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Meet the Speaker

Daniel Rolo

Title: Director, Statistical Programming

Organization: Bioforum

Daniel is a Director of Statistical Programming at Bioforum The Data
Masters and has over 10 years’ experience in the Biometrics space within
the clinical trials industry. Daniel holds a B.Sc. degree in Computer
Science and Geographic Information Systems from the University of the
Free State in South Africa. Daniel is passionate about process
optimization and harnessing the potential in individuals through structured
development and innovative approaches to daily tasks.



Disclaimer and Disclosures

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

1. Introduction & Current Validation Practices

2. The 3 Key SDTM Quality Components & Real-Time SDTM
Validation Solutions

3. Impact of Real-Time SDTM Validation Solutions & Future
Considerations




Introduction & Current Validation Practices

Setting the scene for our journey...
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Program - Program
Validation Issues Validation Issues

Production QC

Compare
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Why Is there missing
source data?
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;:;;;f:'if Issues can arise from all manners of sources...

Protocol amendment

 Lab test added

«  Specification not updated

» Issues/anomalies only identified late in the process
 Miscommunication on data transfers

Specification
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Setter?
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The 3 Key SDTM Quality Components & Real-
Time SDTM Validation Solutions




‘ Mapping Logic Correctness

‘ SDTM Compliance

SDTM Completeness
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Mapping ©
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- Mapping GUI Review Tool
T + ML recommendations
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Data Completeness Tracking

1 coval value: ("BGL conducted on 02Apr2022 does not have a Safety lab
report as conducted by a hand monitor,;RP request”) Sources:

R. ata aw D ata Colum R MNur I3 dam

UNS UNSREAS 3z Comment_Unscheduled

co COVAL 27 Comments_General
Close

Tagging: Datapoint traceability

cdisc

Ensure Data
Completeness

@ Study Info

)

% Raw Data £ Completeness

i= SDTM Mappings

Mapping Completeness Review wr« usppes
FOrms #CRF Pages Net Mapped 4

Raw Data values Mapped 87%

Variables Breakdown 376 Variables Mol Mapped 15%

QO =

Demog | Values Mapped 100%

Variables Fully Mapped wox  Variables Partially Mappedox  Variables Not Mapped 0%

AdverseE | Valies Mapped &7%

Variables Fully Mapped 47% Variables Partially Mapped 32%  Variables Not Mapped 21%

Built-in Data Accountability Tracking
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Data Completeness: SAS-based tagging approach
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Impact of Real-Time SDTM Validation
Solutions & Future Considerations




P Empower Reduce
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Reduce # of
programming
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Future Implementations & Benefits

Provision of validated, real-time SDTM data

"""" Redefine the role and required skillset of an SDTM developer

Real-time validation of ADaM datasets

Integrated validation of submission material (e.g., Define-XML &
Reviewer’s Guides)
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Thank You!

Feel free to contact the author for any further information on the content presented:

Name: Daniel Rolo

.. Affiliation: Bioforum
.. Email: daniel.rolo@bioforumgroup.com
°-- = . Website: www.bioforumgroup.com
. . e LinkedIn: https://www.linkedin.com/in/daniel-rolo-a4266778
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