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Disclaimer and Disclosures

* The views and opinions expressed in this presentation
are those of the author(s) and do not necessarily reflect
the official policy or position of CDISC.
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Define-XML v2.1

» Standards identification metadata

* Changes to Origin for SDTM
* Reimplementation of def:Class with def:SubClass




Define-XML v2.1 — Standards Identification

CDISCO1 1 CwinToma of Defra-204L dedament genersten: J009-02-10T22:82:1%
> Dok
Y AT CRF & Defng-xmL P
H = Supplemental Documents Siviashent varssn: 0193211
. Standards S corscoIL
. = Dataxsets
b » Controlied Termenalogy Study Description COISC Test Study Modifiad to lustrate Define-xML 2.1 festures.
M > Methods Protocol Name cotsco-
b - oy Metadata Hame Study COISCO1_1, Data Definitions V-1
- Matadata Description Data Dafinitions for COISCO1-03 SDTM datasts. This mstadata varsicn contalms snly 3 subsst of datasets compansd 1o tha prior varsion, Tha matadats provided Is oely Intandad to
» CotapseslVLM ) ilustrate most Define-XHL 2.1 new features and not meant to serve 25 3 comprehensive example of 3 metadata expected to be defined to fully describe an SOTM dataset package.
b Metes: 1) Supplemental decurnents refeased in pricr Define-xXML versions were not updated to reflect changes to the metadata. 2) This example is prepared for & context other than
° subemigsica; however, s2ill using the approach of nem-standard variabiss prapared a5 supplaeartal quatfiars datassts,
5 Standards for Study CDISCO1_1
- . |dentify content Staniard Type Status Dorumentation
[ ] SOTMIG 3.3 G Firal The COISCO) study was modeled on 3 very oid SOTMIG and no attemgt was dont yet t0 upversion It 1o a newer SOTMIG
2 standard(s) used by data
] . ’W""“-i 6 |Fieal s an examgie, the COISCOL study was #djusted to indyde 3 new Domain available in SOTH IG 3.2
: definitions - ,
. N Jh SOTHIG-MD 1.0 5 Fieal | a5 an gxamgbe, the CDISCOL study was adfusted to include 3 new Domain Fvallabée in SOTMIG-MD 1.9, The X5 Demain is expected to reference the device wsed with varable
* Identify all CDISC CT S,
. COISCNCI SOTH 201112 (€T [Anal | assumning the CF was net upversioned for this study
versions referenced <—pj=
CLISC/NGT SOTM 2015-12- o Final Tha CT version applicable for the new Domain is the 2015-12- 18 version
18
Datasels
Datasat Description Cass Structare Purpose  Koys Documentation Locatho
initi 15 [SDIMIG 3.1.2] Trlal Summary TRIAL DESIGH | One record per trial ‘Tabkation | STUDTID, TSRLAMCD, TSSEQ te.x0t @
Each dataset definition )y i
A oy . valug
identifies the standard it |~ .
~ QJ [SOTMIG-MD 1.0] Davice Identiers | SPECTAL ‘One record par device | Tabulation | STUDYID, SPOEVID, The G domain Is incloded to Bustrate the e of 8 separate | dlsms &
follows | — PmpCAE Wesrifiar per device DIAMCD complamantary SOTMID. I this axaenole, the devics 10 is
referenced from a Findings Domain (XS],
B [SDTMIG 1.1.3] Barmageaphies SPECIAL One record par subject | Tabudation | STUDYED, USUBRIID. See Reviewsr's Gulde, Section 2.1 Demograghics dmot &
PURPOSE Rervbewers Gudde [asctlonil @]
ECTeniMic 3 ) Eepndeirg bg Dag rgrard Tabodprion LETIOVER JiCHBIIn bt end &

New XSL Stylesheet — developed through PhUSE CSS Working Group.

Now included in downloads of Define-XML V2.
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Define-XML v2.1 — SDTM Origin Metadata

oM (Demographics) - [SDTMIG 3.1.2]

Location: dm.xpty

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

Label / Description Controlled Terms or 150 Origin / Source / Method / Comment
Format

° [
L ;! Study Identifier
. . OOMAIN | Demain Abbreviation | text 2 | Domain Abbreviation (DM)
- . = "DM" = "Demographics™
Bresssscll H H Y Hp H
i . Voo |uriaus subiet - - —— Identify source in addition to origin details
o deatifer I;Wl_fmmjﬂ- Ton 3nd SUBID (paget, derivation)
r = SUBND | Subject Identifier for | text L d (Source: Investigator)
° the Study
3 RFSTDTC | Subject Reference Start | date 150 8501 :
. ate/Time TFETOTC = frat qatertme of study drug, for safety subject.
‘ Null for screen failures.
) RFENDTC | Subject Reference End | date 150 8601 Derived (Source: Spansor)|
: md RFENOTC = termination date, for safety subjects.
» Null far screen fallures.
® SITEID | Study Site identifier [ paxt 3 Collected (Source: Investigator)
H annctated CRF [3 & |

BRTHDTC | Date/Time of Birth date 150 8601 (Source: Irvestigatar)
96 6 [0 &
AGE age integer 2 Derived (Source: Sponsor
Age 3t Soreening Dat reening Date - Birth date),

For the complete algorithm see the referenced external document.
Complex Algorithms [DM & ]

AGEL Age Lnits. text L igned (Source: Spon:

Defauted ta YEARS

SEX Sex rext 16 | Sex lected (Source: Irvestigator)
« °F" = “Female” annctated CRF [§ & ]

“Male™

=" = "Unkngwn®

= "UNDIFFERENTIATED" =
“undiffarentiated”

. cdisc



LB (Laboratory Tests Results) - [SDTMIG 3.1.2]

Variable

Where Condition

Label / Description

Type

Length or

Display
Format

Controlled Terms
or IS0 Format

UL SR Sypports multiple origins when it is
not possible to identify where clause
riteria for value level origin definitions

(Vitamin B12) and
LBSPEC = "SERUM"

LBORRES ¥LM Result or Finding in text Collected (Source: Sponsor) /
Griginal Units Annotated CRF [23 726 ] ] /

Collected (Source: Vendor)
Origin specified at Value Level Metadata

LBTESTCD IN ( Result or Finding in Orig | float Collected (Source: Vendor)

"BILI" (Bilirubinj, Units - Set 1 From Central lab {LB.LBNAM NE "LOCAL LAB")

"GLUC" (Glucose)

) and

LBSPEC = "BLOOD"

LBTESTCD IN ( Result or Finding in Orig | float Collected (Source: Vendor)

"BUN" (Blood Urea Units - Set 2 From Central lab (LB.LBNAM NE "LOCAL LAB")

Nitrogen),

"HGB" (Hemoglobin),

"LYM" {Lymphocytes)

) and

LBSPEC = "BLOGD"

LBTESTCD IN ( Result or Finding in Orig | text Collected (Source: Vendor)

"GLUC” (Glucese), Units Set 2 From Central lab (LB.LBNAM NE "LOCAL LAB")

"OCCBLD" (Occult Blood)

) and

LBSPEC = "URINE"

LBTESTCD = "HCT" Hematocrit float Collected (Source: Vendor)

(Hematocrit) and From Central Iab {LB.LBNAM NE "LOCAL LAB")

LBSPEC = "BLOCD" and

LBNAM = "LOCAL LAB"

LBTESTCD = "HCT" Hematocrit float Collected (Source: Investigator)

(Hematomﬂt) and : From Local lab (LB.LBNAM="LOCAL LAB"). Note that the CRF page reference is given only for illustration

BLOOD" and purposes. The sample acrf.pdf does not include the local lab CRF page.

Annctated CRF [1 & ]

LBTESTCD = "PH" (pH) pH float Collected (Source: Vendor)

and From Central lab (LB.LBNAM NE "LOCAL LAB")

LBSPEC = "URINE"

LBTESTCD = "VITB12"  |Vitamin B12 integer Collected (Source: Vendor)

Frem Central lab (LB.LBNAM NE "LOCAL LAB")
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Define-XML v2.1 def:Class and def:SubClass

cd
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Datasets
Dataset Description Class - Structure Purpose Keys Documentation Location
SubClass
ADSL [ADaMIG 1.1] Subject-Level SUBJECT LEVEL one record per subject Analysis | STUDYID, USUBJID Screen Failures are excluded since they are not needed for this adsl.xpt &
Analysis ANALYSIS study analysis. See referenced dataset creation program and ADRG
DATASET adsl.sas &
Analysis Data Reviewer's Guide [6 & ]
ADQSADAS [ADaMIG 1.1] | ADAS-Cog BASIC DATA One record per subject per parameter | Analysis | STUDYID, USUBJID, See referenced dataset creation program and ADRG adgsadas.xpt
Analysis STRUCTURE per analysis visit per analysis date PARAMCD, AVISIT, adgsadas.sas @ [
eC Analysis Data Reviewer's Guide [Section2.1 @]
ADAE [ADaMIG 1.1] Adverse Events | OCCURRENCE one record per subject per adverse Analysis | STUDYID, USUBJID, See SAS program adae.xpt &
Analysis Dataset | DATA STRUCTURE | event AETERM, ASTDT, adae.sas &
« ADVERSE AESEQ
EVENT

ISC

<I-- Dataset Definition (ADAE) -->
<ltemGroupDef OID="1G.ADAE"

Name="ADAE"

Repeating="Yes"
IsReferenceData=""No"
SASDatasetName=""ADAE"
Purpose="Analysis"

Re-implemented as an XML child element instead
of an attribute.

@Name attribute for def:Class follows CDISC
Controlled Terminology

Working with Controlled Terminology to develop
SubClass codelist. (Request has been submitted.)

def:Structure="0One record per subject per event”
def:ArchiveLocationID="LF.ADAE">

<Description>

<TranslatedText xml:lang="en">Adverse Event Analysis Dataset</TranslatedText>

</Description>

<ltemRef 1temOID="IT.ADAE.STUDYID" OrderNumber="1" Mandatory="No" KeySequence="1"/>
<ltemRef 1temOID="IT.ADAE.USUBJID" OrderNumber="2" Mandatory="No" KeySequence="2"/>

<def:Class Name="OCCURRENCE DATA STRUCTURE'>
<def:SubClass Name="ADVERSE EVENT"/>

</def:Class>

<def:leaf ID="LF.ADAE" xlink:href="adae.xpt'">
<def:title>adae.xpt</def:title>

</def:leaf>

</I1temGroupDef>
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Your Clinical
Systems

Maohile Health
Apps & Gadgets

Web

—)
4___,___,_.——-—-’ u Browsers

Data Validation
Tools & Services

Internal and External
Repositories

New platform based on semantic technology s

Linked metadata model better suited for ongoi
development of CDISC standards content

Expanded Restful API

/

General release April 10 2019.

Content:

DataCollection:
CDASH 1-0
CDASHIG 1-1-1
CDASHIG 2-0

DataTabulation:

SDTM 1-2
SDTM 1-3
SDTM 1-4
SDTM 1-5
SDTM 1-6
SDTM 1.7

DataAnalysis:

ADaMIG-1-0
ADaMIG-1-1

ADaM-ADAE-1-0
ADaM-TTE-1-0
ADaM -OCCDS-1-0

SDTMIG 3-1-2
SDTMIG 3-1-3
SDTMIG 3-2
SDTMIG 3-3
SDTMIG AP 1-0
SDTMIG MD 1-1
SDTMIG PGx 1-0
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Recent and UpcomingTAUGS

. . . . Therapeutic Area Development Public Review Release Notes
' e ' Acute Kidney Injury Therapeutic Area User Guide v1.0 e e
e . CDAD Therapeutic Area User Guide v1.0 rEEg =T
Congestive Heart Failure Therapeutic Area User Guide v1.0 DE=Ekym=E
Crohn's Disease Therapeutic Area User Guide v1.0 i DSvelopment
Diabetes - Type 1 Therapeutic Area User Guide v1.0 hE=elrm=:
- Lung Cancer Therapeutic Area User Guide v1.0 P R Ceenis:
e f Nutrition Therapeutic Area User Guide v1.0 TR e s
. : 4
é Psoriasis Therapeutic Area User Guide v1.0 D=k
e . 0 Traditional Chinese Medicine - Acupuncture e
 Complete

) Traditional Chinese Medicine - Coronary Artery Disease/Angina Completed Completed HS g b

Therapeutic Area User Guide v1.0
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