
IMPLEMENTATION OF AN IN-
HOUSE DEVELOPED DATAHOUSE DEVELOPED DATA 

QUALITY CONTROL (QC) TOOL TO 
STREAMLINE SDTM PRODUCTIONSTREAMLINE SDTM PRODUCTION 

RELEASE



OUTLINEOUTLINE

 Setting the Scene

 In the old days

 Consequences

 Why not develop a Tool?

 QC Tool idea

 How was this accomplished?p

 Result
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SETTING THE SCENE: 
DATA SOURCESDATA SOURCES

Site specific
systems

eCRF Paper CRF eSource ePRO Lab, 
imaging, etc.

REQUEST
DOWN
LOAD

INSTALL CONVERT
META
DATA

QC-TOOL REPORTS A2O SAS
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http://www.phusewiki.org/docs/Conference%202014%20SD%20Presentations/SD02%20%20.pdf



IN THE OLD DAYSIN THE OLD DAYS

Consequently following steps were performed:

 Programmer set up the conversion of source data towards 
SDTM d tSDTM data

 Data Reviewer reviews every field of every dataset

 Programmer performs requested updates

 Obliged to work in full cycles until consensus

 Complete paper driven QC process

4



CONSEQUENCESCONSEQUENCES

 Both programmer and data reviewer were always waiting 
for each other 

 Long process of checkmarks for all reviewed items
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CONSEQUENCESCONSEQUENCES

 Manual process prone to human error

 In a new round, always check together with previous round y g p
what exactly was changed

 Extensive process to get supplemental qualifiers (SUPPxx) 
d CO d t t h k dand CO datasets checked

 Heavy documentation and filing

 Not a cost efficient approach
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WHY NOT DEVELOP A TOOL?WHY NOT DEVELOP A TOOL?

 Goals of implementing this new tool
 Decrease waiting time
 Eliminate rework Eliminate rework
 Shorten timelines
 Lower cost

7



QC TOOL IDEAQC TOOL IDEA

 Data reviewer and programmer should be able to work 
simultaneously

 Ch k thi Check everything once

 Automatic indication of what has changed between review 
roundsrounds

 Extensive Audit Trail

 Clear overview of all identified and solved issues Clear overview of all identified and solved issues
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HOW WAS THIS ACCOMPLISHEDHOW WAS THIS ACCOMPLISHED

 Data Reviewer and programmer should be able to work 
simultaneously:
 QC Tool works with a snapshot of the data, taken by the dataQC Tool works with a snapshot of the data, taken by the data 

reviewer
 While the programmer is performing updates on the actual 

databasedatabase
 Check gadget or tool to see if they should take action

9



HOW WAS THIS ACCOMPLISHEDHOW WAS THIS ACCOMPLISHED

 Check everything only once:

 Wizard driven system
A i f t d i th i A serie of steps are used in the review process:

• PARAMS: trial parameters
• STUDYID: check if the value is correct
• DOMAIN: domain values
• VISITMAP: visit/visitnum combination
• TIMEPOINT: distinct list of timepoints per panel
• USUBJID: check format of USUBJID
• DICTION: check the version of dictionaries used
• VALUES: values used, not available in codelist
• FINDINGS: --TESTCD/TEST values
• SDTM: check  detailed SDTM values
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HOW WAS THIS ACCOMPLISHEDHOW WAS THIS ACCOMPLISHED
Example: Wizard driven system in steps
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HOW WAS THIS ACCOMPLISHEDHOW WAS THIS ACCOMPLISHED

 Automatic indication of what has changed between review 
rounds:
 After a new snapshot, the tool automatically indicates whichAfter a new snapshot, the tool automatically indicates which 

changes are made to the data that is already validated, 
compared to the previous snapshot.

 Only updates should be checked in a new roundOnly updates should be checked in a new round.
 Easy to indicate when a value is not correct
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HOW WAS THIS ACCOMPLISHEDHOW WAS THIS ACCOMPLISHED
Example: Approval and Indication of an error
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HOW WAS THIS ACCOMPLISHEDHOW WAS THIS ACCOMPLISHED
Example: Programmer gets indication action should 

be takenbe taken
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HOW WAS THIS ACCOMPLISHEDHOW WAS THIS ACCOMPLISHED
Example: Programmer indicates change is made
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HOW WAS THIS ACCOMPLISHEDHOW WAS THIS ACCOMPLISHED
Example: Update of a record
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HOW WAS THIS ACCOMPLISHEDHOW WAS THIS ACCOMPLISHED
Example: Unexpected update of a record
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HOW WAS THIS ACCOMPLISHEDHOW WAS THIS ACCOMPLISHED

 Extensive audit trail
 All changes and updates ever made to data are logged in 

audit trial.audit trial.

 Clear overview of all detected and solved issues
 Possibility to extract a report for filing purposePossibility to extract a report for filing purpose
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RESULTRESULT

 A tool developed specifically to our needs

 High data quality

 A fully QC’d database before production release

 Less paper = happy trees
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THANK YOU FOR YOUR ATTENTIONTHANK YOU FOR YOUR ATTENTION

Karlien Knevels
Life Science Services
Senior Clinical Data Programmer CoordinatorWHERE EXPERIENCE SGS Belgium NV
Generaal De Wittelaan 19A b5
2800 Mechelen – Belgium
Phone: +32 (0)15 44 01 21
Fax: +32 (0)15 27 32 50
E-mail : karlien.knevels@sgs.com

/CRO

WHERE EXPERIENCE
MEETS  SPEED
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www.sgs.com/CRO


