Empower Your Clinical Trials with
CONFORM™ eDiary/ePRO/eCOA

About CONFORM™ eDiary/ePRO/eCOA

The CONFORM™ eDiary/ePRO/eCOA Component is a comprehensive tool for managing patient-reported outcomes and
other clinical assessments electronically. This module is an essential part of the CONFORM™ eClinical Platform, providing a
seamless experience for both patients and clinical staff, ensuring high-quality data capture, and enhancing patient

engagement.

Designed to streamline clinical trials, CONFORM™ eDiary/ePRO/eCOA enables the capture of patient-reported data and
clinician assessments in real-time, offering a fully integrated, end-to-end solution that is interoperable with other CONFORM™

modules.

Why Choose CONFORM™ eDiary/ePRO/eCOA?

-® Fully Integrated, End-to-End Platform

e The CONFORM™ eDiary/ePRO/eCOA Component is part of a
comprehensive eClinical platform that integrates seamlessly

with other components like EDC, IWRS, CTMS, Safety, and
eTMF. This full integration eliminates redundant data entry
and ensures real-time synchronization across all study
systems, which boosts efficiency and data quality.

e Collect and review patient-reported data in tandem with
clinical data, enabling a holistic view of study progress in a
single integrated platform.

'..' Real-Time Data Ingestion and
==X Synchronization

Real-time data ingestion from patients’ devices means faster
access to critical patient data, allowing for more timely
decision-making and interventions. The integrated platform
ensures that ePRO data is synchronized instantly with the EDC
and other components, maintaining data accuracy across the
trial.

High Performance and Intuitive Interface
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o User-Friendly Interface:

Designed with both patients and healthcare providers in
mind, our intuitive interface makes participation in the study
easy and effective. Patients can effortlessly use mobile
devices to complete diaries or questionnaires.

e High Performance:
The platform is optimized for speed and efficiency, allowing
for quick data entry, seamless navigation, and fast system
responsiveness.

Robust eCOA Capabilities

e Support for a wide range of Clinical Outcome Assessments

(COA), including Patient-Reported Outcomes (ePRO),
Clinician-Reported Outcomes (ClinR0O), and Observer-
Reported Outcomes (ObsRO), all within one unified platform.

Adaptive Questionnaires: Capture dynamic assessments with
questionnaires that adapt to patient responses in real time,
providing a tailored experience that can yield higher quality
data.

@" Open Architecture for Easy Integration

e The CONFORM™ eDiary/ePRO/eCOA component benefits

from open architecture and APIs for easy integration with
third-party systems and wearables. This ensures maximum
flexibility for sponsors using existing systems or
incorporating new data sources into the trial.

Integration with external data sources (such as wearables
and health apps) allows you to capture rich, real-world data
seamlessly into your clinical database.

Enhanced Patient Engagement

e eDiary and ePRO modules enable patients to provide

feedback on their health status, treatment progress, and
quality of life through user-friendly mobile or web interfaces.

Automated Reminders and Notifications: Enhance
compliance with automated reminders for diary entries, visits,
and assessments. Patients and clinical staff stay informed,
reducing missed entries and improving data completeness.
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Comprehensive Reporting and Analytics
o //\\°

Built-In Metrics and Real-Time Reports:

Access a wide range of pre-built reports to track patient
compliance, ePRO data entry status, and overall study
progress. Analytics are available to detect trends and inform
decision-making.

Customizable Dashboards:

Dashboards provide a centralized view of study and patient
status, allowing stakeholders to make informed decisions
with a click.

Global Support and Remote Monitoring

\International Language Support:

Conduct global trials effortlessly with multi-language support
that allows patients from different regions to engage in their
preferred language.

Remote Monitoring:

Integrate with remote monitoring tools to ensure data
integrity while reducing the need for on-site monitoring.
Clinical staff can verify patient-reported outcomes remotely
and in real time.

Integration with CONFORM™ Modules
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Tested and Proven

Validated in Over 700 Studies:

The CONFORM™ eDiary/ePRO/eCOA Component has been
successfully tested in over 700 clinical trials, including large,
late-stage Phase 3 pivotal studies, offering a proven, trusted
solution for high-quality data capture and patient engagement.
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Faster Study Start-Up and Full Lifecycle
Support

Accelerate Study Start-Up:

Rapidly deploy the eDiary and ePRO system with a quick
study start-up process and configurable settings to suit your
protocol needs.

Complete Lifecycle Management:

From development to production, our full lifecycle support
with version control and automated validation ensures that
your studies are always compliant and easy to manage.

The CONFORM™ eDiary/ePR0O/eCOA Component integrates seamlessly with other components to deliver a complete eClinical

experience:
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Sync patient-reported outcomes with Manage patient enrollment, Automatically track patient-reported
clinical data for seamless data review. randomization, and treatment adverse events and align them with
assignment while directly capturing regulatory requirements.
patient-reported data.
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CTMS

Use patient-reported data to drive site
performance and identify potential
issues.
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eTMF

Store essential documents and ensure
all patient-related documents are filed
and audit-ready.
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Partner with EDETEK for Patient-Centric Trial Excellence

CONFORM™ eDiary/ePRO/eCOA is the comprehensive solution you need to enhance patient engagement, streamline data
collection, and improve data quality across your clinical trials. Our integrated and open architecture ensures that every
aspect of your trial works together seamlessly, giving you unmatched efficiency, quality, and insight.
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