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Executive summary

As the digital infrastructure of clinical trials evolves, the convergence of electronic Clinical
Outcome Assessment (eCOA) and Interactive Response Technology (IRT) systems represents
a strategic opportunity—not merely a technological convenience. This white paper examines
the integration of eCOA and IRT through the lens of regulatory expectations, academic
literature, and operational best practices. Designed for clinical operations and data
executives, it offers a high-level, evidence-based perspective on how to extract value from
integration across domains of efficiency, compliance, and user experience.

@ Introduction

Clinical trials increasingly depend on interconnected digital ecosystems. While eCOA
and IRT systems have long delivered discrete benefits, siloed deployments create
redundant workflows, increase oversight complexity, and compromise data
traceability. Integrated delivery, aligned with EMA and ICH standards for digital
systems, empowers sponsors to design smarter protocols, manage risks proactively,
and execute with agility.

@ Operational efficiency and study agility

Harmonised system design

An integrated IRT and eCOA architecture enables harmonised visit schedules, patient
identifiers, and protocol rules across platforms. This facilitates faster study builds and
streamlines protocol amendments. According to guidance published in the Journal
of the Society for Clinical Data Management [1], such alignment reduces rework and
improves coordination across functions.

According to DiMasi et al. (2023), deployment of decentralized clinical trial meth-
ods—including integrated systems such as eCOA and IRT—can increase expected net
present value (eNPV) by approximately $20 million per investigational drug entering
Phase Il, representing a seven fold return on investment compared to traditional
trial models [6]."

Integration touchpoints
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Figure 1: Integration touchpoints
between core clinical systems support
synchronisation and real-time data
sharing.



Mid-study change management

When mid-study amendments are required, an integrated system can deploy
updates with less disruption and validation overhead. Both the EMA and ePRO
Consortium highlight change traceability and version control as critical elements of
compliant trial execution [2][3]. Quantitative guidance from J-SCDM supports this,
suggesting that integrated builds can reduce the number of UAT iterations by
30-40% [1].

Centralised oversight

Minimising the number of standalone systems reduces the operational burden
associated with vendor oversight and data reconciliation. The EMA guideline
explicitly supports reduced system complexity as a mechanism to improve oversight
and inspection readiness [2].

Data integrity and real-time access

Source-linked, audit-ready data

IRT often captures foundational trial data - such as randomisation and eligibility
status - that directly influences assessment delivery. When integrated with eCOA,
these data transitions can be automated, timestamped, and audit-trailed, improving
confidence in source integrity [3].

Audit trail & data lifecycle
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Figure 2: Full data lifecycle in an integrated eCOA -IRT environment
ensures traceability from patient screening to database lock.

Triggered assessments and risk
mitigation IRT
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Figure 3: Data interoperability across integrated IRT,




Enhancing Site and Participant Experience
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Site teams often juggle multiple systems.
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sign-on, unified task management, and Integrated cost
fewer training modules - factors linked to eCOA-IRT

improved protocol adherence and
reduced staff turnover [1].
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IRT platforms manage drug supply and
device prOVI§IOﬂ ng. Al '9 n Ing these Figure 4: Integrated platforms reduce operational
schedules with eCOA dellvery ensures burden and improve outcomes across all major
participants receive everything they need stakeholder groups.

on time. The BMC Medical Research

Methodology article on forced randomisation further validates that integration
enhances logistical feasibility and patient retention [4].

Strategic Benefits for Sponsors
Supply Chain Optimisation

Integrated IRT systems support dynamic forecasting and traceability, particularly in
blinded studies. ResearchGate's 2017 study on IVRS/IRT supply chain management
offers concrete methodologies for minimising risk of unblinding and improving
accountability [5].

Cost and Resource Efficiency

Sponsors can reduce duplicative builds, lower testing costs, and streamline
regulatory submissions through integration. EMA guidance encourages holistic
digital oversight, recognising that

integrated systems reduce audit
Complexity and accelerate Study Without integration With integration

close-out [2].
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Future-Proofing Trial Infrastructure

With decentralised trial models, Al-assisted monitoring, and wearable tech on the
rise, integration is essential. A modular eCOA and IRT foundation allows for future
compatibility while supporting real-time decision-making across clinical, data, and
supply teams. This positions sponsors to scale faster, adapt sooner, and achieve
greater value per protocol.
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