Generating CDISC-Compliant Data from LEO CReWE for Clinical Trial Development

solwoéif

society of hematologic oncology

Michael J. Kane, Dai Chihara, Amy Ayers, and Christopher Flowers THE UNIVERSITY OF TEXAS

MD Anderson Cancer Center MD Anderson
*Corresponding author: mjkane@mdanderson.org -Gaﬂeeilcenter

Background and Introduction Methods Case Study: GemOx >= 2L DLBC!

* Regulatory agencies (FDA, EMA) require CDISC- Workflow Overview Cohort

formatted datasets for submissions. 1. Extract LEO CReWE source data (clinical, treatment, + Patients with diffuse large B-cell lymphoma (DLBC)

* SDTM organizes source data; ADaM prepares cz)u_’:_comi variables). ived SOTM | * Received R-GemOx in second-line or later settings
analysis-ready datasets with full traceability. - Iranstorm into a generalize structure using » |dentified from MD Anderson LEO CReWE data (within

* Oncology trials are complex — multiple customized OPEN-S0Urce tools. _ multi-institutional, longitudinal RWD)
3. Map protocol-specific endpoints to ADaM datasets.

endpoints, longitudinal follow-up, evolving ) , - C Workflow
therapies. 4. Validate for compliance, traceability, and reproducibility. e Extracted relevant source data.
* Academic real-world datasets (RWD) are rarely Key Features * Mapped to generalized SDTM domains
) : Ly : .  @Generated protocol-specific ADaM datasets (ADSL,
CDISC compllant, l_'m'tmg thelr. use. n:  Automated mapping templates to reduce manual coding. ADTTE) P P (
* Trial planning an(.j monltorlng * Traceability links from raw data to submission variables. N I
* Regulatory submissions * Modular design enabling reuse for multiple oncology 1.001
* LEO CReWE: Multi-institutional registry of studies. L0785
lymphoma characteristics, treatments, and » Standardization provides opportunities for federated Foso :
outcomes; has supported submissions in interaction ® 025,
relapsed/refractory DLBC and FL. | 0001
Global (Non-Study Specific) CDISC Formatted Data ] ) 0 1 2 3 4 S ; : : 3
e e Ez;s?rsiv:ti — Study-Specific Study-Specie N Time.Sli(nce R-GemOx Initiated (years) pos 5 o
ObJECtlves — - 1:;”berat;'z 19 14 10 6 ; 1 T : ; :
1. Create CDISC-Compliant Datasets comon Su oo | ——— Risk Prop: 1.00 0.18 0.10 0.07 0.05 0.03 Risk Prop: 1.00 0.17 0.10 0.07 0.03 0.03
* Generalized SDTM for DLBC and FL o | , | PFS GemOx! Entire Cohort and MDACC Cohort
cohorts. Pipeline for data delivery ] o
2. Develop Protocol-Specific ADaM BHes Conclusion and Clinical Impact
 (Case studies: R-GemOx in >2LDLBC; = et (Aoa Dt ? — ‘ e Workflow converted LEO CReWE data into CDISC-
mosunetuzumab in R/R FL. ( LEOSDTMRepository) ) T v - ] ?SL E ) - compliant SDTM and ADaM'
3. Ensure Traceability & Validation & s o {0 Scalable for multiple oncology protocols.
* Clear .mz.appmg from source data to & Impact
Sme'fs.'On datasets. T e Faster trial planning and analyses.
4. Enable Scalability r.1 r" * Bridges academic RWD with regulatory needs.
* Workflow adaptable to multiple oncology > * Enables broader use of real-world evidence in oncology
protocols. ' Pipeline for federated interaction development.
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