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THE CHALLENGE

A medical device sponsor partnered with a clinical site that had built a proprietary lab
and medication system, fully integrated with a global EMR platform. The sponsor’s goal
was to streamline and automate the transfer of structured EMR data into Zelta EDC by
Merative, reducing manual effort and improving data quality at scale.

The objectives included:

@ Extracting 30+ medication and lab data fields from the site’s EMR[MLI]

® Eliminating manual EDC entry to reduce site burden

® Enhancing data accuracy and speed of capture

® Automating documentation for validation and compliance- Significantly reducing

the effort required to prepare validation and compliance documentation— cutting

workload up to 90% \
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ADAPTIVE CLINICAL'S APPROACH

Adaptive Clinical Systems deployed its validated integration platform, the Adaptive
eClinical Bus®, to automate and harmonize data flows between the EMR and Zelta
EDC. The solution was implemented in two phases: an initial small-batch transfer
followed by a full-scale data upload and validation.

Key solution components included:

@ Configuration of the Adaptive eClinical Bus® to connect EMR to Zelta EDC via API[ML2]
® Use of the Smart Mapping Wizard to automate field-level data transformations

® Real-time data ingestion, duplicate detection, and medication name harmonization
® Automated generation of validation documentation (FRS, IQ, OQ)

@® Quality control via confidence scoring and human-in-the-loop (HITL) review

® Ongoing monitoring and adjustment using Adaptive’s integrated Rules Engine

KEY OUTCOMES

@ Site burden eliminated by removing all EDC data entry and system training

® Data managers executed mapping directly—no IT or developer support needed
@ Validation documentation generation reduced preparation time by up to 80%
@ Real-time data delivery achieved with minimal delay from EMR to Zelta

® Full compliance with FDA CFR 21 Part 11, HHS 45 CFR Part 164 (HIPAA), and GxP
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LESSONS LEARNED

@ Data inconsistencies in EMR required iterative configuration using the Smart Mapping Wizard
@ De-duplication was complex and best addressed with a HITL quality control step

@ Real-time cadence was achievable, though a twice-daily sync proved more practical for
data management workflows

@ site-specific EMR access protocols required flexible architecture—Adaptive’s connector
model resolved this

® Automating validation documentation is essential for scalable site rollouts

® Change management, while out of scope, remains critical for operational adoption

CONCLUSION

The proof of concept delivered a fully automated, scalable, and compliant data
integration between EMR and EDC. The sponsor accelerated timelines, reduced
operational burden, and significantly improved data quality—all while maximizing their
investment in Zelta EDC.

Adaptive Clinical Systems provided the tools and expertise to turn siloed, unstructured
data into a compliant, harmonized asset—without additional IT lift.

To learn more or request a live walkthrough, visit adaptive-clinical.com.

* About Merative Zelta™ EDC

Zelta by Merative is a clinical trials solution business that includes both a clinical data
management and acquisition platform and consulting, enablement, and extension
services. Zelta’s unified cloud-hosted platform has supported over 4,400 trials to date
across all phases and complexities of research, including more than 500 phase I trials.
Learn more at www.merative.com.
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Contact us today.to discuss how.we can help you
improve the interoperability of-your clinical trials.
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