE LTz RER 7 v— 7 Ol e & A TR IUET 256
malntained from genefation to J 7> SUPPDM.QLABEL= | AT B, AR, I LR R & 5T 2 I
ggg%iéoﬂi'stofyarfésofig?r:e a Collected Ethnicity (1 L 7= FXf RAF (213, CETHNICL, CETHNIC2) AT %,
and a sense of identification )L ETRIE, BT 5. 1R
with the group. They have HOZEH % SDTM R A A AZRLE
similar and distinctive features T5Z EIZBT BN W T
in their lifestyle habits and . #H D SDTM 5 L O SDTMIG
shared experiences. They EBWROZ L,
often have a common genetic
heritage which may be
reflected in their experience of
health and disease. When
submitting to the FDA, the
collected values must be
rolled up to the permissible
values in ETHNIC.
Special- DM 25 AGETXT Age Text The age of the subject at WelRE D4Ry (i | Age (Range) | Char AGETXT [SDTM Target] 7 AlZe#io | N/A i OFAESFH ATREZ2 A, R VI AGE BB AN T 5,
Purpose study start expressed as an B 1Zn< o [o | CRi L SDTM ¥ B~ v v /T 5 AGE %7213 AGETXT DWWFRND T 4 —/L RIZAH L., fific
range. FarcLzrl | 1) . AFFTRETIEAR, MOV TIE CDASHIG 2 B0 = &
2
Special- DM 26 CAGETXT | Collected The age of the subject at webrRE OFl (GL | Age Char AGETXT; I SNl S HEHTHAIE | NIA ElnfE (Bl ZE, 0~3, 18~25, >65) DLDOIERFHEIND
Purpose Age Text study.stjclrt expressed as W) xn o [T (Descriptipn) SUPPDM.QVAL | = ZpfEH % AGETXT IC B~ WAIE, AGETXT # VW TIUET RETHhH 5, FbER (FlxiE
descriptive text and not a FacLen] | Rl G BV B, IS R PN, TR, RA) EIET BWEIE, CAGETXT ZHT
range. 2 1) ThiE, ZOMRE ISR L7 AR B 7200,
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2.7 Domain Specific (F 21 V[HEAE)

Birth Defect

with a congenital anomaly or
birth defect.

EfRLT [LWETH/L
ELEM] ?

Defect (5 REH/
HERE)

Observation Domain Order CDASH CDASH DRAFT CDASH Definition R JavFr Data SDTM IvEVTEMR Controlled RELFOER
Class Number Variable Variable Type Target Terminology
Label Codelist
Name
Domain Specific | AE 1 AEACNOYN [ Any Other An indication whether any other | COHEEFHERIC® LT | Any Other Actions | Char N/A SDTM EHIZT v E Y LAY, (NY) ZO74—ILFERETHER/BMIE. T
Actions Taken | action(s) were taken in response | fidME %471 % L | Taken (fIZ5HE SDTM Annotated CRF [Z[Z., 2D 7« —BYY—ZVGEEZRY UTITHRIT
to the adverse event that are fin? L7=508) —JL FIZ[NOT SUBMITTED] & 529 % 32&THD, “hitkY. CRFIZHS
3ggee]"ﬂc‘ﬁ:n“’essn(‘)‘:ﬁ[i"i‘nmoenm . AEACNOTH 7 ¢ —JL KIZDIVT, @A
study treat?nents given because BEHTIOTHSC EORMERRT 5
of this adverse event. °
Domain Specific | AE 2 AERLNSYN | Related to Non- | An indication whether in the ZHOHEEERIE. study | Related to Non- Char N/A SDTM EHIZT v EV S LAY, (NY) ZO74—ILFERETHER/BMIE. T
Study investigator's opinion the event | treatment LI/t DALEIZ | Study Treatment SDTM Annotated CRF [Zl&. CTD 7« —BY)—Z T EEZR Y UTITR/IT
Treatment may have been due to a £340 [TEhyTL | (Study —JL FIZ[NOT SUBMITTED] & i¥582¥ % 52ETHS, ThitkY. CRFIZHSD
treatment other than study f=tn] 2 Treatment A%} & . CDASH AERELNST 7 1 —/L RIZ2 T,
treatment. DRRER) EEAEEMELDOTHD S £ DRIMER
LERH
Domain Specific | AE 3 AESCAN Involves An indication the serious event | COHEEZRIEL. NA | Cancer (HSA) Char AESCAN ['SDTM Target] 135 LIZFEEEHD (NY) COEHIELEFETH DN, RRUH—
Cancer was associated with the DFEREEEFRLT [ SDTM ZEHICERI YEVTT 5, MULALS—T—2OREEZHREL TS5
development of cancer. FETMOVELED] 2 Blk. HABMTED S, BHD AE IZH
T AHEMUTBRREBRT —2 X — X TIE
THEEE. EELAED S A TEIZEZ
D TNFEWNVVNWZ ] BRXOEREERT S
ERHRIND, RRUY—~DER :
FDA Study Data Technical Conformance
Guidev2.2 (2015 6 A 12H) OtV >
324113 7TR, TEELEEEROEH
AESER~® Y] OARTIE, ZDOF iz
RERETHD FIZIE L. AR, F
T IIHEEREZNEAMBIGE L LT) 1 &R
TWb, ARUY—IE, CRFTIRESIT
WeLTH, LIFLISETHmIEREHET
B2LEDHD, TOREICE--HELTR
FTRETHD. "OERIT. FODANEEL
AE OHHBO RS 1T E2HRT 51=HICFARX
THhb.
Domain Specific | AE 4 AESCONG | Congenital An indication the serious COHEESERIE. £%X | Congenital Char AESCONG [SDTM Target] 15 ALIZFEHEHD (NY) BEY AE (CET S EREERK T —
Anomaly or adverse event was associated BEF-IHERE L Anomaly/Birth SDTM ZEHIZEIETYELSFT 5, AR—XTCINET ZEEIE. EELAED

A4 TEICERNO TELVOWZ] BROZE
BEFEBRTHEMNHEEIND, RAKRUY
—A~®M;j¥iE : FDA Study Data Technical
Conformance Guide v2.2 (20154 6 A 12
B) €923 4113TlEk. TEELE
EEROLEHAESER~AD Y] DAHATIE
. TOFEETTRETHD BIRIE, T
T, AbR. FE@EREE/EANBGEE L
T) | LBRTLVS, RKRUY—IE, CRF
TlEshTWzELTH, LIELIEEHE
1EREEHT LN HD. TOREICE
SHBEEERTRETHD., ZDIERIE.
FDANEE % AE DBEO RN T2 HRET
BI=OITFARTH D,
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Observation
Class

Domain

Order
Number

CDASH
Variable

CDASH
Variable
Label

DRAFT CDASH Definition

e

Data
Type

SDTM
Target

ITYEVITER

Controlled
Terminology
Codelist
Name

R LoExi

Domain Specific

AE

AESDISAB

Disability or
Permanent
Damage

An indication the serious
adverse event was associated
with a persistent or significant
disability or incapacity.

COEEERIT. #EE
EEFITEANIEES
22BN YFELIZM?

Disability or
Permanent
Damage

Char

AESDISAB

[SDTM Target] ©5 LIZEEHD
SDTM EHICEHIYEL I T B,

(NY)

FEELAE (T M EREERRT —
AR—RATRET B5E81F. EELAED
24 THIZERD NIV BXOZE
BETRTHENHERSNDE, RRUY
—~®D;E:iE : FDA Study Data Technical
Conformance Guide v2.2 (2015 £ 6 A 12
B) o932 4113Tlk. TEELE
EEZDLEH AESERAD Y] DAHATIE
. ZTOFBERTIRETHD FIRIE, 3
. ABR. F-IIBEEEEMEANEGS L
T) 1 E#BRTVS, RKRUH—IF, CRF
TlEsh T zELTE, LIELIEFHE
BREEERT H DD, TOREICE
SIEEERIRETH D, DERIT.
EET AE DRHHERM T 510, FDA
DEEICTARTH D,

Domain Specific

AE

AESDTH

Results in
Death

An indication the serious
adverse event resulted in death.

EEERICLYRTIC
EYELEA?

Death (3ET5)

Char

AESDTH

TSDTM Target] #15 AIZFEHEHD
SDTM EHICEEI YEVTT 5,

(NY)

BEY AE ICBIY 2 ERERKT —
AR—ZATRET 21581, EELAED
24 TEIZAZD NELV/LWE] BROZE
HETRTDLNHERSND, RRUY
—A~M;¥EE : FDA Study Data Technical
Conformance Guide v2.2 (20154 6 A 12
B) O+E923>4113Tlk. TEER
AEZERDLEH AESERAD Y] DAAT
X, TOFEZERTAETHD BIZIEL.
L. AR, FrEHEEEEEANBG L
LT) | EBRTWND, RAKRUH—(E,
CRFTIREShTWELTH, LIFLIE
FHEERE AR T D LNHD. TORE
ICESBREERTRETHD, "OFER
&, FDANEEL AE D HORSF 1T E/E
BRI BEHICTARTH D,

Domain Specific

AE

AESHOSP

Initial or
Prolonged
Hospitalization

An indication the serious
adverse event resulted in an
initial or prolonged
hospitalization.

COEFERIE. BB
ED AR IEARBTLARM
DERIZOHEMNYFEL
f=h?

Hospitalization
(initial or
prolonged) (ARE

[FEIXIFER]
)

Char

AESHOSP

[SDTM Target] 735 ALIZEEEHD
SDTM E#ICEEI YEV T T 5,

(NY)

BEY AE ICBIY 2 ERERKT —
AR—ZATRET 21581, EELAED
A4 TEICERNO TEWVOWZ] BROZE
HEETRTDLNHERSND, RRUY
—~M;¥5E : FDA Study Data Technical
Conformance Guide v2.2 (20154 6 A 12
A) Ot¥L3>41137TlEk. EELE
EERDEHAESER~AD Y] DAATIE
. TOFHEERTRETHD BRI T
. ABR. FI38eEEEANEEGES L
T) | LBRTLVS, RKRUH—IE, CRF
TRESATWV=ELTH, LIELIEHE
ERELRT N DD, TOREICE
SFBEEEZRIRETHD, COFERIE.
FDANEE % AE DHEOEM T2 HRET
B1=OICFAARTH D,

Domain Specific

AE

AESI

Adverse Event
of Special
Interest

An adverse event of special
interest (serious or non-serious)
is one of scientific and medical

ChIFEHISERE TR
EHRRTIM [TLE
M 2

Adverse Event of
Special Interest

Char

N/A

SDTM EHIZT v EV T LAY,
SDTM Annotated CRF [Z[&. D7«

(NY)

Z O CDASH 7 1« —JL FI&, fh® CRF R
—CEFET B, FIIT AECAT F£1=
I AESCAT ICEZ A NS BT IFICER

© 2020 Clinical Data Interchange Standards Consortium, Inc. All rights reserved {5 « B - #ifl 22595,

2020-01-23

Page 53



Clinical Data Acquisition Standards Harmonization Model €5/ X—Y =3y 1.0

Important
Serious Event

categories for seriousness
apply.

B8] OREETHER
ERLIBVERHICE
BELQER [TIA/TL
=] 2

(Important Medical
Events) (Z 0t
NEELER [E
BEREFMER]

)

SDTM EHICEEI YEL T T 5,

Observation Domain | Order CDASH CDASH DRAFT CDASH Definition R JavFr Data SDTM TvEVTEMR Controlled SELOERE
Class Number Variable Variable Type Target Terminology
Label Codelist
Name
concern specific to the sponsor's —JL FIX[NOT SUBMITTED] & ¥52¢ % LTH &\, BETIHHEES. COFERE.
product or program, for which o SUPP--.QVAL T—#4 v kT, SUPP--
ongoing monitoring and rapid .QNAM = TAESI] /D SUPP--.QLABEL =
Fn?/ggizr;é?tlgqf?géginsor can l'Adverse Event of Special Interest (%3
be appropriate. Such an event [<32H ?’Néﬁ%;%‘) 1 k?’h(“i\ iR
might warrant further TED, RENORHE SDTM FA A VIS
investigation in order to BREY S CIHTARAICOVTE. &
characterize and understand it. #D SDTM £ & U SDTMIG #8BHBD &,
Depending on the nature of the
event, rapid communication by
the trial sponsor to other parties
(e.g., regulators) might also be
warranted.
Domain Specific | AE 9 AESINTV Requires An indication a serious adverse | COBEER(T. EHE | Required Char SUPPAE.QVAL | Chid SDTM ZEHICEE<TYEYSL | (NY) COEEF, EEUS BIRE. EEkSE
Intervention event required medical or e OEAIcLBER | Intervention (BHE T, RRY—F, EFRERIES ) ICEEEY AEERETERICERT S,
Device surgical intervention to preclude | g4 EE % 1- (44815 %E | HAA) TELAEEROMEICHTIENHERH SDTMIZIE. COEEMDEELZRET D
permanent impaiment of a body | gy 1 55 - spl= St A % BIAETHE. EHEBATOEL, RRIYF—IE,
rton o pevenpemenert_ | 5z U Lich 7 SUPRAET sy bIBR Chid
to the use of a medical product. HTED, AR H—F, EREENHS
FTEEEERORBLEBE~DHREICET S
BEHhEHERBIRNETHD.
Domain Specific | AE 10 AESLIFE Is Life An indication the serious CHEEERITESE | Life Threatening ( | Char AESLIFE TSDTM Target] /15 AIZEREHD (NY) BELAE (BT M EREERR T —
Threatening adverse event was life Bh [LETH/LEL |£EHEELT) SDTM ZEHITERI vEL IS 5, AR—RATIET BHEIE. EELZAED
threatening. f=h] 2 A4 TEICEARNO TEWVOWZ] BRXOZE
WEERTDHENHRESNDE, RRUY
—~M;¥:E : FDA Study Data Technical
Conformance Guide v2.2 (2015 £ 6 A 12
H) Oty 3rv4113TlE. [EELE
EEZDEH AESERAD Y] DAHTIE
. ZTOFEERTRETHD BIZE,
. ABR. FEHEREE/EANBRGE L
T) | EHRRTND, RKRUHY—IE, CRF
TIREShTW & LTH, LIELIEEHE
BRELABT DD H D, TOREICE
SIEEERITRETH D, COERIT.
FDAWNEEYL AE DHFHOEN 1+ 2R T
BIBICFARTH 5.
Domain Specific | AE 11 AESMIE Other Medically | An indication additional ZOHFEESRIL. o | Other Serious Char AESMIE [SDTM Target] #15 AIZFEEHD (NY) FEN AE (CBT MBI AR T —

ARA—RTIRET HHEEF. EELAED
A4 TEICERNO TELVOWZ] BROZE
HETRTDLNHERSND, RRUY
—A~M;EEE : FDA Study Data Technical
Conformance Guide v2.2 (20154 6 A 12
B) €923 4113TlEk. TEELE
EERDEHAESER~D Y] DAATIE
. TOFEERIRETHD BIRIE T
T, AR, FrldaEEEMEANBEGEL L
T) | LBRTLVS, RKRUH—IE, CRF
TRESA TV =ELTH, LIELIEHE

BREEET H DD, TOREICE
SEEEERIRETHD. COEHIE.
© 2020 Clinical Data Interchange Standards Consortium, Inc. All rights reserved fEW 5. « #f - fizdk 225975, Page 54

2020-01-23



Clinical Data Acquisition Standards Harmonization Model €5/ X—Y =3y 1.0

treatment information was
revealed to any unauthorized
site personnel during the trial.

A (EREBR/ET
) En [FIELE
ml 2

fRER)

T,

CDASH 7 4 —JLF®
DSUNBLIND = TY] ®i5&. SDTMIG
%40 DSDECOD $ & U DSTERM = T
TREATMENT UNBLINDED (At

DERER) | BLUDSCAT="T

OTHER EVENT]
2%,

(ZDHBOER) &

DSUNBLIND = TN] D5&. =

DENRFECHEASABN EERT
f=HIZ. CRFIGERTRETH S,

Observation Domain Order CDASH CDASH DRAFT CDASH Definition KR Jarrr Data SDTM IvEVITER Controlled RE DR
Class Number Variable Variable Type Target Terminology
Label Codelist
Name
FDAWNEHY AE DIFHO RS (T E2HERT
BIBICFARTH 5.
Domain Specific | AE 12 AESOD Occurred with [ Anindication the serious event | COBEEERIL. BE | Overdose (BEi#% | Char AESOD [SDTM Target] 75 LIZREED (NY) COEREIRLEFETHDN, RRUHY—
Overdose occurred with an overdose. BE5BEREICLYE | 5AESRE) SDTM EHIcEET Y EL ST 5, MNLAL—F— 2 OINEFHELTLNDE
ELFELEMN? A%, HABMTED D, EELAEICH
T HEMUTBEREBRT —2 N — XA TIE
FHHEE. B NIV E] X0
EHMNHERSIND, ARV —~DER :
FDA Study Data Technical Conformance
Guidev2.2 (2015 6 A 12RH) O+EY >
324113 7TR, TEELEEEROEH
AESERA~® Y] DANTIE, ZDFEizE
RERETHD FIZIE L. AR, F
f [SHEEEE/BAMBE L LT) 1 LR
TWb, ARUY—I&, CRFTIRESIT
WELTH, LIFLIFEFMEREHET
e DD, TOREICE-FEEETR
FTRETHD. "OERIT. FOANEEL
AE OFHBOEST 1T E2HRT 51=HICFARXR
THb,
Domain Specific | DS 1 DSCONT Subject The plan for subject continuation | #%E&#& (L% L £ I H | Subject Continue | Char SUPPDS.QVAL | CO1&E#RIE. SUPPDM.QVAL MfEE L | (NY) N/A
Continue to the next phase of the study or | 2 T SUPPDM ¥—4 v k T.
another_study at the time of SUPPDM.QNAM = [DSCONTJ D
completion of the CRF. SUPPDM.QLABEL= [Subject Continue
(HEREOME) | EThIE RET
5, BENOEHE SDTM FAS Y
ICEREYT 5 &ITBT HEBAIC DN T
&, JHD SDTM H & U SDTMIG &5
BoC &,

Domain Specific | DS 2 DSNEXT Next EPOCH Identifies the study epoch or WEREN [/ 17/%& | Next [Period, Char N/A ZDEHITSDTM EHIZTVELSL [ NA HAMIZIX, E=ZAVVYT, T—489 1) —
new study in which the subject | $8] 4%k [#ifE/T | Epoch or Trial] ( B, ZOIT4—ILRKHBETHEAS —VY. BEUHEBREDBIITKID—i
will participate. Ry o /ERR] (26 [T | kO [HR. TR NIEWNT EEFRTEHIZ, CRFIER 7o T rOBEMELTHERSNS,

FHTLEM] 2 v, FlIEHER T35, OERIE. SUPP-.QVAL T—4 v T,
1) SUPP--.QNAM = T--DSNEXT] H2D

SUPP--.QLABEL = Next EPOCH (RMD T
Ryy) | EThiE BRETES,  ZE5
DEHE SDTM FALS VICEEBET S &I
BI¥ BEBAICDONTIE, |BFDO SDTM E &
U SDTMIG 28BN &,

Domain Specific | DS 3 DSUNBLND | Unblinded An indication the subject's ERMEICL > THAM | Unblinded (H4# | Char DSTERM ZHIESDTMZEHICEETYELSL | (NY) ZDiERERT=HIZ, SDTMDS F—4 +

v EOERITICHES2EDH D TAE
hi#itl7: DSCAT lE2 BT %, HBH1TT.
DSCAT= TOTHER EVENT (ZDihDES
) 1 EThIE ARGV ERBRIN
ZEERTIEMNTE, BOITT.
DSCAT= [DISPOSTION (#%E&#& stERIK IR
) 1 EThIE REAOSMAKRT L1k
HTOHBREDKEERT I ENTES,
DSUNBLND A¥ TY] T. BEREROEHIC
BT HEHmMIE S NI-EE (L. DSCAT I
TOTHER EVENT (ZD#DER) | .
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Observation Domain Order CDASH CDASH DRAFT CDASH Definition KR Jarrr Data SDTM IvEVITER Controlled RE DR
Class Number Variable Variable Type Target Terminology
Label Codelist
Name

SDTMIG Z#( DSTERM [ZBHEEK R
DTF A b, DSDECOD IZRRUY—FEH
DEELINEZTFR N BRI,
TREATMENT UNBLINDED [ABEIHDE
%AERR] ) #AHNT 5. DSUNBLND A% TY
1 T. ERERIZK Y HEEBRENHKEBOER D
b IZE 55 & (&, DSCATIZ T
DISPOSTIONJ ZA A L. SDTMIG E#H D
DSTERM & & U DSDECOD %/ L T.
BUTLHPULDHEMENET 5. FHHER
NEEERRICLYRELIBEIR.
DSTERM [Z Adverse Event (EEZE%) @
FERMEEH. AE KA A T, SDTMIG
D AEACNOTH TCDEESRIZHL
T. thoORFEETVELEZM? L IS, T
Treatment Unblinded CGABREIfTD SRR
) 1 DTFRX+EEHD, DSUNBLND %
ALT, RBROTOFILTRELEESA
TOERNLGERBREREZLTL L,

Domain Specific | MH 1 MHEVDTYP | Medical History | Specifies the aspect of the BEREEZOAH424 | Medical History Char SUPPMH.QVAL | 2M 7 4 —JL FIX SDTM ZE#IZE#E< [ N/A CNIFHABRORE L EERTH S,
Event Date medical condition or event by JiFaTLE=M"? Event Date Type vEVY LI, COERE. PRIMARY DIAGNOSIS (—XRzZH#) .
Type which MHSTDTC and/or the (REESEROA SUPPMH.QVAL O & LT SUPPMH SECONDARY DIAGNOSIS (ZRZH) B
MHENDTC is defined. 54 7) F—#%+y kT, SUPPMH.QNAM = T BEFBoLRETERL, AEROBMA
MHEVDTYP] A2 SUPPMH.QLABEL= 4 7. DIAGNOSIS (Z#) .
I'Medical History Event Date Type (B SYMPTOMS (fE{K) . RELAPSE (B#)

HERBEROBMEA4T) 1 EThIE . INFECTION (B&#) oA TH->TH &
RBHTE5, Ly,

3 i
3.1 RHIB L OMRIE, BHEEEOBIIR, SEdE

T8k A D RS LRI, BEETOHIR. REFENTICET 2 CDISC DRERIE AMEEZRES L UVETT 256, HiTEICL > TRESN TV IEYOERIPMHEICR D AREENH 5, KIE
EORFICBEWTIE, BEOHLVABIFRBELVCVWDRIGHFEOFEEE L IEZLMEIIOVTH, LWAKRSIHHERAFLZLL, CDISC (CDISC Board of Directors # &%) |4, AMEEDRE(ICH -
TCIALVADBELERDAREEDH 2 FHHFEROFHE. BHUIC, WRERDIFFELIIFFFROENZLEUES LUHBHORATOERICOWT, —UETZEDRL,

FBIE L OMREE CDISC (X, CDISC DFEAEHED FC, ZD—W—H A N(ETITRMEBR)DOABIERZ G LT

RNEEDOFEHOZBRE L. LEBRE (FLEZOREBAN) [CL2EMOBRICENT, ZOMBEEADORY T, RIINETI2ENEERP. RABLVENT260ELT2, $hbb, (a) &BEF
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