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— Introduction

Updates to the SDTM specifications at the stage of DEFINE doc
may require SDTM, ADaM, and TFL updates

ument creation
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Define.xml creation challenge

O Define.xml is usually created at the end of the study database lock after the specifications are finalized
and SDTMs are ready, as Pinnacle21 requires the SDTM datasets to validate the define.xml document

O Majority of the disputes in the specification documents are only identified after the Pinnacle 21
validation

O The validation of specification can be efficiently done at the initial stages before SDTM programming
starts, to avoid rework.
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VALSPEC Utility

The quality of the SDTM/ADaM specifications has a key role in determining the quality of the define.xml
document, which is a key part of the CRT package submitted to the regulatory agencies for approval.

VALSPEC is a utility to validate SDTM and ADaM specifications and streamline the creation of define.xml.

VALSPEC alerts the author about the issues in the specification document at the very first stage of the
creation of the SDTM/ADAM specifications by checking for compliance

VALSPEC reads in the metadata and validates the references to the formats and terminologies that are used
in the specification across the Select, Define, and Control terminologies
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~ Process flow
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Read in the Specification file
and convert it to a SAS dataset

Validate the
Specification metadata
to ensure compliance

+

Generate a summary report
of all the findings

Read in the SDTM/ADaM
data
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Validate the data to ensure
CDISC compliance
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~ Issue list for DM

Error represents that there are data values that are not consistent with
the values in the Specification

N\
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CTLIST
O ~ IDATASET ~ lSUBMISSION_VALUE ~ Name > I_Messago x>
1,0M DRGA Error: Format value DRGA-Not found
2|DM Placebo Error: Format value Placebo -Not found
3 /DM TRTA ARM Warning: Format ARM-TRTA-Not used in the data
4 DM TRTB ARM Warning: Format ARM-TRTB-Not used in the data
5 DM £] ARMCD Warning: Format ARMCD-1-Not used in the data
6/ DM 2 ARMCD Warning: Format ARMCD-2-Not used in the data
7 DM B Error: Format value 8-Not found
8 DM " Error: Format value 9-Not found
9 DM BEL COUNTRY Warning: Format COUNTRY-BEL-Not used in the data
10 DM CZE COUNTRY Warning: Format COUNTRY-CZE-Not used in the data
11 OM DEU COUNTRY Warning: Format COUNTRY-DEU-Not used in the data
12/ DM ESP COUNTRY Warning: Format COUNTRY-ESP-Not used in the data
13|DM FRA COUNTRY Warning: Format COUNTRY-FRA-Not used in the data
14 DM GBR COUNTRY Warning: Format COUNTRY-GBR-Not used in the data
15/ 0M IND COUNTRY Warning: Format COUNTRY-IND-Not used in the data
16!DM ITA COUNTRY Warning: Format COUNTRY-ITA-Not used in the data
17,0M MEX COUNTRY Warning: Format COUNTRY-MEX-Not used in the data
18 DM NLD COUNTRY Warning: Format COUNTRY-NLD-Not used in the data
19/DM PRI COUNTRY Warning: Format COUNTRY-PRI-Not used in the data
20/DM ROU COUNTRY Warning: Format COUNTRY-ROU-Not used in the data
21 DM RUS COUNTRY Warning: Format COUNTRY-RUS-Not used in the data
Warning: Format RACE_ALL-AMERICAN INDIAN OR ALASKA NATIVE-Not used in
22 DM AMERICAN INDIAN OR ALASKA NATIVE RACE_ALL the data
NATIVE HAWAIIAN OR OTHER PACIFIC Warning: Format RACE_ALL-NATIVE HAWAIIAN OR OTHER PACIFIC ISLANDER-
23 0m ISLANDER RACE _ALL Not used in the data
Warnings are issued for redundant information in the specification
file that is not used in the data
L
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DM Define terminology and Select Terminology examples

Inconsistent valugs in the submission value and

SDTM data
ASET ARABLE  |CONDIONAL_ CONDMIONAL_|CONDIIONAL VALUEL | conpmonaL_pa |conpmonaL_ {conDmonaL VALUE2 [suBmssiON_vaLUE DECODE
. T{oarasern |~ varuaier Ymsm e - v .
o ARM TRTASGN | TRTDESC EX1001_YPRIM TRTA
o ARM TRTASGN  |TRTDESC £X1001_YPRIM TRT8
fom [ARMCD TRTASGN  |TRTCD EX1001_YPRIM 1|TRTA
IDM LARMCD TRTASGN TRTCD EX1001_YPRIM 2|TRT8
These country codes need to be removed from the terminology list as they are not being used

in the study
-
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Conclusion

» The quality of the SDTM/ADaM specifications has a key role in determining the quality
of the define.xml document, which is a key part of the CRT package submitted to the
regulatory agencies for approval.

> Specification updates based on the compliance findings while creating the final CRT
package may result in post-lock updates to the SDTM/ADaM and TFLs. These Post-
lock updates can cause significant submission delays.

> VALSPEC utility is designed to alert such non-compliance aspects at an earlier stage
thereby streamlining submission process and minimizing any rework risks.

Syneos})

Health © 2021 Al rights reserved | For Syneos Health® use only. Confidential authorized use only. 1 O



Acknowledgements

Sincere thanks to Steve Benjamin, Director Statistical Programming, Biostatistics and Global

Contracts for his vision, great leadership, persistent support and encouragement in making this
presentation possible.

L
Syneos.
Health

© 2021 Al rights reserved | For Syneos Health® use only. Confidential authorized use only. 1 1



Author’s Contact Information

Your comments and questions are valued and encouraged. Contact the authors at:

Hrideep Antony

Principal Statistical Programmer, Clinical Division, Syneos Health
Phone: +1 984 459 4785

E-mail: Hrideep.Antony@syneoshealth.com

Aman Bahl

Associate Director, Statistical Programming, Clinical Division, Syneos Health
Phone: +1 905 399 6715

E-mail: Aman.Bahl@syneoshealth.com

Syneos})

Health © 2021 Al rights reserved | For Syneos Health® use only. Confidential authorized use only. 1 2


mailto:Hrideep.antony@syneoshealth.com
mailto:Aman.Bahl@syneoshealth.com

