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> BRI RERTS% (SAF, ITT etc.) DX LR

O nzip

5|7t : CDISC SDTMIG Version 3.3 (Final)

B BT AR ER TS5 1ZSDTMT—42 (SUPPDME S D) (S -\ CLbd B,  Soctions2DM= Assimptions 5

B (BRRARBHRO-OIZHERIEHELT, ADaM (ADSL) [TEH T 5 [Appendix 2 S 1]

> A9 —=V G REER . RUBIVF TN ST=FEG D=6 D EH-B I

B FDA Study Data Technical Conformance Guide

AO) == BBRAEHIZDULVT, ARM, ARMCD., ACTARM, ACTARMCD 74— LR ZZHDEFIZT 5, L5 IS
‘/’;‘l“Aﬂ:‘cﬁ*LT:b*?ﬁ%éhtﬁ#of:?&%ﬁ%l:’DL\'Clzts FEIN=HE5H (ARMKRUARMCD)Z A AT 50, EEDHE

EBOEH (ACTARME ACTARMCD) 2O E£E(2T 3,
B SDTMIG v3.3I22D0DET-LEH I EMSN ., SRBAEREANDS CENAIREE L T-,

ARMNRS ARM/ARMCD K U/X[& ACTARM/ACTARMCDAnuUlITHLHIEER.
Examples: "SCREEN FAILURE", "NOT ASSIGNED"

Exp

ACTARMUD | FESN TV =HEREICEH SN TS AETZ(TEN - HEREIZH T HEREDEEDEREA

Examples: ARMNRSAY "UNPLANNED TREATMENT" M4 —X, "Drug B dispensed for
part of Drug A element"

Exp

5|7t : CDISC SDTMIG Version 3.3 (Final)
Section 5.2 DM - Specification, Assumptions 4
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» SDTMIG V3.2 : --BLFLEA—RZAUEDRRITERALTLLD, BERIKBENBRICEEIT DENAIRETH
Y. EHODY IR —IESh T,

> SDTMIG v3.3 : $71-#Z# -- LOBXFL (Last Observation Before Exposure Flag) A%:Eh0
B - LOBXFLIZTRFXSTDTCORIDE&ERDIERAE I LBAREICERSNTILVS,
B -- LOBXFLIX, R—RS2ITITMBEESNTNBRALUIZET, CorehiExpected&/E>TLVS,
—7% . -- BLFLIXCorehtPermissiblelcZEBE =N TL 3,

B -- LOBXFL(--BLFL(fEA33I1&)) [XIFL—HE) T4 D= ICADaMIZaE—F 5 EMTESHM
SETOR—RSLDHFEELELTIZADAMD E R ABLFLOABMERSN S, FITICHLSR—X
FAUMNTRFXSTDTCHIDZZRDIERAETHSICELHEBMHEETISHAESINTLSIES.

-- LOBXFLEABLFLO R A IZZ2<BILTH S, [Appendix 3 SHE]
5|7t : CDISC SDTMIG Version 3.3 (Final)

--LOBXFLém lAé:&-(ss ADaM@ﬁHﬂb‘s"é‘:Eliﬁé Section 4.5.9 Baseline Values

SDTMIG v4.0TCl&--BLFLMJEHESR (ZA B el HETE H Y
[Appendix 3 8]
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> Domain-specific variablesD EE : FEDF ALV DH THERATHEH

> .

175%1EZSDTMIG v3.3DEZUF AL DEFRICTEEE

O wER

m fl. MHEVDTYP:Medical History® Bk and/or & T BEf (MHSTDTC and/or MHENDTC)

Table 2.2.12.1 Domain-Specific Variables for General Observation Class Domains

EREL-ARZAEICERAITSIEH.

ANEH 2

5|t : CDISC SDTMIG Version 3.3 (Final)

Section 6.2.6 Medical History

Observation |Domain | Variable Variable Label Type | Role Description Position
Class MName
Events MH MHEVDTYF | Medical History Char | Variable Qualifier of Specifies the aspect of the medical condition or event by which MHSTDTC and/or the After
Event Date Type MHSTOTC and/or MHENDTC is defined. Examples: "DIAGNOSIS", "SYMPTOMS®, "RELAPSE", "INFECTION". MHDECOD
MHEMNDTC
Interventions | EX EXMETHOD | Method of Char | Record Qualifier Method of administration of the treatment. Mot to be used with human clinical trials. After EXLOC
Administration
Findings EG EGBEATMNO | ECG Beat Mumber | Num | Variable Qualifier of A sequence number that identifies the beat within an ECG. After EGPOS
EGORRES
Findings IC ICIMPLEL Implantation Site Char | Record Qualifier Label or identifier that describes the location or peosition of a fetal implantation site in the After
Label uterus {or uterine horn) when classifying implantations during a uterine examination in a ICSTRESC
reproductive toxicology study. Mot to be used with human clinical trials.
Findings Ms MSAGENT Agent Mame Char | Record Qualifier The name of the drug or other material for which resistance is tested. The agent may be After
used forin vitro testing or may be used in tests for genetic markers or in direct phenotypic MSTEST
drug-sensitivity testing.
Findings Ms MSCOMNC Agent Num | Variable Qualifier of The amount of drug or other material listed in MSAGENT per unit volume or weight. Used After
Concentration MSAGENT when the agent is part of the pre-specified test. Not to be used when the concentrationisa | MSAGENT
result of a test such as minimal inhibitory concentration, 1C50, or ECS0.
Findings MS MSCOMCU | Agent Char | Variable Qualifier of Unit of measure for MSCOMNC. After
Concentration Units MSCONC MSCOMNC

5|FAJT: CDISC SDTM Version 1.7 (Final)
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4-1. TAUGD#B1

» TAUG (Therapeutic Area User Guide) Examples of SDTM Domains
https://www.cdisc.org/kb/articles/taug-examples-sdtm-domains

I SDTMIG v33ZEAME 4ARBIFEDF AN DERN?

1)

B TAUGZ EIZ, FIAREEGSDTMR AL DY T ILORMIG M EESN TLVS,

PURFOSE INTERVENTIONS

1

2 |Group/Therapeutic Area User's Guide

12

3 |Endocrine

4 |Acute Kidney Injury " 10

.5 |Diabetes " 10

.6 |Diabetes Type 1 - Exercise and Nutrition " 1.0

.7 |Diabetes Type 1 - Pediatrics and Devices " 1.0
Diabetes Type 1 - Screening, Staging and Monitoring of Pre-clinical Type 1

.8 |Diabetes 1.0

9 |Diabetic Kidney Dizsease " 1.0

0 |Dyslipidemia " 10

1 |Kidney Transplant " 10

12 |Polycystic Kidney Disease " 1.0

2

4 |Gastrointestinal

5 |CDAD " 10

6 |Crohn's Disease " 10

g

18 | Infectious

)9 |COVID-19 T 20

VERSION  DATE

2020-08-12
2014-08-01
2021-06-10
2020-09-22

2021-12-18
2016-12-09
2015-06-02
2016-10-24
2013-02-26

2019-04-30
2021-07-16

2023-09-07

SM DM

EVENTS

O m=

AG CM EC EX ML PR SU

X
X X XX
XX
X X X
X
X X
X
X X
X XX
XX X
XX X
XX XX

AE BE CE DS HO MH DV ER~

X X X

X X

X X X
X

X X

* X

X X

X X X X

X X

X

X XX

FINDINGS

DA DD EG IE BS CPGF (PF; IS LB MB MS M| PC PP MO AL

X X

X

XX

X X

X X

X

X

X X

X

X

XX

RAGARUBFIZIR T E AV ITERBEFEELGR A1 2L, EEGERBIETAUGIC
SEEINTWET, SEMIZTAUG/TAUG Examples of SDTM domainsz Z S BELZ&LY,
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I SDTMIG v33ZEHABE 4EREBFHEDRN AN DERRNBTREA

4-2. Questionnaires, Ratings, and Scales (QRS)F AL D #iL5R(FT, RS) EQ} TR

SDTMIG v3.2 S SDTMIG v3.2:QSKASL D&
SDTMIG v3.3: T —A2D 42 IELTQS, RS, FTD
SODDRA UM EIRTESL KA HT=

SDTMIG v3.3 RS FT

5| A7t : CDISC SDTMIG Version 3.3 (Final)
Section 6.3.13.1 Functional Tests

> PREAASLY: FT (Functional Tests) Findings
B GERE DHEEMEENZ M I SBRERROBMICE EShIZFAL,
AlEItE. RS, RURBHENDOBEELED
B BEEETREDEHI:
O Timed 25-Foot Walk (8 A—k JL D 1T %81 5T X k)
O09-Hole Peg Test(OARDRYT TITL\, BEIHFAMLCRREEF OBAMEETFMT 5T X
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I SDTMIG V33X ERBIE 4RBRHADF A OREERNTRH
4-2. Questionnaires, Ratings, and Scales (QRS)F A4 > D YL5R(FT, RS) 0 mER

> RS (Disease Response and Clin Classification) Findings 31/JE: CDISC SDTHIG Version 3.3 (Final)

Section 6.3.13.3 Disease Response and Clin Classification

B EASIEAYEKEIH., OncologyR AL MEQRSKAS UIZHSENE B INT-

B QSKRUFTERFRIZ,AIEXFREBEDEEZRI ATI)—(-CAT) ZHZRALS, BEFHINEHIEELE
LS DERR 7 EBICIZIRSCATHNLETH S

B ORBIRE/AEZRRE/EMFEHRE OB LLT T L—FEIZK> TR SN, 7O vk
[FIEFRI7RIEHTIT)—ZA7DNT AN THS

B LB, VS, XRIFCELE MDA UIZHLHABEHDORICEIEERIT7THERENSZLLHD
O Example: Smith Snoring Scale

rs.xpt
Row | STUDYID [ DOMAIN | USUBJID | RSSEQ | RSTESTCD RSTEST RSCAT RSORRES RSSTRESC | RSSTRESN | RSLOBXFL | RSEVAL | VISITNUM RSDTC
1 STUDYX RS P0001 1 S$S5S01001 S$SS01-Snoring Volume SMITH SNORING SCALE loud 3 3 Y SPOUSE 1 2012-11-16
2 STUDYX RS P0O001 2 SSS01002 SSS01-Snoring Extent SMITH SNORING SCALE 25-50% of sleep time 2 2 Y. SPOUSE 1 2012-11-16
3 STUDYX RS P0001 3 SSS01003 SSS01-Snoring Pattern SMITH SNORING SCALE very regular 1 1 Y SPOUSE 1 2012-11-16
4 STUDYX RS P0001 4 SSS01004 SSS01-Total Score SMITH SNORING SCALE 6 6 6 2 SPOUSE 1 2012-11-16

RSORRESIZ (&7 & FE X FFFHEHE RN S END,

Row 1 : soft / moderate / loud

Row 2: <25% of sleep time / 25-50% of sleep time / >50% of sleep time
Row 3 : very regular / somewhat irregular / very irregular

Row 4 : total score

RSSTRESCIZ(X. RSORRESIZEEEHINTWAHEEDERDROATHIAEENS, 25
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I SDTMIG v33ZHE AlIE 4RBIFEDF AN DERRNREREA
4-3. Physiology/Morphology K AA > D kLR
O wziz
SDTMIG v3.2 MO SDTMIG v3.2: MOK AL D H
l SDTMIG v3.3: 6D DFHIIRF AN B
( V| RPALTF—a0HHICELTRIRT

> BRI EDDDEFIRMF AL, Rl—dDFinding T—REETHS, 2| T : CDISC SDTMIG Version 3.3 (Final)

B CV (Cardiovascular System Findings) Findings .,

B MK (Musculoskeletal System Findings ) Findings
B NV (Nervous System Findings ) Findings

B OE (Ophthalmic Examinations) Findings

B RE (Respiratory System Findings ) Findings

B UR (Urinary System Findings ) Findings

5|7t :CDISC SDTMIG Version 3.3 (Final)
Section 6.3.9 Morphology

» MO (Morphology) Findings 5| F35T: CDISC SDTMIG Version 3.4 (Final)

Section 6.3.6 Morphology

B SEDSDTMIG /N\—2a> TIEBELENS(BEICSDTMIG v34TIEBELESNTULNS) . MORASY

[CANTULAIE B IEIMOLLA M@ Y] Z:Morphology/Physiology K AA 12§89 Z &12H 5, -
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I SDTMIG v33ZHE AlIE 4IRBIFEDF AN DERRNREREA
4-4. Interventions K AL DIL5E (AG, ML)

) gy e
O =R
RS N . 5| FHt : CDISC SDTMIG Version 3.3 (Final)
> EEKAL>: AG (Procedure Agents) Interventions Section 61 {Procedure Ag:fts

B AREZAMELTRESNAEARURERLEFIRGY, DEF-XFMO—REL THRERE (TR S Sh HEHA
FDOT—3ZRMNTH-HIZERT S,

OREXREFrLUY (BAC)RED—RELTHREREICRESAI=TLLTY
OEZRREICERASNIELARUBSEREME

5| FAJt: CDISC SDTMIG Version 3.3 (Final)

> $ERACLY: ML (Meal) Interventions Section 6.1.4 Meal Data
N E{Hé%%%?l:ﬁﬁ?‘éﬁﬂkis g (BEAHERIEERE)  FEGEERNT L. EREEORBEORERRGL
T o

B EC/EX,CM.AGX[ISUTEIRENBLVEYRIEKRERTBHOERERT . FIIVTERZEMLTHRELY,
O Example: -EMEERXROEFNOREICHT 57—
-EYIERFEE DIL) RO IR A RBRT SEAD., FFISREL-ENOERET 574

%Sﬂ]ﬂ'ﬂl} DOMAN] USUBNDFTMCSEG]  MLOTRT: [ MLCAT WMLFRESF] MLOCCUR] MLDOSE] MODOS0] WLDTC | MLCSTOTC: [ MCERDTC] MLEVLINT]  RELMIDS ™ | MIDS|  WIDSOTC |

[ ne | w [TEE] | ower | PEmGER | v | oy S ool B

e I N Wl W 04 [ e S ol

O T = = i v i SR o] B0

4o oorze | omwe | REI0 MUSHEBOMS DILI-EVALUATION Y ¥ W1 anis12.24 PV

5o xvzo | wue | FEET 5o | ackeeFRUIT DILI EVALUATION ¥ N ixle PV

go| vz | we | RO ge | cvoapsssns DILI EVALUATION ¥ N oixile PV 27
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I SDTMIG v33ZEAMIE 4R EBR/FEDF AN DERRAREREA

4-3.Disease MilestonesfEEDFTFREAA > (TM, SM) EQ} Y B {78

5| Jt: CDISC SDTMIG Version 3.3 (Final)

> iR E ALY . TM (Trial Disease Milestones) Trial Design Section 7.33Trial Disease Miestones

B REBOBBDCGRERFIGARD) ICSRIAENRTEHIN, T—ANEDET-H
[+ &75 A Disease MilestonesZ#&#9™ 3,

5|t : CDISC SDTMIG Version 3.3 (Final)
Section 5.5 Subject Disease Milestones

> PR AL>: SM (Subject Disease Milestones) Special Purpose

B TMRASYTHRESh TL A Disease MilestonesDAA S5 =1 ERE ZLIZERER
TAHDFAY

> TM / SMAMERSHhBTAUG: Diabetes Type 1 - Pediatrics and Devices.
Schizophrenia. Lung Cancer, Prostate Cancer

HIIETAUG /TAUG Examples of SDTM Domains% Z S <= &0y

28
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Appendix 1: [FL®IC: FTLTFFER
SDTMIG v3.3 TOHDELEE R

. | } IJ ™
> TS BT oEE O %
B Study References (DI, Ol, PB)ICEAT 210> 3 >1E/ SDTMIG v3.3. 9 Study References

O Device Identifiers (DI) : 7/ N1 XDi#BIIEIRZAEINT DFR KA1 >

O Non-host Organism Identifiers (Ol) : BAXIDMEMI X (FZFLEBRDDFEFZ G AZIBHN T DFTHR B A1 >

O Pharmacogenomic/Genetic Biomarker Identifiers (PB) :J 7 —~X145") SO RXELGTF/I\A AN —H—DEEIBIRZAGN T DEFTIR R A1 >
RELSUB RXA>(CEAT 310> a2 iEM. RELSUB : {EERERIDBMRERIREFRIRE) ZA&MT DIFTHHR R A1 >

SDTMIG v3.3 — 8.7 Relating Study Subjects

> BHICHITDIEE

|dentifiersBIIEZE8D#1:% (APID, FOCID, --RECID) SDTM v1.7 - 2.2.4 |dentifiers for All Classes
O APID(Associated Persons Identifier): B{%&EDID
O FOCID(Focus of Study-Specific Interest): JABRIFEDELFIEZFFE 9 BID. 4. "Injection site 1", "Biopsy site 1"
O --RECID(Invariant Record Identifier) : tE&HARIZ 18 U CTAZ THDEEHERDID
EPOCHZEECDWCERBAT 210> 3> %ZEN : SDTMIG v3.3 - 4.1.3.1 EPOCH Variable Guidance
Disease milestonesBdEDTiming Variables : SDTMIG v3.3 - 4.4.11 Disease Milestones and Disease Milestone Timing Variables
023> ZENMUTHRAENTLD,
CM R X > DZ#5ENN(Interventions) : CMRSDISC (%5401 DIEH)
--ORREF. --STREFCZE#MD#:%(Findings) : Reference Result Z1&#M ( --ORREF: Original Unit, --STREFC: Standard format)
--REPNUMZZRDF5%(Findings) : FITE DRFEIFRMIDIEELIDIEDIR U ZXFI T Bz (CERAEND,
& MERAREKBR COFEAIC DWW TEHliENCLVRLZsD., D DEEZIAD TERIT DIZHMDERA. AT, —8ZR9,
O --CHRONZ#(Findings) , --DISTRZ#X(Findings)
CO RAA > DZEFGEN : CODY(Study Day of Comment), COEVALID(Evaluator Identifier)
DS RXAEHE 1 RAA > DHAARRMREZRET . JAERSHIOMGHRI EIARRER S DOHkEIA LM /3 (CDisposition EventsZfER. &

Y
1

w

o
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Appendix 2:

Define-XML v2.11ZF 175 ADaM define® example

IDMFEAMVOERERICEATHHERH

O wER

SAFFL Safety Population Flag text 1| Mo Yes Response Derived (Source: Sponsor)
"N" = "No" Y if ITTFL="Y" and TRTSDT ne missing. N otherwise
.Y = "Yag”
ITTFL Intent-To-Treat Population Flag text 1| No Yes Response Derived (Source: Sponsor)
o "N" = "No" Y if ARMCD ne " ". N otherwise
- Y = "Yes”
EFFFL Efficacy Population Flag text 1| No Yes Response Derived (Source: Sponsor)
"N = "No" Y if SAFFL="Y AND subject has at least one record in QS for ADAS-Cog with QS.VISITNUM:=3 AND at least one record in QS for CIBIC+ with QS.VISITNUM=3, N otherwise
oY = "Yeg”
COMPSFL | Completers of Week 8 Population text 1| No Yes Response Derived (Source: Sponsor)
Flag "NT = "Mo" Y if subject has a SV.WISITNUM=8 and TRTEDT == date of visit 8 N otherwise
.Y = "Yag”
COMP16FL | Completers of Week 16 Population | text 1| Mo Yes Response Derived (Source: Sponsor)
Flag "N™ = "Mo" Y if subject has a SV.WISITNUM=10 and TRTEDT==date of visit 10, N otherwise
.Y = "Yag”
COMP24FL | Completers of Week 24 Population | text 1| Mo Yes Response Derived (Source: Sponsor)
Flag « "N = "MNo" Y if subject has a SV.WISITNUM=12 and TRTEDT = date of visit 12 , N otherwise
. Y = "Yag"
DISCONFL | Subject Discontinued Study Flag | text 1| No Yes Response - ¥ subset Derived (Source: Sponsor)
= " = "Yes” Y if EOSSTT="DISCONTINUED'". Null otherwise
DSRAEFL | Subject Discontinued due to AE text 1| Mo Yes Response - ¥ subset Derived (Source: Sponsar)
Flag o "Y' = Tyes” Y if DCSREAS="Adverse Event'. Null otherwise

https://www.cdisc.org/standards/data—exchange/define—xml/define—xml—v2-1

defineV21-ADaM.html
ADSL (Subject-Level Analysis) - [ADaMIG 1.1]
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Appendix 3: 2.Baseline ~ADaM~DFEE- O EEE
SDTMIG v3.3 section 4.5.9, SDTMIG v4.0ND ) —RIE R

Thc table belowshows-a-set-of similar flag variables-and their-usage-across SDTM-and - ADaM: <’

Variable< Structure-Where-t1s-| Requirement-in- Definition= Intended-Use<
Defined< That-Structure<
—LOBXFLs SDTM< Expected-or- Last-non-missing- Consistent-pre-treatment-reference-
Findings< Permissible+ value-prior-to- value-baseline-for-use-across-all-
RFEXSTDTC studies-and<
{Cperationally - Sponsors.<
derived)-
ABLFL< ADal-BDS< Conditionally- Flags the-record-that-is-the- Baseline-for-ADal;analysis-as-
Required= source-of-the-baseline-value-for-a- | specified-in-the-Statistical-Analysis-
given-parameter-specified-inthe- | Plan<
Statistical-Analysis-Plan-(May<
differ-both-across-and-within-
studies-and-dataseis)-
—-BLFLs SDTMe Permissible- A-baseline-defined-by-the- Any-sponsor-defined-
Findings« (formerty- sponsor-(Could-be-derived-inthe- | baseline-use«
expected-in- same-manner-as—LOBXFL-or-
some-domains)< ABLFL, -but-is-not-required-to-be)-

https://www.cdisc.org/standards/foundational/sdtmig/sdtmig—v3—3

SDTMIG_v3.3_FINAL.pdf
4.5.9 Baseline Values

Home / Standards / Foundational / SDTMIG /

SDTMIG v4.0

Release Information

In Development

High-level Scope & Major Changes in SDTMIG v4.0
« SUPP to NSV

» Metadata restructuring

» Biospecimens domains

« Multiple subject instances (MSI)
« QX (QRS Instrument Reference) Domain
» Deprecate -BLFL

= Protocol Deviations

Event Adjudication (EA) Domain

SDTMIG v4.0

O mzin
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Define-XML v2.1ICHE T HEEREIE

O wER
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> Define-XML v2.1 CODZEE A

BN, EE I =% Elements, Attribute[ZDL\T
B ;EiINE M =Example: Multiple Subsets of CDISC CTIZDU\T

> Define-XML v2.1 COZEE R ICHTHEE

B E%21 :defIsNonStandard D variable ~ M &
B EE2:0ngoing study DSDTMT—4 & . def:HasNodata, def:Context
B EZE3:Definexml v2.1%&v2.0(ZF 521

O m=

34
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> Define-XML v2.1 CODZEE A

B, ZE =% Elements, Attribute[ZDU\T
B ;ENEh=Example: Multiple Subsets of CDISC CTIZDU\T

> Define-XML v2.1 COZEE R ICHTHEE

B E %21 : defIsNonStandard®variable ~ @) &
B E%2:0ngoing study WSDTMT—4 & . def:HasNodata, def:Context
B EE3:Definexml v2.1%v2.0[Z9 52

O nER
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I Define-XML v2.1 TODEE K

1.1.3 Relationship to Prior Define-XML Specifications

This document includes changes to the Define-XML Version 2.0 specification that was published in 2013. The
major changes between versions 2.0 and 2.1 are:

CDISC content standards nsed within a Define-XML document may be identified and referenced by dataset
definitions.

CDISC controlled terminology publications used within a Define-XML document may be identified and
referenced by codelist definitions.

Representation of SDTM Origin metadata has been enhanced to identify the source in addition to the origin
details and to support multiple origins.

The dataset Class attribute has been re-implemented as a child element with support for definition of
Subclass.

A def:Context attribute has been added to the ODM root element to indicate that Define-XML is for a
regulatory submission.

An optional def:DocumentRef/def: PDFPageRef/(@ Title attribute was added to allow a more specific and
descriptive reference to a page link.

Added support for providing SAS names longer than 8 characters to support legacy dataset submissions
using the Alias element.

5| FAJT : CDISC Define—XML Specification Version 2.1 (Final);
Section 1.1.3 Relationship to Prior Define—XML Specification

> EERDIEH. Fif-%ielement (defIsNonStandard, def:HasNoData)DENH EH S

O wER

> Define—=XML v21IZTEMFE-ITEEINT-Element/Attribute Z EDERBA . & Udefine.xml v2.0h 5v2.11Z
T T B EICEDEIGETNDLE(CLEINEZEHLE THHRT S
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I def:Context
O w=i

%Ilg

BA
B XPath: /ODM@def:Context
Usage Allowable Values Description

Required  “Submission” Context in which the Define—XML document is used.
“Other” This information can be used by a validator to perform checks conditional on the

context.

examples/DefineXML-2-1-SDTM/defineV2 1-SDTM.html

Date/Time of Define-XML document generation: 2023-07-05T14:00:00

u %%?Eﬁﬁﬁh‘ﬁh‘%lzﬂﬂ'f‘%é Define-XML version: 2.1.6
B DefinexmlZTJS9HY TRV -IE. HLIZRK RSB Define-XML Context: Other

Stylesheet version: 2019-02-11

Define.xml 2.0 => 2.1 DRIZAHAEIZ % it
B ODM elementd[Z . @def:Context="Submission”Z1BN9 %

37
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I def:Standard (1)

&% BA
B XPath: /ODM/Study/MetaDataVersion/def:Standards/def:Standard (Study-level)

ItemGroupDef@def:StandardOID (Domain—-level)
CodelList@def:StandardOID (CodelList-level)

B EBORBREICHIETEDRIICLE ST, CTN—2av B IEMNTES,

Study-level metadata Domain-level metadata
Date/Time of Define-XML document generation: 2023-07-05T14:00:00 = Datasets
Define-XML version: 2.1.6 =
Define-XML Context: Other Da aset Description Class Structure Purpose
Stylesheet version: 2019-02-11 1sjfSDTMIG 3.1.2] tial Summary TRIAL DESIGN | One record per | Tabulation
Study Name CDISCO1_1 trial summary
parameter value
Study Description CDISC Test Study Modified to illustrate Define-XML 2.1 features 3 - -
DI@SDTMIG-MD 1.0] Device Identifiers | SPECIAL One record per Tabulation
Protocol Name CDISCO1-1 PURPOSE device identifier
per device
Metadata Name Study CDISCO1_1, Data Definitions v-1
Metadata Description Data Definitions for CDISC01-01 SDTM datasets. This metadata version contains only a subset of datasets compared to the prior
version. The metadata provided is only intended to illustrate most Define-XML 2.1 new features and not meant to serve as a
comprehensive example of all metadata expected to be defined to fully describe an SDTM dataset package. Motes: 1)
Supplemental documents released in prior Define-XML versions were not updated to reflect changes to the metadata. 2) This DMA[SDTMIG 3.1.2] Demographics SPECIAL One record per Tabulation
example is prepared for a context other than submission; however, still using the approach of non-standard variables prepared as PURPOSE subject
supplemental qualifiers datasets.
standards for Studv CDISCO1 1 EC@SDTMIG 3.2] Exposure as INTERVENTIONS | One record per Tabulation
ndard Type Status Documentation
SDTMIG 3.1.2 16 Final The CDISCO1 study was modeled on a very old SDTMIG and no attempt was done yet to upversion it to a newer SDTMIG
SDTMIG 3.2 1G Final As an example, the CDISCO1 study was adjusted to include a new Domain available in SDTM 1G 3.2
SDTMIG-MD 1.0 G Final As an example, the CDISCO1 study was adjusted to include a new Domain available in SDTMIG-MD 1.0. The XS Domain is .
expected to reference the device used with variable SPDEVID. Codellst
SQDISUNCI SDTM 2011-12- | CT | Final | Assuming the CT was not upversioned for this study Domain Abbreviation (DI) [C66734]fCDISC/NCI SDTM 2015-12-18]
CDISC/NCI SDTM 2015-12- | CT | Final | The CT version applicable for the new Domain is the 2015-12-18 version Permitted Value (Code) Display V ilue (Decode)
18
DI [C102618]
CDISC/NCI DEFINE-XML | CT | Final | This is the CDISC CT Package 54 (2023-06-30) associated to the CDISC Define-XML Specification Version 2.1.6.
2023-06-30
Domain Abbreviation (DM) [C66734 [CDISC/NCI SDTM 2011-12-09]

Permitted Value (Code) Display Value (Decode)

Datasets

DM [C48572] Demographics
Description Class Purpose Keys Documentation Location

1S [SDTMIG 3.1.2] Trial Summary TRIAL DESIGN Tabulation | STUDYID, _ ts.xpt &
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I def:Standard (2)

Sgﬂg

BA

O wER

B RFAMFEIFa—FR) ARSI ERALEZERP/N—230% T CEMNTEAXMUBEIZERINT-

Define—XML v2.0

<MetaDataVersion OID="MDV.CDISCE1.SDTMIG.3.1.2.SDTM.1.2"
Mame="Study CDISCB1, Data Definitions"
Description="5tudy CDISCE1, Data Definitiens”

def:Defineversion="2.8.8" |

Define—XML v2.1, def:Standards

<MetaDataVersion OID="MDV.CDISCE1_1.1.SDTMIG.3.1.2.5DTM.1.2_X"
Mame="Study CDISC®1_1, Data Definitions v-1"
Dascription="Data Definitions for CDISCE1-81 SDTM datasets. This metadata version contains only a subset of datasets compared to the prior versio
def:DefinevVersion="2.1.6">

<def:st
<def:
<def:
<def:
<def:
<def:
<def:

</def:Standards>

andards>
Standard
Standard
Standard
Standard
Standard
Standard

0ID="STD.1" Mame="SDTMIG" Type="IG" Version="3.1.2" Status="Final" daf:CommentOID="COM.STD1"/>

0ID="STD.2" Name="SDTMIG" Type="IG" Version="3.2" Status="Final" def:CommentQID="COM.STD2"/>

0ID="STD.2_1" Mame="SDTMIG-MD" Type="IG" Version="1.8" Status="Final" def:CommentQID="COM.STD3"/>

0ID="STD.3" MNamz="CDISC/NCI" Type="CT" PublishingSet="SDTM" Version="2811-12-89" Status="Final"” def:CommentOID="COM.CT1"/>
0ID="5TD.4" Nama="CDISC/NCI" Type="CT" PublishingSet="SDTM" Version="2815-12-18" Status="Final"” def:CommentQID="COM.CT2"/>
0ID="STD.5" Name="CDISC/NCI" Type="CT" PublishingSet="DEFINE-XML" Version="20823-86-38" Status="Final" def:Comment0ID="COM.STD5"/>

Define.xml v2.0 > v2.1 DRI A B3
B /ODM/Study/MetaDataVersion@def:StandardName, @def:StandardVersionZEIfR9 %
def:Standards%/ODM/Study/MetaDataVersion®) Felement&E L TECE 9 5

[ |
B def-Standards element® Felement|Z. AT AIGECTD L =(Fdef:Standard &
[ |

Define—XML v2.1, temGroupDef

¢<!-- Dataset Definition (DM) -->

<ItemGroupDef OID="IG.DM" Domain="DM" Name="DM"
Repeating="No" IsReferenceData="No" SASDatasetName="DM"
def:Structure="0ne record per subject”
Purpose="Tabulation" def:Standard0ID="STD.1"

Define-XML v2.1, CodelList

<Codelist OID="CL.RACE" Name="Race" DataType="text" def:Standard0ID="STD.3">
<EnumeratedItem CodedValue="WHITE" OrderNumber="1">
<Alias Context="nci:ExtCodeID" Name="C41261"/> I
</EnumeratedItem>

REYT D

ZAER AL (ltemGroupDef) . CTHIEMO—K'1) X+ (Codelist) [Z@def:StandardOID ZEX&E L .
Bt 7% def:Standard@OIDZEt v 9 5
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I def:IsNonStandard

O nzin
axBA
B XPath: /ODM/Study/MetaDataVersion/ItemGroupDef@def:IsNonStandard, (Domain—level)
CodeList@def:IsNonStandard, (CodelList-level)
ItemGroupDef/ItemRef@defIsNonStandard, (Variable—level)
def:ValueListDef/ItemRef@def:IsNonStandard (Value—level)
B HRALRA Y RIRH— B O3—KR1) AR Z, deflsNonStandard="Yes "% &HEHELNH S

XS fNon Standard]l S Findings FINDINGS One record per Tabulation
L finding per visit

per subject ’

Permitted Value (Code)

65-80 2

>80 3

B [temRefTOD{E A (FTEBvariable—level, value-level) HEEH LN TSN, IR A CIXHEFRERIZIEA B U LD TIEE

Define.xml v2.0 => v2.1 DI Z A BETL 3 it
B HRBALFALD AR H—3B Oa—K1) AR, deflsNonStandard="Yes” Z#BMN3 3
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I def:Origin@Type, @Source (1)

%II;

BA

B Xpath: /ODM/Study/MetaDataVersion/ItemDef/def:Origin@Type, @Source

B (EIZSDTMIZHLNT) Originh LY

DM (Demographics) - [SDTMIG 3.1.2]

HMICRE KIS

Variable Label /
Description

Related Supplemental Qualifiers Dataset: SUPPDM (Supplemental Qualifiers for DM)

Controlled Terms or IS0

Format

Origin f Source f Method / Comme

Start Date/Time

STUDYID | Study Identifier text 7 Protocol (Source: Sponsor)
DOMAIN | Domain Abbreviation | text 2 | Domain Abbreviation (DM} Assigned (Seurce: Sponsor)
+ "DM" = "Demographics”

USUBIID | Unigue Subject text 14 Derived {Source: Sponsor)

Identifier Concatenation of STUDYID and SlBIID
SUBIID Subject Identifier for | text & Collected {Source: Investigator)

the Study Annotated CRF [2 &7 ]
RFSTDTC | Subject Reference date IS0 8601

Derived (Source: Sponsor)

RFSTDTC = first date/time of study drug, f
Mull for screen failures.

O nER
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I def:Origin@Type, @Source (2)

Sgﬂg

BA
B EUSHEAEHEDTypedSourceFIEE T S
Define—-XML v2.0

<ItemDef OID="IT.DM.AGE" Mame="AGE" DataType="integer"” Length="2" SASFieldWame="AGE">

<Description>
<TranslatedText xml:lang="en">Age</TranslatedText>
</Description>
<def:0rigin Type="Derived"/»
</ItemDef>»

Define-XML v2.1

«ItemDef OID="IT.DM.AGE" Name="AGE" DataType="integer” Length="2" SASFieldName="AGE">

<Description>»
<TranslatedText xml:lang="en">Age</TranslatedText>
</Description>
<def:0rigin Type="Derived” Source="Sponsor”/»
</ItemDef>

Define.xml v2.0 => v2.1 D ERIZHAELL % T

B SDTM:@TypeZFEYIZT7vTT—krL. @SourceF1BNT 5

Source
Type Notes
Subject | Investigator | Vendor Sponsor
Collected ePro CRF Lab data. X This term should be used for clinical data that were
ECG actually observed or recorded by a person or received from
an instrument: it should not be used for data that have been
interpreted, calculated, or derived from other information.

Derived X X Lab data, SDTM Derivation examples include calculations performed

ECG during data collection (e.g.. --DY). Other derivation
examples: calculations within ePRO (e.g., questionnaire
section scores) and calculations within EDC (e.g., BML
BSA)

Assigned X X Adjudicator| SDTM Examples of this include third-party attributions by an
adjudicator. coded terms that are supplied as part of a
coding process. and values that are set independently of
any subject-related data values in order to complete SDTM
fields such as DOMAIN and --TESTCD

Protocol X X X SDTM An example would be VSPOS (Vital Signs Position),
which could be specified in the protocol and be provided
by other means (e.g. CRF, eDT).

Predecessor | X X X X Use when a value 1s an exact copy of another value in an
SDTM dataset.

5| FAJT : CDISC Define—XML Specification Version 2.1 (Final);
Section 4.3.2.1 Origin for SDTM Datasets

B ADaM:def:Origin@Type="Derived”, “Assigned” [ZxtLT. def:Origin@Source="Sponsor  Z1EINT 5

O wER

42


http://www.jpma.or.jp/

I def:HasNoData
O mzR

e L)
(Domain—level)

B XPath: /ODM/Study/MetaDataVersion/ItemGroupDef@def:HasNoData
ItemGroupDef/ltemRef@def:HasNoData  (Variable—level)

def:ValueListDef/ItemRef@def:HasNoData (Value—level)

B T3t ub ZHET BRELTTEDNRESNGINoF=CEERT ENTED LT
(FERELTT —EDLENT =3V EDAZT —2DREIBRA T EIZLD)

RELATIONSHIP One record per IDVAR, IDVARVAL, and | Tabulation

SUPPVS [SDTMIG 3.1.2] Supplemental Qualifiers for VS
{Vital Signs) QMAM value per subject

)(SGFLRESLI[ND Data]

i

Original Units

B 7-7-L.SDTMIG v3.3L LRI ClIEZET —2 Y b B XU AZ T —2 % RHFICEHARETIILEWEDEEHE N H ST,
FRICIGEENADELEZLNS(SDTMIG v3.41Z T, Y%L EIBREIMNT-)

Define.xml v2.0 => v2.1 DI A E L% I
B TOT—2tvh, THEIZxt LT, ItemGroupDef/ItemRef@def:HasNoData="Yes" " #31BEC

B /ODM/Study/MetaDataVersion/def:CommentDef commentTL A2 +Z3EN. EiBHZER &
B [temGroupDef/ItemDef@def:CommentOIDIZ Xt ity 9~ % def:CommentDef@OID% 1B 1l
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I Others

O mzR
» def:Class, def:SubClass

B ItemGroupDef@def:Classh 5. ItemGroupDef/def:ClassIZZE BN 1=
B ZECFEZINT-SubClasshH DS TREFRADaMIG v1.2DH) . ItemGroupDef/def:Class/def:SubClass|Z@ Y7
ExEESES
O A TES{EIL. Define CTIZTEFzR SN TULVS (Define CT: https://evs.nci.nih.gov/ftp1/CDISC/Define-XML/)
> def:DocumentRef/def-PDFPageRef/@Title

B Definexml ETRRSEANERETAAICDZARIL (I EBEFE)FIRTELOT Lo
(Define—XML v2.0TIl&. defleaf T a3V T EDRRLI-WIAMILEEZL TR AT AL EMNST-)

> Long sas name
B Dataset-XMLZX Dlegacy study dataZEniX 9 HIGHIZ. ROWERLETEERT A ENRESINT-

» Comments on Codelist
B Codelist element|Zdef:CommentOID attribute AV IBIIEAL . A—R AKX THaAAVNEEEZTEDLOIZH-T=,
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https://evs.nci.nih.gov/ftp1/CDISC/Define-XML/

> Define-XML v2.1 THDZEE |7
B BN, EEEINT-FKElements, Attribute[ZDULVT
B ;EiINE M =Example: Multiple Subsets of CDISC CTIZDU\T

> Define-XML v2.1 COZEE R ICHTHEE

B E %21 : defIsNonStandard®variable ~ @) &
B E%2:0ngoing study WSDTMT—4 & . def:HasNodata, def:Context
B EE3:Definexml v2.1%v2.0[Z9 52

O nER
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I Multiple Subsets of CDISC CT (1)

O wER

> [E— M Controlled terminology A FE D . A—FYR Ty rOEYKRLNDERBAD IS a3 MREMESH T

4.4.1.7 Multiple Subsets of CDISC Controlled Terminology

In this example, 2 CodeList elements (Name="Frequency, Study Subset to be used n EX. EXDOSFRQ" and
Name="Frequency, Study Subset to be used in SU.SUDOSFRQ") have been added by the sponsor to differentiate
the allowed frequency terms for the --DOSFRQ) variable in the SDTMIG Exposure (EX) and Substance Use (SU)
domains, respectively.

+  The Decode values shown here are taken from the CDISC Synonvm field in the CDISC Controlled
Terminology publication. The implementation guides for some CDISC standards may recommend use of
specific Decode values. In other cases, the choice of the decode is at the sponsor's discretion.

«  The child Alias element for each CodeList element refers to the C-Code “C71113” for the
Name="Frequency’ CodeList. The version of the Controlled Terminology 1s identified in the def: Standard
element where the OID attnbute value 1s STD.CT-20141219.

5| FAJT : CDISC Define—XML Specification Version 2.1 (Final);
Section 4.4.1.7 Multiple Subsets of CDISC Controlled Terminology

> CTHRTEMDO—FIRAFEERTHIEEIE.
Ly It deflsNonStandard="Yes"Z# &7 .
HA¥ETACTD/N—P3>rELUC-—codeZZHT
BT 5 EDBREINTINS,

Example 4.4.1.7.1 CDISC Controlled Terminology References, Multiple Subsets

<Codelist COIL
EX.EXDOSFRO" L

reguency, Study Subset to be used in

ShSFormatName="5FMI0049"

delistItem C

TranslatedText>

<Co ist O
SU.SUDOSFRQ"

delistItem C

nci:ExtCodeID

; lias Co

elistItem>
<CodeListIt CodedValue="PA" OrderNumber="2">
<Decode>
<TranslatedText zml:lang="en">Per Year</TranslatedText>

ci:ExtCodeID" Name="CZ5473" />

Name="C71113"/>

</CodeList>
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I Multiple Subsets of CDISC CT (2)

> SDTM-MSG v2.0I-HFEHDERE N H S

Codelists
Codelists in Define-XMIL documents should contain only the values possible for a given use case.
In the sample submission:

e Units are defined for ECDOSU in one codelist and for ECPSTRGU in another codelist, even though they
are both in Exposure as Collected (EC) and both contain units. Because ECDOSTU can only contain "mIL"
and ECPSTRGU can only contain "g/L", it would not be meaningful to add them to the same codelist and
apply it to both variables, and much less meaningful to add a codelist to both with the entire CDISC CT
"Unit" codelist.

* A separate codelist was added to DOMAIN for each domain/dataset, although that level of granularity
might be more than many sponsors would prefer to do.

e For Demographics (DM), RACE had multiple origins, "Collected" for the 5 individual races on the CRF,
and "Assigned" for the value of MULTIPLE, which was assigned when multiple individual races were
chosen. Origin was handled in the value-level metadata where different codelists were added to each with
only the value(s) possible within that instance.

5|FAJT : Study Data Tabulation Model Metadata Submission Guidelines (SDTM-MSG):
Human Clinical Trials Version 2.0 (Final);
Section 2 Define—XML Document

O wER
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> Define-XML v2.1 COZEE R ICHTHEE

B E%21 :defIsNonStandard D variable ~ M &
B EE2:0ngoing study DSDTMT—4 & . def:HasNodata, def:Context
B EZE3:Definexml v2.1%&v2.0(ZF 521

O m=
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I =521 : defIsNonStandardDvariable ~ )

> Define-XML v21EXXRIZHIRAHZHE0OD. WA THERLGHASEZEXHHIOMN?

Use of attribute def:IsNonStandard for SDTM and SEND Example 4.1.2.3.1 Non-Standard Variables

A dataset is considered non-standard if it is either a sponsor-defined custom domain or a domain based on an
unpublished draft of a CDISC dataset. For non-standard domain definitions, the ItemGroupDef for the dataset must
include a def:IsNonStandard attribute.

<0ODM
"http: //www . cdisc.org/ns/odm/v1. 3"
k="http://www.w3.0org/1999/xlink"
"http://www.cdisc.org/ns/def/v2.1"
Zn] 33w
w.cdisc.org.Studycdisc0l-Define-XML 2.1.0"
"Snapshot"

Time="2018-04-30T14:25:44"
. CDISC Data Exchange andards Team" ¢
<MetaDataVer410n OID="MDV.CDISCOLl.SDTMIG.3.1.2.8
Data Definitions"

on="Study CDISCO0l, Data Definitions"™
. =rz.1.0" ommentOID="COM.MDV" >
= . " — H H H H . <def:Standards>

5| At : CDISC Define-XML Specification Version 2.1 (Final); e evern SpTMIc 3 A
Status="Final" />

Section 4.1 Standards References T Ldifstandard OTD-"STD.SDIMIG_3.2% X

> SDTMIG v4.0T. SUPPEELLKIEZDMN? EDT=HDHA ?

«</def:53tandards>
<ItemGroupDef o
Flome [ Standards /- Foundational / SDTHIG 1 SDTMIE A0 CDISC Foundational Standards B def:ArchiveLocationID="LF.AE" def:S3tandardoID="STD. SDTMIG-3.2">
SDTMIG V4‘0 M CDASHIG 23/30 <Desz;i§;;igzed'1‘ext zml:lang="en">Adverse Events</TranslatedText>
o Sexual Orientation & Gender Identity (SOGI) o/peseripeon
o SDTM/IG 2.2/4.0
¢ Preparing for SUPP to NSV Transition
ADAM 3.0/1.4
« SEND/IG2.2/4.0
e Define-XML v2.1
o upversioning from 2.0 experience
CT domain changes

In most cases. all variables within a dataset will be from the same content standard version. If a dataset variable is
not part of the def:Standard referenced by the dataset. it is considered non-standard for regulatory submission
purposes: even in the case where the variable is defined in a different version of the same standard, in the context of
a regulatory submission the ItemRef element for the variable will include the attribute def:IsNonStandard. The use
of non-standard variables, whether based on an unpublished draft of a CDISC dataset or part of a sponsor-defined
custom domain. should be discussed with the relevant regulatory authorities prior to use within a submission.

="SDTMIG" Type

="3DTMIG" T on="3.2"

Name="AE" R

<ItemRef ItemOID="IT.STUDYID" CrderNumber="1" Mandatory="Yes"
nce="1"/>

<ItemRef
<ItemRef

nce="2" M
<ItemRef Tt
def:IsNonStandard="Yes"/>

Release Information

JID="IT.AE.DOMARIN" C
IT.USUBJID" Orde
OID="MT. LQUEJID";">

"IT.FOCID" OrderNumber="4" Mandatory="No"

In Development

<def: Flass ame="EVENTS" />
<def:leaf I LF.AE" xlink:href="ae.xpt">
<def:title>AE.xpt</def: tltle>

High-level Scope & Major Changes in SDTMIG v4.0

* SUPP to NSV
M & ) </def:leaf>
¢ Metadata restructuring
« Biospecimens domains B|FAE:2024 Japan Interchange Call for Abstracts </IremGroupbef> . .
3 = <ItemGroupDef II*"IC CE™ Domain ame="0OE" Repeating="Yes"
¢ Multiple subject instances (MSI) . . Iomef N -
*« QX (QRSInsti t Ref D : —IpD— s B
. CDEG (Scaten—S—BrE?Len eference) Domain httpS.//WWW.Cd|SC.0rg/f0rm/2024 Jp C4a ="Tabulation" def:Structure="0One record per ophthalmic finding per
P - method per location per tln’l:: point per wisit per subject”
¢ Protocol Deviations rons P . P - T 5
 Event Adjudication (EA) Domain —" — onID="1F.OF" Eilad e =3y SIDIEIE=

5|t : SDTMIG v4.0
https://www.cdisc.org/standards/foundational/sdtmig/sdtmig-v4-0
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I =%22:0ngoing study®D SDTMT—4 & . def:HasNoData. def:Context

O nzip
> BREEPTT—IENEETHIMERIZ. TORFRTEET—ABREF > TULVENERPT—aYRE,
Define-XML v2.1:8 ARFIZIZE ST REM,
B Ongoing studyMSDTMIZHE VT, T—RIZE& HtT-defHasNoDataDIEZEZTE T RS/ D H
B def:ContextDEIL., /\)T—A—THHATES., LHRBASA TSN, TDEEIE?

» Pinnacle21
B 5. def:Context=OtherMIFEIZ, RFvTENB/N\UT—avI)L—)LIE7EL

» Define—XML v2.1 Conformance rule
B MDD Drule T, def:Context=OtherDIFEIZAFYITSNBIL—ILINNTFEETS

B LA\Lvariable (/value-level) @) def:HasNoData® §E{i (& . def:ContextMFEHIZEFENTULVELNV=D,
def:Context=Other&L TLNTH., TS50 D EH L def-HasNoData="Yes " HIgE SN TL VL Erule (2Bl 95

> IR A [EO0ngoing studyDSDTMIZEULNT., TS50 E5>TWNBE R %L Tdef:HasNoData="Yes"”
MNEBTE SN TLVELEHPinnacle issue& LA B

> . def-ContextDEIZIGLT=/IL—ILDBEBMEZ AN ELNLL
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I =3 :Definexml v2.1%v2.0[Z9 BIZ(%

O nEiR
> Define-XML v2.1IZE D definexmlZzv2.0[ZA T L—RTBHEE . EDLSBEBENLENMAEL-,
B HiE: define.xml v2.1%Zv2.0(CEE TS
B ERMEMH 1. Reject&Errorld[E%EE Y 5 (PMDA2211.0f5 )
2. Warning3 &89 % (PMDA2211.0{# A1)
3. TREFNTLAFESIIERFTRELGLY
> RejectE@D-ODEERTYS
B /ODM@xmins:def="http://www.cdisc.org/ns/def/v2.1" Hh 5" http://www.cdisc.org/ns/def/v2.0" [ZZE &
B /ODM/Study/MetaDataVersion@def:DefineVersion="2.1.n"mMi5"2.00"[ZEH
B /ODM/Study/MetaDataVersion@def:StandardName#&31BiC
B /ODM/Study/MetaDataVersion@def:StandardVersionZ B EC
B /ODM/Study/MetaDataVersion/ItemGroupDef@def:HasNoData="Yes"” ZF DltemGroupDefZ Il kR

> ErrorBE@D-HDEBERTVS
B ItemGroupDef@def:ClassZiEiD
B <def:Origin Type="Collected” Source="Investigator >&<def:Origin Type="Collected” Source="Subject” > % <def:Origin
Type="CRF">IZZLH
B <def:Origin Type="Collected” Source="Vendor”>%<def:Origin Type="eDT DIZZL &
> LEDEBEICKYBERIERINSGERONDSN., ZHDWarningE E ¢ (Define-XML v2.0THRE SN TULVE
L)Element O Attribute M EEN D) . L2 TIL/EL \Define.xmlELE D, 51
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B3

O mgR
> SBEH
B Study Data Tabulation Model Implementation Guide: Human Clinical Trials Version 3.3 (Final)
https://www.cdisc.org/standards/foundational/sdtmig/sdtmig-v3-3

B Study Data Tabulation Model Implementation Guide: Human Clinical Trials Version 3.2
https://www.cdisc.org/standards/foundational/sdtmig/sdtmig-v3-2

B Study Data Tabulation Model Version 1.7(Final)
https://www.cdisc.org/standards/foundational/sdtm/sdtm-v1-7/html

B FDA Study Data Technical Conformance Guide - Technical Specifications Document. December 2023
https://www.fda.gov/requlatory-information/search-fda-guidance-documents/study-data-technical-conformance-
quide-technical-specifications-document
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https://www.cdisc.org/standards/foundational/sdtmig/sdtmig-v3-3
https://www.cdisc.org/standards/foundational/sdtmig/sdtmig-v3-2
https://www.cdisc.org/standards/foundational/sdtm/sdtm-v1-7/html
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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