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Representation of Platform Trial in the database

> Abstract
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Platform trials have emerged as a transformative
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approach in oncology research, facilitating the
investigation of multiple targeted therapies across ta.xpt te.xpt adsl.xpt
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Fig.1: Platform Trial with Re-enroliment. This figure
shows a platform trial with subjects assigned to treatments
(A, B, C) based on their biomarker colors (blue, yellow, red).
Treatment C is discontinued, and a new treatment arm (D) is
added for subjects with a red-green biomarker combination.
Subjects with both red and green biomarkers are re-enrolled
in Treatment D. The final analysis includes Treatments A, B,

Fig. 5: DM (Demographics) has only one record per USUBJID. The last participating
SUBJID is used as a record to be represented in DM for re-enrollers.

Data to Ml (Microsco

gic Findings) Domain

Data Collection, SDTM mapping of Biomarker

for platform trials.
** The DM domain captures one record per USUBJID,
while the DC (Demographics as Collected) domain
captures one record per enrolilment (SUBJID).
*» Biomarker data entry and mapping processes are
crucial components of platform trials.
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Fig.6: Annotated CRF and SDTM compliant MI datasets, facilitating the capture of lab data for each
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detectable levels of both biomarkers C and D.

In conclusion, this presentation provides valuable
Insights into the practical aspects of data entry and data
mappings to SDTM and ADaM standards, with a focus
on addressing the challenges posed by re-enrollers In
platform trials. The examples presented offer guidance
for designing effective data entry and standardization
systems to accommodate the complexities of clinical
trials involving subjects participating in multiple cohorts.
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