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CDISC Standards

Operational Data Model (ODM)
Study Data Tabulation Model (SDTM)

Case Report Tabulation Data Definition
Specification (CRTDDS - aka define.xml)

Laboratory Data Model (Lab)

Analysis Data Model (ADaM)
Standard Exchange of Non-clinical Data (SEND)
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SAS Involvement

Ed Helton
o Chief Strategist, Regulatory and Biomedical Affairs

David Handelsman
« Solutions Strategist, Clinical R&D

Eric Brinsfield
» Director Consulting Services

Anthony Friebel
« XML Strategist, Platform R&D
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SAS Involvement

Ed Helton
 CDISC Board of Directors

David Handelsman
e CDISC Industry Advisory Board

Eric Brinsfield
« ADaM Team

Anthony Friebel
e ODM Team
e define.xml Team (principal contributor)
« ODM/HL7 Harmonization Team
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SAS Position

Project customer investment in legacy systems

Provide path for new technology migration

Activity support and participate in standards
processes and organization (like CDISC)

Continue to evolve built-in product support
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SAS CDISC Support

XML Engine ODM native mode (SAS 9)

XML Engine and XMLMap Extensions

PROC CDISC(ODM,SDTM)

New base SAS formats/informats for ISO-8601

(ex.2005-12-15T13:14:17)

SAS CDISC ODM Viewer (Now only in English )
Module is available(free download).
This Viewer is a beta copy, for evaluation process.
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SAS XML Libname Engine ODM Syntax

P CREE FRW UL ETER W@ e EoMd  AgL3HH
[ A 0EE &R s RBe DBl %
BI0554L17 14 - (=E)

K7

filename odm "Co¥SASIY¥COTSCYMUEAEmin, XML ;

| ibrame odm xml| xmltype=COISCOIM Formatdctive=YES
FormatMoRep |ace=N0 FormatLibrary= Work ;

proc print data=odm. AE;
UG

VLR wREE FTO WD WIa-DEsE ta b ALTH

| v Hnhesd el sibe- 9Bz 08
- (=)

=10l =

ShS AT L 2005 018 7KBEB TRI0MT547H074
0Bs __STUDYOID

1 123-456-789
2 123-456-789

0BS __METADATAVERSIONOID

1 +1.1.0
2 %1.1.0

0B5 __SUBJECTKEY

1 001
2001

0B3 __STUDYEYENTOID

1 SE.VISITI
2 SE.WISITY

Copyright © 2005, SAS Institute Inc. All rights reserved. lO



FrAILEY REE T M LTH TR M —daalldsd gl FErdhd LT HD

| ] NS E @R i 2@mo | Bz 0@
B 70¥5LI T 482 - examplel sas : -] x|
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| Importing a COISC ODM Document Using Default Kewset Parameters ,
e - + ik

librame results  “C:¥SASIYCOISCY¥SASData¥results'
FILEMAME HMLIMP "C:¥SASI¥COISCY¥EMLYas . wxml " ;

FROC COISC MODEL =00
REEAD=¥ML IMF
formatbot ive=YES |
formatMoRer |ace=N0

0OM ODMyVersion = 71.27

DOkm i i mumbesset =M0

CLIMICALDATA OUT = results. AE
SASDATASETHAME = "AE™

RN
FILEMAME  ®MLINP ;

proc contents data=results AR varnum; rung
proc print datazresults.AE; run;

l;l
4l | bl

FPokFyk - cmem | El oy - omss |[FE 70856175 - e...
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| ibrame results "Cr¥SAS9¥CDISC¥SA50Data¥results’
FILEMAME HMLOUT "C:¥SASO¥COISCYRMU¥AEf Ol | XML ;

proc sort data-results.AE; by _ SubiectKey; run;

PROC CDISC MODEL =001
WRITE= ®MLOUT
format bct ive=YES
formatMoRer | ace=N0

QDM ODMYersion = “1.27
FileQID = ~000-00-0000"
Filelwpe = SMAPSHOT

Description = “Adverse everts from the CTChicazo file”
STLDY étudyUID = TETUDY. Studw0I07
GLOBALVARIABLES StudvName = “CDISC Cormect -A-Thon Test Studw 1117
ProtocolName = "COISC-Protoco | -00-000
METADATAVERSION “MetaDataVersionQID = 101,07

Mame = "Wersion 1.1

CLINICALDATA DATA = resylts.AE

OOMATM =
MAME = "Adverse Events”
COMMENT = "&11 adverse events in this trial” ;

FLIM;
| FILEWAME HMLOUT ;

| ibrame results

41 |

StudvDescription = "This file contains test data for the CDISC Cornect -A-Thon event scheduled

Pty - cmem | Cloy - e [BEDTETSEPri=r

| =0 c¥sast¥sas 01
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PROC CDISC

ODM read/write capabillity (Production)
SDTM content validation (Production)
CRT-DDS - aka define.xml (Coming soon)

Lab,SEND,ADaM (Planning stage)
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PROC CDISC — SDTM Syntax

PROC CDISC MODEL=SDTM ;
SDTM SDTMVersion="3.1";
DOMAINDATA DATA=results.AE

DOMAIN=AE

CATEGORY=EVENTS ;
RUN ;
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CDISC SDTM - Supported Domains

Supported SDTM 3.1 Domains DOMAIN= CATEGORY=
Demography CopA =pecial
Comments ] special
Concomitant Medications i A Interventions
Exposure Ex Interventions
Substance Use =L Interventions
Adverse Events AE Events
Disposition L= BEvents
Medical History MAH Events

ECG Test Resuls EG Findings
Inclusions Exclusion Exception IE Findings
Laboratory Test Results LE Findings
Fhyvsical Examinations FE Findings
Cluestionnaires s Findings
=ubject Characteristics =i Findings

Yital Signs W Findings

Copyright © 2005, SAS Institute Inc. All rights reserved. 15
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CDISC SDTM Validation — Metadata Level

Verifies that all required variables are present in
the data set

Reports as an error any variables in the data set
that are not defined in the domain

Reports a warning for any expected domain
variables that are not in the data set
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CDISC SDTM Validation — Metadata Level

Notes any permitted domain variables that are
not in the data set

Verifies that all domain variables are of the
expected data type and proper length

Detects any domain variables that are assigned
a controlled terminology specification by the
domain and do not have a format assigned to
them Reports as an error any variables in the
data set that are not defined in the domain
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CDISC SDTM Validation — Data Level

Verifies that all required variable fields do not
contain missing values

Detects occurrences of expected variable fields
that contain missing values

Detects the conformance of all ISO-8601
specification assigned values; including date,
time, datetime, duration, and interval types

Notes correctness of yes/no and yes/no/null
responses,
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PROC CDISC

Does NOT convert existing SDS 2.x content to
SDTM 3.x representations.

Does NOT automatically generate the SAS V5
XPORT file from the data source.
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SAS CDISC ODM Viewer

SHESODMW,
SA5 GDISC Viewer — Ol =l
Eile “Tonlz Help
Locations | Signatures | Froperties |
Tables I External Tables | Ciode lists | Uszers |
Mame | Dezcription
I5.AE BE Comment Marme | SASName | Leneth| DataType | GodeList | Comment =
IG.COMNMED _::__ » Study Kew _Study0ID 100 string Study Kew
TEDRUG TRT Treatmen-t Commen: Metadata Yersion Key _ MetaDataVersionOl 100 ztring Metadata Wers
5. PHA MO PE Comment Subject Kew _Subjectkey 100 string Subject Kew
IG.PHYEX FE Comment Study Event Kew _ StudyEwentOID 100 ztring Study Event K
IGREFSAMP Study Event Repeat £ __StudvEventRepeatk 100 strine Study Event F
Form Kevy __FormoID 100 string Form Kevw
Form Repeat Kew _ FormPepeatkew 100 ztring Farm Repeat |
Ttem Giroup Kew _temGroupOID 100 =trine Ttem Group Ke
Item Group Repeat K _IemGroupRepeatke 100 strine Item Group Re—
Compound F_DRUG 8 string
Therapeutic Area THREA 4 ztring CLTAREAF
Protocol Mumber PHO 15 string
Country SCTRY 4 ztring CLECTEYF
Fecord status, 5 level F_STATUS 1 string CLF STATL -
| | B B | 3
Data I External Data | Text | Audit Trail |
Table [l5 DEMOG | Wiew... |
| _Subjectkey | R_DRUG | TAREA | PMOC | SCTRY | FSTATUS | HT|
» &% 001 SDP Oncalogy 143-02 United States Source verified, queried 75
% ooz sSDP Oncology 143-02 United States Source werified, not queried 64
% a0z SDP Oncology 143-02 United States Source verified, not queried Gh
&% 004 sSDP Oncology 143-02 United States Source verified, not queried Ga
&% 005 SDP Oncalogy 143-02 United States Source verified, not queried Kl
% ululs} SDP Oncology 143-02 United States Source verified, not queried Eal
&% 007 sSDP Oncology 143-02 United States Source verified, not queried 72
&% 00z sSDP Oncology 143-02 United States Source verified, not gqueried G2
&% 009 SDP Oncalogy 143-02 United States Source verified, not queried Jils]
% oo SDP Oncology 143-02 United States Source verified, not queried 3]
&% 011 sSDP Oncology 143-02 United States Source verified, queried &1
&% 012 SDP Oncalogy 143-02 United States Source verified, not queried Jila]
I 4 | | I




More information...

Mailing List
XMLENgine@SAS.com
Development Web Pages

Base SAS XML (Extensible Markup Language).htm

(http://support.sas.com/rnd/base/index-xml-resources.html)

SAS9 1 3 XML LIBNAME Engine User's Guide.htm

(http://support.sas.com/rnd/base/topics/sxle913/usersguide913.htm)
CDISC Documentation
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Thank You !
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