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Disclaimer and Disclosures

The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.
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DATA QUALITY
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Conformance

Completeness Correctness



RAFFLE
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Answer the following 

two questions…

Get into the raffle!

Microsoft Surface Pro 9



QUESTION 1
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How can I know for sure that all 

my clinical data end up in SDTM?



Double Programming?
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Double programming is not the answer…

➢ Changing data (re-runs)…

• If changes in data values, variables, etc. are not updated in both 

programs – results will be the same, leaving out the data changes

➢ Same specs – same errors 

➢ Two programmers working in the same organization are never really 

independent

• Same SOPs

• Same programing practices

• Same macros/snippets 



QUESTION 2
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How can you show an audit trail of 

your SDTM data transformations?

Code of Federal Regulations (CFR) Title 21

Part 11 - ELECTRONIC RECORDS; ELECTRONIC SIGNATURES

(e) Use of secure, computer-generated, time-stamped audit trails to independently record the date and time of 

operator entries and actions that create, modify, or delete electronic records. Record changes shall not 

obscure previously recorded information. Such audit trail documentation shall be retained for a period at least 

as long as that required for the subject electronic records and shall be available for agency review and copying.
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If you have answers or want to 

hear ours and see how CDISC

can helps drive this forward…



CDISC CORE and real-time validation
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in 3 weeks with superior quality 
and at least 25% less cost 
compared to the industry average

No SAS & no 

programming

ML-guided 

mapping 
recommendations

Real-time 

validation

Automatic aCRF 

& Define.xml 
generation



JetConvert
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Consolidated user interface 
linking all artefacts

Raw data

SDTM data

CRF Mapping Rules



JetConvert
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Real-time SDTM
% Completeness



JetConvert
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Simple Mapping



JetConvert
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JetConvert
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Real-time validation in JetConvert
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Map

Validate

Study Package 

(Data, CRFs…)

Submission Package 

(SDTM, aCRF, 

Define.xml, SDRG)

FDA-converted

SDTM CORE Rules 

(510)

User-defined CORE 

rules

Validation Report
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Taking the next natural step…
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Validation 
Report

Define.xml

SDTM
ADaM

SEND, Define

FDA/PMDA/
NMPA converted 
CORE Rules
(7K+)

User-defined 
rules

Downloadable  
Desktop Application

Cost
free

SAS/R Code 
integration

Show errors 
on data
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When?

Q1 2024

Pending FDA-CDISC agreement on a 
‘Single Source of Truth’
 



Thank You!
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