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Steps in demonstration
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. |PROC CDISC reads and converts \ -SES
s—® {to SAS datasets l —_

Set-up of new Clinkcal
Metadata Repasitory in
Chnical Data Integration

€@ cDiscC !’ 2

Metadata exploitation

* define.xml
N * compliance checks ™

SAS Drug Development 3
4 Data and matadata is mapped into
SOTM

package

TFL

Short intro to SAS and CDISC
= PROC CDISC

= Clinical Standards Toolkit
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PROC CDISC

» Input CDISC ODM XML files to SAS data set(s)

= Qutput SAS data set content to CDISC ODM
XML

= Validates CDISC SDTM content against model

Clinical Standards Toolkit

= Set of macros designed to supersede
Proc CDISC

= Free to existing SAS customers
= Built into Clinical Data Integration

Gsas
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Clinical Toolkit: Framework

Vi2 Example Methods
* CDISC SDTM Framework %sdtm_validate(...);
+ CDISC CRT-DDS Framework %sdtm_report_validationResults();
* CDISC Terminology Framework %sdtm_create_cterms(...);
« Toolkit Utility Framework %sdtm_create_domainType(...);

%sdtm_create_domains(...);

Y%crtdds_validate(...);
Y%crtdds_report_validationResults(...);
Y%crtdds_create_cterms(...);
%crtdds_write(...);

%crtdds_read(...);

Y%cterms_create_package(...);

Clinical Toolkit: Pluggable Modules

* CDISC SDTM Framework
+ CDISC CRT-DDS Framework SDTM V3.1.2 Module J
* CDISC Terminology Framework

« Toolkit Utility Framework

L CRT-DDS V1.0 Module J

Terminology SDTM-1 Module ]

Terminology LABTEST Module W

Terminology SDTM-2A Module 1

Terminology SDTM-2B Module
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Clinical Data Integration functionalities

= SAS code-based solution

» Robust generation of processes that transform
and integrate data

= Extensive process library to process data
* Included SDTM 3.1.1 IG data model

= Extensible with user-written SAS code
transformations

Glossary for ODM

ReferenceData

ClinicalData

= StudyEvent : patient visit

= Form : data-entry form

= |temGroup : panel or SAS dataset

* |tem : a dataset variable or SAS field

= Codelist : SAS format or lookup table

Gsas
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Creation of processes in Clinical Data Integration
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Reading ODM
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Mapping into SDTM,
ADaM standards

THE Part 2
POWER
TO KNOW,
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Accessing Codelists as SAS formats

Load raw AE domain Properties |
| Genersl | Where | Order By | Groug By | Process | Mepiing | options | Notes | Etended atributes | Advanced|
Source table: AE A Target table: WSPKEOCQ
# Calurn Calurmn Descrigtion # Calumn Expression Calurnn Deseription
1 _ Subjectiey | 1| [
2 | visITioM 2 [ oM lag D
3 |@ aESER 3 |4 sTUDVID 'STDO0OO1" D
4|z AEREL 4 UsUBJD 0
s [@ aEsev HEEE 1
& AEOCCUR [ AESER PU(AESER  meser)  \ D
7 AECOST 7 AEREL | [put(AEREL , sorelat ) )] D
| & i aEenpTc 8 [ mesey \ [pUiAESEY | sesev) D
| 9 |@ aesTOTC 9 [ EOCCUR N 1
10 |4 AETERM 10 [y mEcosT TS h
11 |i@ aeeEnDTC 1
12 |@ aeSTDTC 1
13 |4 AETERM 1
14 |4 sEDECOD 1
| 15 | aesEq it

|1SO8601 date-time formats

32 |/ AECONTRT
33 |/ AETOXGR
34 |4 AESTDTC CASE AESTDTC  WWHEM . THEM " ELSE PUT ( DHMS ( AESTDTC 0,00 ),IS88010T. 3 |
35 |/ agenDTC CASE AEENDTC WHEN . THEM * ELSE PUT ( DHMS ( AEENDTC ,0,0,0 ),IS8501DT. ) EN
| 36 | aEsTDY
| 37 | aEEnDY
38 |/ AEDUR

| 31 (‘f‘:} AESMIE
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define.xml metadata

= Codelists
» Codelist conversion table
e Value Level Metadata
e VLM Transpose table

= Computational Algorithm

= XML Parameters
 Study Title
» External Dictionary
* Create Date
* Supplemental Document Links
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Metadata exploitation

Toolkit

DATA.AE

= SDTM validation checks : with Clinical Standards

= Other utility jobs (e.g. QC contents)

Validation Process

1

User-Written
Custom Checks

Controlled
Terminology

e N
Study DM CM AE LB
Domains
_ J
s N
Study Table Metadata Column Metadata
Metadata
N )
i o Validation
Validation Validation Results Resul_ts Results
Controls Process Data Reporting Report

N\

User-Written
Post-Processing
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Conclusion on using this methodology

= CDISC SDTM/ADaM expertise remains crucial

= Changed our thinking about metadata

* We have turned it from deliverables into a central
component for our conversions.

* We create it at the very beginning of the process, and
start using it as a valuable process driver

* Metadata is fun!l... once we realized its value

= SAS is ready to support end-to-end CDISC
* Integrated with operational systems (EDC)
» End-to-end metadata and data

A clinical repository for data, metadata and
transformation analysis code
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