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B8 What is the define.xml (CRT-DDS)?

= July 2004 — FDA adds Study Data Specifications v1.0 to
draft eCTD Guidance. This specification references the
CDISC SDTM for data tabulation datasets

Electronic Common Technical Document (eCTD)

» Draft Guidance for Industrv on Providing Regulatory Submissions in Electronic
Format--Human Pharmaceutical Applications and Related Submissions. (Posted
8/28/2003)

o Federal Register Notice [TXT] [PDF]
o The Draft Guidance A=

Specifications

« 2CTD Backbone Files Specification for Module 1 A

s eCTD Backbone File Specification for Modules 2 through 5 P
s eCTD Backbone File Specification for Study Tagging Files B
s FDA eCTD Table of Contents Headings and Hierarchy P
Stmdv Data Specifications Foll New ! 1 (Posted 7/21/2004)
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= March 2005 — Study Data Specifications v1.1:
Updates Specifications for Data Set Documentation
- data definitions
- annotated case report forms (CRFs)

= “The specification for the data definitions for datasets
provided using the CDISC SDTM is included in the Case
Report Tabulation Data Definition Specification
(define.xml) developed by the CDISC define.xml Team’

J

= Data Definition for other data sets follows:
Providing Regulatory Submissions in Electronic Format
—NDA (1999), which is the define.pdf
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January 2010 - Study Data Specifications v1.5.1:

= "For datasets not prepared using the CDISC SDTM
specifications, consult Appendix 2 for information
concerning the preparation of a define.pdf data
definition file."

= Appendix 2 specifies a define.pdf specification
similar to the 1999 guidance




What is the define.xml (CRT-DDS)?

= As of January 1, 2008: follow the eCTD guidance and
document submitted data by including data definition
tables (define.xml) and annotated case report forms

(blankcrf.pdf)

<?7xml version="1.0" encoding="1S0-8859-1" 7>
<?xml-stylesheet type="text/xsl" href="define1-0-0.xsl"?>
<0ODM xmins="http:/ /www.cdisc.org/ns/odm/v1.2"
xmins: xsi="http:/ /www.w3.org/2001/XMLSchema-instance"
xmins: xlink="http:/ /www.w3.org/ 19299/ xlink"
xmins:def="http:/ /www.cdisc.org/ns/def/v1.0"
xsi:schemalocation="http:/ /www.cdisc.org/ns/odm/v1.2 definel-0-0.xsd"
FileOID="Studycdisc01"
ODMVersion="1.2" FleType="Snapshot”
CreationDateTime="2007-04-09T12:24:09">
- <Study OID="cdiscO1">
- <GlobalVariables>
<StudyMame>CDISCO1</StudyName >
< StudyDescription>=CDISCO01 Test Study.</StudyDescription =
< ProtocolName>CDISCO1</Protocolllame>
< /GlobalVariables>
<MetaDataVersion 0ID="CDISC.SDTM.3.1.1"
Name="Study CDISCO01, Data Definitions”
Description="Study CDISC01, Data Definitions"
def: DefineVersion="1.0.0"
def:StandardMName="CDISC SDTM"
def:StandardVersion="3.1.1">

<TtemGroupDef OID="MH"
Name="MH" Repeating="Yes" IsReferenceData="No"
Purpose="Tabulation" def:Label="Medical History”
def:Structure="0ne record per medical history event per subject”
def: DomainKeys="STUDYID, USUBJID, MHCAT, MHTERM, MHSTDTC"
def:Class="EVENTS"
def:ArchivelocationID="Location.MH">

<ItemRef ItemOID="STUDYID" Orderlumber="1" Mandatory="Yes"

Role="IDENTIFIER" RoleCodelistOID="RoleCodelList" />

<def:leaf ID="Location.MH" xlink:href="mh.xpt"=>
<def :title>mh.xpt</def:title>
</def:leaf=
=/TtemGroupDef=

GSas  Em.
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= As of January 1, 2008: follow the eCTD guidance and
document submitted data by including data definition
tables (define.xml) and annotated case report forms

(blankcrf.pdf)

< tondl versbon="1.0" encodfing ="150-88%0-1" 7
© toml-styleshvect typee="teat/usl’ heef = "define 1 -0-0_wsl’ 7 -
SO0 sk = P/ [ < dise org ne/ odm vl Y
b 1si ="t/ S wewewe Wil org/ 2001 XHLSchema-instance’
vk k= "hitp:/ [ v w3 org/ 1999/ xlink”
v bl = "REtp:/ [ wwwew cdisc.org/ns/ def /vl 0"
sl hermalo athon ="hetp: / / veww cdisc .org/ ns /odm/vl.2 definel-0-0.xsd’
filelD - Studycdisc0l’
OUttversion="3,2" Tl e - Snapshot’
CreationDate e = 2007-04-09712:24:09°
= « Stady OID="cdisc01"
© o Gllolbwall Vaaialblles -
- SEndliaeee  COESCOL  /“fundy lharive
- SEdy Do rigtion  CDISCOL Test Study. [/ lundy D rigfion -
- oo ollbane  CDESCOL  /Pvolow oMasmne -

- FGBolnall Vot hal e -
< Metabataversion OlD="CDISC.SDTH.3.1.1"

Tiae = Stusdy COISCOL, Data Definitions
Do rig o = Stady CDISCOL. Data Defindtions

<ItemGroupDef OID="MH"
Name="MH" Repeating="Yes" [sReferenceData="No"
Purpose="Tabulation" def: Label="Medical History”
def:Structure="0One record per medical history event per subject”
def:DomainkKeys="STUDYID, USUBJID, MHCAT, MHTERM, MHSTDTC"
def:Class="EVENTS"
def:ArchivelocationID="Location.MH">

<ItemRef TtemOID="STUDYID" Orderlumber="1" Mandatory="Yes"

Role="IDENTIFIER" RoleCodelistOID="RoleCodelList" />

=clef;leaf ID="Leocation.MH" xlink: href="mh.xpt">
<def:title=mh.xpt</def: title>

«/clef:leaf ‘
= /Ttem Group Def = S S as THE
- A . | TO KNOW.

< PornwGuoapgl ef -
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= Case Report Tabulation Data Specification (CRT-DDS,
or define.xml): Production version: 1.0.0
CRT-DDS 1.0.0 is the only production version right now

= Extension of the CDISC Operational Data Model (ODM),
an XML specification to facilitate the archive and
Interchange of the metadata and data for clinical
research

= Maintained by CDISC’s XML Technologies Team
(formerly known as the ODM team)

= New define.xml version 2 in development with additional
metadata support for SDTM and ADaM
(based on ODM 1.3.1)
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vy cdisc, orgfderfine-xmi
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Define. XML

FDA Adds CDISC ODM Define.xml to Study Data Specifications

The FO& has now included the CDISC Case Report Tabulation Data
Definition Specification (define.<ml), which is based on the CDIZC DD,
as part of the eZTD Study Data Specifications for the eCTD for
submissions using the SDTM. The revised specifications are awailable
here.

Case Report Tabulation Data Definition Specification
(CET-DDS, also called define.xml)}

Final version 1.0

CRT-DDS Released for Implementation February 10, 2005.

The CDIZZ define.xm| Team has published the CTase Report Tabulation
Data Definition Specification (define.xml) Wersion 1.2 for

10




The specifications

.' itk | ey, cdisc, orgfdefine-xml

Case Report Tabulation Data

Definition Specification

(define.xml)

Prepared by the
CDISC define.xml Team

B What is the define.xml (CRT-DDS)?

. btk f v cdisc, orgfodm

Principal Editer William Qubeck
Princip al Contributers: Sally Cassells, Antheary Friebel, and the define xm]team
Notes to Readers

This vessien ofthe Case Repon Tabulation Diata Defnition Specification supersades all prier versions. Version 1.0.0
refacts changes Fom a comment period through the Health Level 7 (HLT) Regulated Clinical Ressarch Inbm ation
Management Technical Committes (RCRIM) in December 2003 (wwwihl7.org) and CDISC's website in September
2004 as well as the work dore by the define xm] texm to add Sinctiopality, feanmes, and additicnal doonmentation.

Version .00 incomperated the applicable comments, suggestions, and comections received from the two comment
perods spact dad above and is the official impl ‘ation version.

Revision History

Date Verzion Summaryof Chanses FPrimarvAutbor:
200502403 100 This & t2e oS cial implezsatatioe verdon ofthe Case Repon The dafzeaxzl team
Tebulaion Dats Definiton spedication
20050200 108 Ad=nistntive updms, Antieny Frickd, Wilkam
ubsck, Sally Cassalls

Caze Report Tabulation Data Definition Spacidcarion {dedne xml) Pagz [ of43
Stmdards Versior 1.0.0

€@ cpisc

Clinical Data Interchange Standards Consortimn

Specification for the Operational Data Model (ODM)

Wersion 1.2
Source File: ODM-1.2.5.adid
Last Update: 19 Dec 2003 10:10 AL

Copyright © CDISC 2003 This document iz the property of CDISC Inc. This document can be freely used and reproduced
without limitation as long as (1) it is not medified, and (2) the entire copyright statement is included in the copy. Modification:
to this decument can only be made with written consent of CDISC Inc.

An official copy of this document 1s available at hitp./fweww. cdisc. orgimodelsiodmfv1 2/0DM1-2-0.htm]

Table of Contents

1 Introduction (non-normative
2 General Issues
2.1 Content of the Standard
2.2 File Conformity
2.3 System Conformity
2.4 Vendor Extensions
1.5 Changes from Previous Versions (non-normative:
1.6 Entities and Elements
2.7 Clinical Data Keys
2.8 Single Files and Collections
2.9 Transactions
2.10 Element Ordering
2.11 Element Identifiers and References
2.12 Synmtax Notation
2.13 Data Formats
3 General Elements
31 ODM
3.2 Study
3.3 GlobalVariables
3.4 StudyName
3.5 StudyDescription
3.6 ProtocolName
3.7 BasicDefinitions
MeasurementUnit
3.9 Symbel
3.10 TranslatedText
4 Metadata Elements
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XML schema definitions (XSD) describe
the structure of the define.xml

define.xml
|

| define1-0-0.xsd

CRT-DDS extension

define-extension.xsd

L define-ns.xsd

ODM1-2-1.xsd

ODM1-2-1-foundation.xsd
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http://www.cdisc.org/define-xml *

L ]
. ‘ D I S‘ Strength Through Collaboration

ABOUT CDISC STANDARDS | RESOURCES | NEWS | EDUCATION & EVE

Define. XML
STANDARDS
---------------------------------- XML Schema Validation for Define.xml White Paper

i:gg:lDataTabmamn The XML Schema Vvalidation for Define.xml white paper provides

, guidance on validating define.xml version 1.0 documents against the
Operational Data

Maodel define.xml XML schemas. It proposes practices and tools to improve
Define XML define.xml schema validation. The goal is to foster more consistent
Study/Trial Design validation results in order to facilitate regulatory submissions and
Model interchange of define.xml documents. The document does not include
LAE any define.xml specifications or recommendations for creating

ADaM define.xml content.

Protocaol

) XML Schema Validation for Define.xml (pdf)
Terminalogy

COASH
This zip file packages 3 define.xml version 1.0 examples with copies of
SEND B . . .
the schemas for testing define.xml validation.
CDISC SHARE
IHE?FEH““': Area Define.xml Validation (zip) =
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< 7uxml version="1.0" encoding="I50-8859-1" 7>

d efl n e ] Xm I CO ntal nS z;x[;nh:—5tyle5heet type="text/==l" href="definel-0-0.251"?>

. ¥mins="http: f fvowrw.cdisc.orgfnsfodmfv1.2™

m et ad ata and IS zmins:xsi="http: f frvaveve.w2orgf 2001 FXMLSchema-instance™

¥mins:zZlink="http: f fvrww.w3.org/f 1999/ xlink"”
. wmlins:def="http: f fvswrwr.cdisc.orgfns fdeffvl.0"

m aC h I n e read able ®si:schemalLocation="http: f fvwww.cdisc.org/nsfodmfv1.2 definel-0-0.xsd”™
FileQID="Study1234"
oODMYersion=""1.2"
FileType="Snapshot”
CreationDateTime="2004-07-28T12:34:13-06:00" >

<Study OID="1234">

define.xml becomes <ol o rotudynames

< StudyDescription= 1234 Data Definition< /StudyDescriptionz
h u m an read able < ProtocolMame=1234< fProtocolMName =
< fGlobalvYariables:
. <MetaDataVersion OID="CDISC.SDTM.3.1.0"
Wlth a Styl eS h eet Mame="Study 1234, Data Definitions"™

Description="Study 1234, Data Definitions"
def:DefineVersion="1.0.0"
def:StandardMame="CDISC SDTM"
def:Standard¥ersion="3.1.0">~
< def: AnnotatedCRF:=

< def:DocumentRef leafiID="blankcrf" f =
< fdef: AnnotatedCRF:
< def:leaf ID="blankcrf” zlink: href="blankcrf.pdf" =

< def:title> Annotated Case Report Form=< fdef:title=
< Fdef:leaf:
< def:SupplementalDoc=

< def: DocumentRef leafID="SupplementalDataDefinitions™ f =
< fdef:SupplementalDoc=
< def:leaf ID="SupplementalDataDefinitions™

zlink:href="supplementaldatadefinitions.pdf":

< def:title=Supplemental Data Definitions Document< fdef: title:>
< fdef:leaf=

GSas  Em.
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define.xml becomes human readable with an XSL stylesheet

Datasets for Study 1234

Osas

Dataset Description Structure Purpose Kevs Location
DM Demographics Special Purpose - One record per event per subject Tabulation | STUDYID, USUBJID crt/datasets/1234/dm xpt
TE Trial Elements Trial Design - One Record Per Element Tabulation STUDYID, ELEMENT crt/datasets/ 1234 /te xpt
TA Trial Arms Trial Design - One Record per Element for each Arm Tabulation | STUDYID, ARM crt/datasets/ 1234 ta.xpt
vV Trial Visits Trial Design - One Record per Visit per Arm Tabulation |STUDYID, VISIT crt/datasets/1234/tv.xpt
SE Subject Elements Study Design - One Record Per Subject Element Tabulation | STUDYID, ELEMENT crt/datasets'1234/se xpt
sV Subject Visits Studv Design - One Record Per Subject Visit Tabulation STUDYID, VISIT crt/datasets'1234/sv.apt
EX Exposure Interventions - One record per constant dosing interval per subject | Tabulation | USUBJID, EXTRT, EXSEQ crt/datasets/1234/ex xpt
M Concomitant Medications | Interventions - One record per event per subject Tabulation | USUBJID, CMTRT, CMSEQ crt/datasets/1234/em xpt
sU Substance Use Interventions - One record per substance use type per subject Tabulation | USUBJIID, SUTRT, SUSEQ crt/datasets/1234/suxpt
AE Adverse Events Events - One record per event per subject Tabulation | USUBJID, AETEREM, AESEQ crt/datasets/1234 /ae xpt
DS Disposition Events - One record per disposition status or protocol milestone | Tabulation | USUBJID, DSTERM, DSSEQ crt/datasets/1234/ds xpt
per subject
MH Medical Historv Events - One record per event per subject Tabulation | USUBJID, MHTERM, MHSEQ crt/datasets/1234/mh xpt
EG ECG Test Results Findings - One record per event per subject Tabulation | USUBJID, EGTESTCD, EGSEQ) crt/datasets'1234 /g upt
IE Inclision Exclusion Findings - One record per event per subject Tabulation | USUBJID, IETEST, IESEQ cri/datasets/1234/ie xpt
Exceptions
LB Laboratorv Tests Findings - One record per lab test per subject Tabulation | USUBJID, LBTESTCD, VISITNUM, TPTINUM. crt/datasets/ 1234/ b xpt
LBSEQ
15

| THE
POWER
TO KNOW,
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and looks even fancier with a different stylesheet

g Study 1234, Data Definitions

Special One record per event per Tabulation  STUDYID, USUBJID crb’daiaseisf' 1234/dm xpt
Purpose subject
TE Trial Elements Trial Design | One Record Per Element Tabulation | STUDYID, ELEMENT crt/datasets/1234/te xpt
TA Trial Arms Trial Design | One Record per Element for Tabulation | STUDYID, ARM cri/datasets/1234/ta. xpt
each Arm
v Trial Visits Trial Design | One Record per Visit per Arm | Tabulation | STUDYID, VISIT cri/datasets/1234/tv.xpt
SE Subject Elements Study Design | One Record Per Subject Tabulation | STUDYID, ELEMENT cri/datasets/1234/se xpt
Element
SV Subject Visits Study Design | One Record Per Subject Visit | Tabulation | STUDYID, VISIT cri/datasets/1234/sv xpt
EX Exposure Interventions | One record per constant dosing | Tabulation | USUBJID, EXTRT, EXSEQ | cri/datasets/1234/ex xpt
interval per subject
M Concomitant Interventions | One record per event per Tabulation USUBJID, CMTRT, cri/datasets/1234/cm xpt
Medications subject CMSEQ
sU Substance Use Interventions | One record per substance use | Tabulation |USUBJID, SUTRT, SUSEQ | crt/datasets/1234/su xpt
type per subject
AE Adverse Events Events One record per event per Tabulation | USUBJID. AETERM., crt/datasets/'1234/ae xpt
subject AESEQ
DS Disposition Events One record per disposition Tabulation | USUBJID. DSTERM., crt/datasets/1234/ds xpt

GSas | B
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" The CRT-DDS SAS Data Model

<?xml version="1.0" encoding="IS0-8859-1" ?>
®<?xm|-stylesheet type="text/xsl” href="definel-0-0.xs|"?>

<ODM xmlns="http://www.cdisc.org/ns/odm/v1.2"
xmlns:xsi="http://www.w3.org/2001/XMLSchema-instance”
[ xmlins:xlink="http://www.w3.org/1999/xlink"
| xmlins:def="http://www.cdisc.org/ns/def/v1.0"
xsi:schemalocation="http:/ /www.cdisc.org/ns/odm/v1.2 definel-0-0.xsd"
FileOID="StudycdiscO1"
ODMVersion="1.2" FileType="Snapshot”
CreationDateTime="2007-04-09T12:24:09">
<Study OID="cdisc01">
<GlobalvVariables>
<StudyName>CDISCO1 </StudyName>
<StudyDescription>CDISCO1 Test Study.</StudyDescription>
<ProtocolName>CDISCO1 </ProtocolName>
</GlobalVariables>
<MetaDataVersion OID="CDISC.SDTM.3.1.1"
Name="Study CDISCO01, Data Definitions”
Description="Study CDISCO01, Data Definitions”
def:DefineVersion="1.0.0"
def:StandardName="CDISC SDTM"
def:StandardVersion="3.1.1">

@ I < def:AnnotatedCRF > I
I < def:SupplementalDoc > I

I < def:leaf > I
<MetaDataVersion> <

< def:ComputationMethod > Elements
< def:ValuelListDef >

< ItemGroupDef >

]II

| < ItemDef >

| < codelist >

</MetaDataVersion>
</Study>
</ODM>

GSas  Em.



" The CRT-DDS SAS Data Model

= define.xml has a deep hierarchy

= define.xml contains many relations

<ItemGroupDef OID="MH"
Name="MH" Repeating="Yes" IsReferenceData="No"
Purpose="Tabulation" def:Label="Medical History"
def:Structure="0ne record per medical history event per subject”
def:DomainKeys="STUDYID, USUBJID, MHCAT, MHTERM, MHSTDTC"
def:Class="EVENTS" def: ArchivelocationID="Location.AE" >

-::IternRef|IternDID="5TU DYID"| OrderMumber="1" Mandatory="Yes"

Role="IDENTIFIER" RoleCodelistOID="RoleCodelList" /=

<def:leaf ID="Location.MH" xlink:href="mh.xpt"=
<def:title>mh.xpt</def title=
</def:leaf=
</TtemGroupDef =

<ItemDef | OID="STUDYID" Name="STUDYID" DataType="text’ Length="7"

Origin="CRF Page 3" def:Label="Study Identifier”" />

TI'IE

GSas | Bm




" The CRT-DDS SAS Data Model

= SAS provides data model that represents CRT-DDS
Version 1.0 format in 39 SAS data sets

= Patterned to match the XML element and attribute
structure of the define.xml file

EEE annotatedecrfs IE cliterndecodetranslatedtext I E codelistiterns I E codelists I
EEE computationmethods @ definedocument I EEE externalcodelists E‘Eaformdefa rchlayouts
Ezafurmdeﬁtemgruu prefs Eﬂfurmdefs EEE imputaticnmethods EEE itermnaliases

@ itemdefs I EEE itemgroupaliases Eitemgroupdeﬁtemreﬁ I E itemgroupdefs I
@ termngroupleaf I @ iterngroupleaftitles I Ezaitemmurefs EEE itermquestionexternal
EEE itemguestiontranslatedtesxt EEE itemrangechecks Eﬂitemrangecheck&ralues EEE itemrole

EEE itermvaluelistrefs EEE mdvleaf EEE mdvleaftitles EEE rmeasurermentunits
E metadataversion I EEE mutranslatedtext EEE presentaticn EEE protocoleventrefs

EEE rcerrortranslatedbext @ study I EEE studyeventdefs EEE studyeventformrefs
EEE supplementaldocs E‘Egvaluelistitemrefs Eﬂvaluelists

GSas  Em.



" The CRT-DDS SAS Data Model

ID="CIDL1III"
SASFie 1 dam
<TtewDef OID="COLL11" = =

Length="2" 343FieldName="AGE"™ def:Label="ige"/ />
<Itembetf QID="COL1Z2" MName="ALGEU" DataType="text”
r ' rr f:Lakbhel="Age TUnits™:

</ Itembef>

YIEWTABLE: sywork.Itemdefs

1l TraraTope | Lengh | Codelistef | |
10 [COLT HOTC  test bd [ate/Time of Birth

T

10|00 AGE o T I
2 |COUKEGEL e 10 AGEL EE@

21
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" The CRT-DDS SAS Data Model

o e

W e S

e 22
A=

=, e X s
s el B

7 o T > —

. RS e ERE i

s o

A e

T e
B R

R e

WA e

SAS

THE
POWER
TO KNOW.



The CRT-DDS SAS Data Model

ValueLists l\‘ =

“FK OID: CHAR[128)
*FK FK_MetaDataVersion: CHAR{128)

+ FP:_\.-"EIueLisIE_MEtaDataVaEinn‘\FK_MetaD&tah’Eﬁinn}—_——__————___

4+ PK_ValueLists{ID)

ltemValueListRefs \! B

“FK ValueListOID: CHAR{128)
“FK FK_lternDefs: CHAR{128)

+  FE_ltemWalueListRef_Valuelists{daluelistOID)
+  FHE_ltemWalueListRefs_ltemDefs{FH_ltemDefs)

ltemDefs B
P OID: CHAR{128)

= Mame: CHAR{12E)

= DataType: CHAR{E)
Length: NUMBER{E 2}
SignificantDigits: NUMBER{E,2)
SASFieldMame: CHARE)
S05WarlName: CHAR{E)

Origin: CHAR{2000) Codelists B
Comment: CHAR{2000) .
_ FK CodelistRef: CHAR{128) *F'H En:r; E:I:‘T-Fp.ﬂﬂ,{zfzai : |
] Label: CHAR(2000) 1 ame:
] DisplayFormat: CHAR{2000) DataType: CHAR{T)
FK ComputatisnMethodQID: CHAR{128) SASFormatName: CHAR(8)
“FK FK_MetaDataVersion: CHAR{128) Pl FK_MetaDataVersion: CHAR(128)
r‘/ FK_ltemDefs_Codelists{CodelistRef) +  FE_Cocdelists_MetaDataVersion{FK_MetaDataVersion)
1| FK_ltemDefs Computaticniethods{ComputationMethodOI0) + PK_Codelists[CIC] e

-+
.
+  FK_ltemDefs_MetaDataVersion{FK_MetaDataVersion)
+  PK_ltemDefs(0ID)

/ | \ — ExternalCodelLists B |

ts reserved. I R &
— = Y

- - W W
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" What is the SAS Clinical Standards Toolkit?

= Framework to primarily support clinical research
activities.

= |nitially focusing on standards as defined by CDISC, but
not limited to CDISC.

= A collection of “tools”, providing an initial set of
standards and functionality that is evolving and growing
with updates and releases.

= Designed as an integral part of Clinical Data Integration
(CDI), but is available to all SAS users as open source
SAS Macros.




" What is the SAS Clinical Standards Toolkit?

7 SAS Data
Integration

( SAS Clinical
Standards
Toolkit

Value-Added \
IP

« CDISC Models - Graphical ETL

tool

Manage and
administer
CDISC
standards

« Compliance

checks * Visually create

mappings from
source to
standards

« CRT-DDS
(define.xml)
creation

GUI-based
Toolkit use

* Access most
data systems
for source and
destination
data

Industry
transformation
processes

« CDISC
controlled
terminology

Clinical-trial
‘awareness’

\_ SAS Clinical Data Integration )

THE
POWER
TO KNOW.

Osas




" What is the SAS Clinical Standards Toolkit?

= Can modify CST macros, but know what you are doing!
= CDISC models available 3.1.1 and 3.1.2

= Controlled Terminology 2008-08, 2010-03

= CRT-DDS and define.xml capability

= Completely customizable to fit various standards

= Free with 9.1.3 and 9.2

= Toolkit 1.4: ADaM support, ODM 1.3 import/export,
more Terminology support




CST Framework




" CST Framework

Consists of two distinct pieces (default installation):

* The components that are installed as part of SAS Foundation
and shared files. (SAS Macros, Java JAR files, etc.)

» SASROOT:\ClinicalStandardsToolkitFramework\...
» SASROOT:\SASCIinicalStandardsToolkitSDTM312\...
» SASROOT:\SASFoundation\9.2\cstframework\sasmacro

= The global standards library that the framework macros operate
on top of.

» C:\cstGlobalLibrary\...

GSas  Em.



" CST Framework

The Global Standards Library is created during installation.
A series of directories are created here:

* /metadata : contains data sets that have information about the
registered standard versions.

= /[schema-repository : contains schemas for XML-based
standards that are supported

= /standards : contains directories for each of the supported
standards.

= /xsl-repository : contains directories and XSL files used in
reading and writing XML files.

GSas  Em.



- B CST Framework

4 | schema-repository
J cdisc-cridds-1.0.0
. cdisc-odm-1.2.1 ]
I core The Global Standards Library
4 | standards
4 | cdisc-crtdds-1.0-1.3

)/ contro Example of default
- installation of CST Global
I\ messages Library installed on C:
i drive.
1. stylesheet

[ testing

= 0 walidation

o Jafemmne Custom standards go here.

[+ W cdisc-sdtm-3.11-1.3
I+ 0 cdisc-sditm-3.1.2-1.3
= 1) cdisc-terminology-200810-1.3
= 0 cdisc-termineclogy-201003-1.3 . . .
b est-framework-13 This is Toolkit 1.3
4 | xsl-repository
4 |, CRT-DDS
4 .10
[+ | export

I+ | import 31
= L ODM




- CST Framework

SASROOT (read-only ...)

4 | Program Files

4
b SAS 4 . 5ASClinicalstandardsToolkitCRTDDS10
[ 0 ClinicalstandardsToolkitFramework 4l 13

4 | sample

[ 0 SASClinicalStandardsToolkitCRTDDS10 .
4 | cdisc-crtdds-1.0

= 1 SASChinicalStandardsToolkitODM130
[ 10 SASClinicalStandardsToolkit30TM311
1 SASClinicalStandardsToolkit5DTM312
I+ 1) SASClinicalStandardsToolkitTerminology200810
= 10 SASClinicalStandardsToolkitTerminelogy201003
4 | SASFoundation

4 4092

[= ) aacomp

. control

., data

. deriveddata

. dervedmetadata

. metadata

J
J
J
J
J
. programs
. referencexml
. results
. sourcexml
[ | J access
g af .

[+ [ assist

. transport

4 | schema-repository
. cdisc-crtdds-1.0.10
). cdisc-odm-1.21
J core
4 | standards
I ) edisc-crtdds-1.0
= | xsl-repository

= . common

I= | connect

[ | core

4 | cstframework

| sasmacro




CST Metadata Files




" SAS Clinical Standards Toolkit Metadata

Toolkit provides and uses a series of metadata files to
support basic core functions of the toolkit.

Standards Validation_Master (Validation_Control)
StandardSASReferences Reference Tables (Source_Tables)
Standardlookup Reference Columns (Source Columns)
SASReferences Validation_Metrics

Properties Validation_Results

Messages
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" SAS Clinical Standards Toolkit Metadata

The SASReferences data set is the “brain center” of the
Toolkit. Used to tell Toolkit where things are located. Can
be created by the user or generated through the Toolkit.
Many users will create their own SASReferences data set.

/% standard |/ standardversion |/l type /% subtype|/. SASref | reftype

1 |CDISC-CRTDDS 10 autocall cricode fileref

2 |CDISC-CRTDDS 1.0 control reference i control libref

3 |CDISC-CRTDDS 1.0 externalxml xmi croemil fileref

4 |CDISC-CRTDDS 1.0 MES530E5 crtmsg libref

B [CDISC-CRTDDS 1.0 properties initizlize inprop fileref

6 |CDISC-CETDDS 1.0 referencemetadata column refmeta libref

7 |CDISC-CRTDDS 1.0 referencemetadata table refmeta libref

8 |CDISC-CRTDDS 1.0 referencexml map crtmap fileref

R standard /% standardversion |/ type N path i order | memname
1 |CDISC-CRTDDS 10 autocall 1
2 |[CDISC-CRTDDS 1.0 control Isas oot /SASClinical Standards ToollkitCRTDDS10M . A/'samplelcdis . .isasreferences sas bdat
3 (CDISC-CRTDDS 1.0 externalmi lzas oot /SASClinicalStandards ToollkitCRTDDS10M . 3/'sampleledis . 1 define.xml
4 |CDISC-CRTDDS 10 MesSa0es 2
& |CDISC-CRTDDS 1.0 properties 1 imtiglize.properties
6 |CDISC-CRTDDS 1.0 referencemetadata .
7 |CDISC-CRTDDS 1.0 referencemetadata .
8 [CDISC-CRTDDS 1.0 referencexml Isasroot! /SASClinicalStandards ToollitCRTODDS10M . A/sampleledis . 1 define.map

Osas
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" SAS Clinical Standards Toolkit Metadata

Property files (i.e. initialize.properties) set default
preferences for each process. Properties are a series of
name-value pairs that are translated into global macro
variables available for the duration of a Toolkit process.

Invoked by the cst_setProperties macro.

cztDebug=0

cetDebuglpt ions=nprint nlogic symbolgen mautolocdisplay
cet_ro=ll

czt M=glD=

cet M=gParml=

cst_MsgParml=

cetResultSeq=(

cetSegtnt=[

cetSrclatas=

cetResultFlag=(
cetResultsD5=work. cstresults
cetiessages=vork. cstnessages
cztReallocateSisket z=0
cetFMTLibraries=vork
cetiessagelrder=APPEND
cetSASRefzLoc=

cet5ASRef =Name=
cetSASRefz=vork. cstsasrefs
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" SAS Clinical Standards Toolkit Metadata

Messages data sets are used to store information about
the framework and standards validation checks. There are
framework messages (CST prefix) and standards
validation messages (e.g CRT prefix)

resultid standardversion checlsource sourceid checlkseverty

1| CRTOO01 - ¥MLTRANSFORM CRTO0O01 Info

2|CRTO002 - XMLTRANSFORM CRTDOOZ  |Waming

3| CRTO003 - ¥MLTRANSFORM CRTOO03 | Emor

4 |CRTO0D4 - SAS CRTOO04 | Emor

5|CRTO00S - SAS CRTOO05 | Emor

6| CRTO0DG - SAS CRTDODG | Emor
sourcedescription messagetexdt parameter]
Message not received from XML Transform &_cstResultPami Message not retrieved from XML Transform
Message not received from XML Transform &_cstResultPam Message not retrieved from XML Transform
Message not received from XML Transform &_cstResultPami Message not retrieved from XML Transform

The following information was missing from the 5ASReferences file: &_cstPam1 | Information Missing
&_cstParam was not assigned for &_cstParam2 in the SASReferences file
The parameter &_cstParam1 had an invalid value &_cstParam?
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" SAS Clinical Standards Toolkit Metadata

Results data set. Each Toolkit process generates a results
data set that can optionally be persisted beyond the SAS
session based on SASReferences data set settings. Each
results data set captures the outcome of specific process
actions, using the messages data sets to standardize
output.

BENERREN

regultid checkid resutseq seqno  srcdata message

22\(CSTO00Z CRTO100 5 1 [CSTCHECK_NOTUNIGUE Mo tables evaluated-check validation control data set

23\(CSTO002 CRTO100 10 1 [CSTCHECK_NOTUNIGUE Mo tables evaluated-check validation control data set

24|\ CSTO100 CRTO100 11 1 |SRCDATA temGroupDefs Mo emors detected in SRCDATA temGroupDefs

25| CSTO100 CRTO100 12 1 | SRCDATA temGroupLeaf Mo emors detected in SRCDATA temGroupLeaf

26 |CRTO100 CRTO100 13 1| SRCDATA temDefs Mo two values for the source column can be equivalent within the same source ...

27\(CST0002 CRTO100 14 1 [CSTCHECK_NOTUNIGUE Mo tables evaluated-check validation control data set

28| CSTO100 CRTO100 15 1 |SRCDATA Codelists Mo emors detected in SRCDATA Codelists

29||CSTO100 CRTO100 16 1 |SRCDATA Codelistltems Mo emors detected in SRCDATA Codelisttems
CSTDO0Z Waming: Check ... -1 0 |table Scope=FormDefs column Scope= TableScope should resolve to at least one data =at
CSTO002 Waming: Check ... -1 [ |table Scope=FormDef Arch Layouts columnScope= TableScope should resolve to at least one data set
CSTO10O0 Info 0 0 [keys=0ID
CSTD1DD Info 0 0 |keys=ID
CRTO100 Ermor 1 0 |keys=0ID 0ID=CoL16
CST0002 Waming: Check ... -1 [ |tableScope=kemRangeChecks columnScope= TableScope should resolve to at least one data set
CSTO100 Info 1] 0 | keys=01D
CSTO100 Info 1] 0 | keys=01D

THE
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" SAS Clinical Standards Toolkit Metadata

Validation Master & Validation_Control

Validation _master contains ALL standard specific validation
Information. Validation_control contains study specific
validation information and is created from validation _master.
The “brain center” of the Toolkit validation process.

/% checkid |/,  standard |/l standardversion|:/. checksource|/. sourceid |, checkseverity/. checkiype |/ codesource /% usesourcemetadata

64 |CRTO108 CDISC-CRTDDS = SAS CRTO108 Errar Content cstcheck_column Y

65 |CRTO108 CDISC-CRTDDS ™ SAS CRTO108 Errar Content cstcheck_column Y

66 |CRTO109 COISC-CRTDDS = SAS CRTO105 Errar Content cstcheck_column Y

&7 |CRTO110 CDISC-CRTDDS = SAS CRTO0110 Error Content csteheck_recnotfound Y

&8 |CRTO110 CDISC-CRTDDSs = SA5 CRTO110 Error Content cstecheck_recnotfound Y

CRTO110 CDISC-CRTDDSs = SAS CRTO110 Error Content cstecheck_recnotfound Y

70 |CRTO110 CDISC-CRTDDS = SAS CRTO110 Error Content csteheck_recnotfound Y

64 | ltemGroupDefs Sh5Datasethame if (&_cstColumn ne ™ and (length(&_cstColumn) = 32 or anydigit{subst
65 | ltemDefs SASFieldName SDSVarName if (&_c=tColumn ne ™ and (length{&_cstColumn) = 32 or anydigitisubst
66 |Codelists SASFormathame if & _cstColumn ne ™ and lengthi&_cstColumn) = 32 then cst_error=1;
67 | [Study] [DefineDocument] [Study.FE_DefineDocument] [DefineDocument.FileDI(D] proc sgl; create table work._cstProblems as select®, 1as _cstError fri
68 | [Measurementlnits] [Study] [MeasurementUnits. FE_Study] [Study O10] proc sql; create table work _cstProblems as select”™, 1 a5 _cstError fri
[MUTranslatedText] [Measurementl) . i [MUTranslated Text. FK_MeasurementUnits] [Measurem_.. proc sgl; create table work._cstProblems as select”, 1 as _cstError fru
70 | [MetaDataVersion] [Study] [MetaDataVersion. FE_Study] [Study . O10] proc sql; create table work _cstProblems as select™, 1 as _cstError fri
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" SAS Clinical Standards Toolkit Metadata

Reference Tables & Source Tables

Reference_tables contains ALL standard specific table/
domain information. Source_tables contains study
specific table/domain information and is created from
reference_tables. Determines tables to be validated. For
CRT-DDS, information is gathered from the CRT-DDS SAS
Data Model.

/i SASref |/ table /s label | keys |/ standard |gy StEndad |g standad | miElementName
1 |REFDATA :AnnctatedCRFs CDISC-CRTDDS :1.0 AnnotatedCRFs
2 |REFDATA iClLitemDecodeTranslatedText CDISC-CRTDDS 1.0 CLitemDecodeTranslated Text
3 |REFDATA :Codelistitems QlD CDISC-CRTDDS :1.0 Codelistltems
4 |REFDATA :Codelists QlD CDISC-CRTDDS 1.0 Codelists
& |REFDATA :ComputationMethods QlD CDISC-CRTDDS :1.0 ComputationMethods
6 |REFDATA :Definelocument FileCID CDISC-CRTDDS :1.0 DefineDocument
7 |REFDATA :ExternalCodelists CDISC-CRTDDS :1.0 ExternalCodelists
8 |REFDATA i FormDeffrchLayouts oo CDISC-CRTDD: 1.0 FormDeffrchLayouts
9 |[REFDATA :FormDefltemGroupRefs CDISC-CRTDDS (1.0 FormDefltemGroupRefs
10 |REFDATA  : FormDefs QlD CDISC-CRTDDS 1.0 FormDefs
11 |REFDATA  : ImputationMethods QlD CDISC-CRTDDS :1.0 ImputationMethods
12 |REFDATA  ltemdliazes CDISC-CRTDDS 1.0 ltemAliases
13 |REFDATA  : ltemDefs QlD CDISC-CRTDDS :1.0 ltemDefs
14 |REFDATA i ltemGrouplliases CDISC-CRTDDS 1.0 ltemGrouplliases
15 |REFDATA  : ltemGroupDefltemBefs CDISC-CRTDDS :1.0 [temGrouplefltemRefs
REFDATA  :ltemGroupDefs QlD CDISC-CRTDDS 1.0 ltemGroupDefs
= L T 0 =iy R - [ [} BTl [} =i ~ue| s




" SAS Clinical Standards Toolkit Metadata

Reference Columns & Source_Columns

Reference columns contains all standard specific
table/domain column information. Source columns contains
study specific table/domain column information and is
created from reference_columns. Determines columns to be
validated. For CRT-DDS, information is gathered from the
CRT-DDS SAS Data Model.

A SASwef A table A column A label @ order

A type
h2 |(REFDATA ltemDefs Qlo LInigue identifier for this L. 1:iC
3 |[(REFDATA ltemDiefs MName [tem (varigble) name 2:iC
h4 |REFDATA [temDiefs DataType ltem (variable) data type.. 3iC
hh |REFDATA ltemDefs Length ltem [vanable) length 4N
h6 |REFDATA [temDiefs SignificantDigits Mumber of decimal digits.. Bil
R table 4% column iz length |/ displayformat |/ standard |/ standardversion|/. core |/ xmilcodelist
52 |ltemDefs QID 128:8128. CDISC-CRTDDS 1.0 Reg
53 |ltemDefs Name 128:8128. CDISC-CRTDDS 1.0 Reg
B4 | ltemDefs DataType gisg. CDISC-CRTDDS 1.0 Req IDTYPE
55 | ltemDefs Length 8B CDISC-CRTDDS (1.0
b6 |ltemDefs SignificantDigits 8B CDISC-CRTDDS 1.0
ET | ltemlcfe CACE aldhlzme nien FRISC.CRTRARS (10
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Hands-on Part




" Hands-on

Create CRT-DDS SAS data sets from the SDTM 3.1.2 metadata
Validate the CRT-DDS SAS data sets

Create the define.xml from the CRT-DDS SAS data sets

Extend the CRT-DDS SAS datasets and create the define.xml
Import a define.xml file to CRT-DDS SAS data sets

43
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3 Hands-on

SDTM Study Data

Table Study Metadata Column Study Metadata Other Stud¥ Metadata SR OB e
l represent the
i relational SAS model
Mapping to of the hierarchical
ERIEORS define.xml structure
data sets
r | 3\
SAS Clinical [ l
Standards
Toolkit
Validation
) ' ———»|| against CRT-
DDS standard
CRT-DDS data sets
Define.xml Validation
= against
XML schema
) J

N

external
Define.xml

Source: Phuse 2010 presentation Andreas Mangold




" Hands-on - CST typical program

= Define global macro variables (“properties")

= OoLET statements

» 0ocst_setStandardProperties(_cstStandard=CST-
FRAMEWORK, cstSubType=initialize);

= Define inputs / outputs
(libnames, filenames, SAS autocall macros, ...)

= 1. Create SASReferences dataset

= 2. %cstutil_processsetup();
(default: use WORK.SASReferences

= Run process specific macro:
%crtdds_sdtm311todefinelO
%crtdds_validate
%crtdds_write
%crtdds_xmlvalidate
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" Hands-on

01 create crtdds10 from _sdtm3ll.sas
= creating the CRTDDS Version 1.0 data sets from the SDTM

3.1.1 model
4 | sascstdemodata
= INPUT: | data Esuurce_cnlumns.sas?bdat
. metadata E source_study.sas/bdat
4 | terminoclogy E source_tables.sas/bdat
. coding-dictionaries
. formats
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" Hands-on

02a_validate crtdds_data.sas
02b_validate crtdds_data issues.sas

= Validation: check compliance of CRT-DDS SAS datasets with
CRT-DDS standard

L. cdisc-crtdds-1.0

Eﬂ annotatedcrfz.sas7bdat

Eﬂ clitemdecodetranslatedtext.sas7h...

Eﬂ codelistiterns.sas/bdat

: Z:::ml Eﬂ codelists.sasThdat Eﬂ computaticnmethods.sas7bdat Eﬂ definedocument.sas7bdat
|\ data_issues EE externalcodelists.sas7bdat Eﬂformdefa rchlayouts.sas7bdat Eﬂformdeﬁtemgmu prefs.sasibdat
K data_update Eﬂformdefs.sas?bdat Eﬂimputationmethods.sas?bdat Eﬂitemaliases.saﬂbdat
N deri;ed [=ditemdefs.sasTbdat E=]itemgroupaliases.sasTbdat E=]itemgroupdefitemrefs.sasThdat
| doc Eﬂ itemgroupdefs.sas/bdat Eﬂ iterngroupleaf.sasibdat Eﬂ itemngroupleaftitles.sas7bdat
| log Eﬂ itemmurefs.sasibdat Eﬂ itermnquestionexternal.sas7bdat Eﬂ itermnguestiontranslatedtext.sas7h...
|\ metadata Eﬂ iternrangechecks.sas7bdat Eﬂ iternrangecheckvalues.sasTbdat Eﬂ iternrole.sasfbdat
Eﬂ iternvaluelistrefs.sasTbdat Eﬂ mdvleaf.sasTbdat Eﬂ mdvleaftitles.zasTbdat

: :::;r:;ml Eﬂ measurementunits.sasybdat Eﬂ metadataversion.sas/bdat Eﬂ mutranslatedtext.sasTbdat
| results E presentation.sas/bdat E protocoleventrefs.sasTbdat E rcerrortranslatedtext.sasy bdat
|| sascstdemodata EE study.sas7bdat EE studyeventdefs.sasTbdat EE studyeventformrefs.sas7bdat

| data Eﬂsupplementaldocs.sas?bdat EﬂvaIuelistitemrefs.sas?bdat Eﬂ‘-faluelists.sas?bdat

1. metadata

39 items
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" Hands-on

O3a_create crtdds_define.sas
» Create the define.xml from the CRT-DDS SAS data sets

48
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" Hands-on

O3b_create_crtdds_define _update.sas
» Update the CRT-DDS SAS datasets.

» Annotated CRF link

» Value level metadata

= Create the define.xml from the CRT-DDS SAS data sets

49
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" Hands-on

» Update the CRT-DDS SAS datasets:
» Annotated CRF link

= AnnotatedCRF - contains document references to the
annotated case report form

= MDVLeaf — contains the href link for the Annotated CRF

= MDVLeafTitles — contains a descriptive title for the
Annotated CRF
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" Hands-on

» Update the CRT-DDS SAS datasets:
» Annotated CRF link

*Lookup OID for the 5DTHM 3.1.2 =tandard in MetalDataVersion:;
Fproec sgql noprint;
gelect QID into mdv from srcupd.MetaDataVersion
where name="CDISC-5DTM 3.1.2";
quit;
*Add records for Annotated CRE:;
Fproc sql;

insert into srcupd.innotatedCRF=
zet DocumentRef = "BElankCRFEF",
leafID= "AnnotatedCRE"™,

FE MetaDataVersion = "&amdv";
insert into srcupd.MDVLieaf

gset ID= "AnnotatedCRE"™,

href = "./blankcrf.pdf",

FEK MetaDataVersion = "&mdv";
insert into srcupd.MDVLeafTitles
get title= "Blank Annotated CRFE"™,
FKE MDVLeaf = "AnnotatedCRF":

gquit;




" Hands-on

» Update the CRT-DDS SAS datasets:
» Annotated CRF link

<MetalDataVersion OID="1" Name="CDIZC-3DTM 3.1.2"
Description="CDIZC-23DTHM 3.1.2"
def:DefineVersion="1.2" def:3tandardiName="ChISC-3DTH"
def:5tandardVersion="3.1.2">
<def:AinnotatedCRF>
<def:DocumentRef leafID="AnncotatedCRF">BlankCRF</def:DocumentRetf>
</def: AnnotatedCRF>
<def:leaf ID="innotatedCRF" xlink:href="./blankcrf.pdf™:>
<def:titlexBlank Annotated CRF«</def:titlex
</def: leat>
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" Hands-on

» Update the CRT-DDS SAS datasets:
» Value level metadata

SCGEPID | Group ID text Identifier Used to tie together a block of related records in ;

SCSPID Sponsor-Defined text Identifier Sponsor-defined reference number. Perhaps pre-
Identifier database.

SCTESTCD | Subject text | SCCD Topic Short name of the measurement, test, or examinati
Characteristic Short from a vertical to a horizontal format. The value in
Name (e.g'1TEST"). SCTESTCD cannot contain chara

SCTEST N Subject text SynonvmQualifier | Verbatim name of the test or examination used to

Qams:teﬁstic characters. Examples: Subject Initials, Eve Color.

SCCAT Cate for Subject | text GroupingQualifier | Used to define a category of related records.
Characteigtic

SCSCAT Subcategory fi text GroupingQualifier | A fiwther categorization of the subject characterist
Subject

\ Value Level Metadata

Source Variable | Value | Label | Tvpe | Controlled Terms or Format | Origin | Role | Comment
SCTEST Initials | Initials | text Initials
SCTEST Race |Bace | text Race, Other




" Hands-on

» Update the CRT-DDS SAS datasets:
» Value level metadata

ValuelLists — contains id of value lists
ValuelListitemRefs— contains id of each item in a value list

ItemValuelListRefs — associates each value list item to a row
in the ltemDefs dataset

ItemDefs — contains metadata for each id in ValueListltemRefs
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" Hands-on

» Update the CRT-DDS SAS datasets:
» Value level metadata

: \

ValueLists

“FK OID: CHAR[12E)
“FK FK_MetaDataVersion: CHAR{128)

ltemValuelistRefs +  FK_Valuelists_MetaDataVersion{FK_MetaDataVersion)
+  PK_ValueLists{OID)

“FK ValuelistOID: CHAR{128)
“FK FK_ltemDefs: CHAR{128)

+  FH_ltemValueListRef_ValueLists[ValueListOID)

+  FK_ltemValuelistRefs_ltemDefs(FK_ltemDefs) ValueListitemRefs
. “FK ItemOID: CHAR({12E)
OrderNumber: NUMBER(E2)
—ElE *  Mandstory: CHAR[Z)

KeySequence: NUMBER(E,2)
FK. ImputationMethodOID: CHAR{128)
Raole: CHAR{128)

“PK OID: CHAR{128)

*  Name: CHAR[12%)

*  DataType: CHAR(E) R(128)
Lo R FK RoleGodeListOID: CHAR(128)
SignificantDigits: NUMBER[E.Z) ARt [FAtElrE L (BRI

S5ASFieldMame: CHAR{E) ul - - - [
SOSVarlame: CHAR(E) FK_WalueListitemn_lmputaticnMet{lmputaticnMethod 010}

+
Origin: CHAR{2000) +  FH_WalueListitemRefs_[temDefs{ltemCI D)
Cumm.ent' CHAR{2D00) +  FH_WalueListitemPRef_ValueLists{FK_Waluelists)

FK CodeListRef: CHAR{128) +  FH_WalueListitemRefs_Codelists{RoleCodelistOID)

Label: CHAR{Z0OD)

DisplayFormat: CHAR{2000)
FK. ComputationMethodCID: CHAR{128)
“FK. F¥_MetaDataVersion: CHAR{12E)

F¥_ltemDefs_Codelists{CodelistRef)

F¥_ltemDefs ComputationMethods{ComputationMethodCID)
FH_ltemDefs_MetaDataVersion|{FK_MetaDataVWersion)
PH_ltemDefs{0I0)
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" Hands-on

» Update the CRT-DDS SAS datasets:
» Value level metadata

*Lookup CID for the SCTEST column in ItemDefs:;
Flproc sqgl noprint;

zelect QOID into :srccol from srcupd.ltemDefs

where name='S5CTEST";

agnit;

*add record for a new wvalueli=st SCTESTVALS;
“lproc sgl

in=sert into srcupd.Valueli=sts

zet OID= "SCTESTVALS"™,

FE. MetaDataVersion = "&mdv";

*add record associating the walue list SCTESTVALS to the OID for SCTEST ItemDefs record:

in=sert into srcupd.ltemValuelistEefs

zet ValueListOID= "SCTESTVALS™,

FE ItemDefs = "&asrccol";




" Hands-on

» Update the CRT-DDS SAS datasets:
» Value level metadata

*add records to the ItemDefs dataset for each walue in the SCTESTVAL walue list;
insert into srcoupd.IltemDefs
set OID= "VALOOL™,

Hame = "Initials",

DataType = "text",

Length = 3,

SASFieldHame = "INITIALS"™,
comment = "Initials",
label="Initials",

FE MetaDataVersion = "amdv"
set OID= "VALOODZ2"™,

Hame = "Race",

DataType = "text",

Length = 20,

SASFieldHame = "RACECTH",
comment = "Race, Other",
label="Race",

FE MetaDataVersion = "&amdv";




" Hands-on

» Update the CRT-DDS SAS datasets:
» Value level metadata

*add records associating the walue list SCTESTVALS to rows in the ItemDefs dataset:
insert into srcupd.ValuelistItemBefs
set ItemOQID= "WVALOODL1™,
CrderNumber=1,

HMandatory="Ye=",

Eeyviequence=1,

FE ValuelLists = "SCTESTVALS"

set ItemOQID= "WVALOODZ™,
CrderNunber=2,

HMandatory="Ye=",

Eeyviequence=2,

FE ValueLists = "SCTESTVALS";

qmit;




" Hands-on

04 create sascrtdds_fromxml.sas
= |mport the define.xml to the CRT-DDS SAS data sets
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Questions ?
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