Agatha Remote Monitoring
Remote Monitoring and Quality Management
for Clinical Trial Sites
Sponsors and CROs are required to conduct regular reviews of clinical sites to monitor the
execution of a trial and the integrity of the trial data. The traditional approach to monitoring and
quality management of sites has been to send a Clinical Research Associate (CRA) to visit the
physical office of each site. The travel required is expensive, time-consuming, and sometimes
impossible.
Agatha provides a remote monitoring application that eliminates the need to conduct on-site
monitoring visits. It ensures monitoring activities can continue even when travel is impossible,
such as during the COVID-19 emergency, and can eliminate travel costs completely.
Agatha Remote Monitoring is a complete, ready-to-use, pre-validated cloud-based application
that allows clinical sites to securely upload source files to a 21 CFR Part 11 and HIPAA compliant
application. It enables monitors and inspectors to review the source files, make notes, and
complete their monitoring tasks. The application also allows for the creation and assignment of
tasks for site administrators, including notifications and tracking.

Key Capabilities
•

Create separate, secure areas for each
Site to manage their documentation

•

Use forms to share monitor notes and to
assign tasks to site personnel

•

Set up each new site and study with a
complete set of placeholders for expected
documents

•

Leverage workflows with electronic
signatures to meet all compliance
requirements

•

Configurable auto naming allows naming
conventions aligned to study standards

•

Create and assign tasks for site
administrators, including notifications and
tracking

•

Share binder (investigator site files, or ISF)
contents between monitors, sites, and
sponsors to enable remote document
review and quality check

•

Automatically move final documents to
the Master TMF using automated
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Remote Monitoring Benefits
•

•

•

Multi-Site Support: Every site has its
own secure space; Monitors can access
multiple sites through a consistent
interface.
Ready-to-Use. A complete, pre-validated
system in the cloud, ready for you to start
using within days.
Follows Best Practices: Leverages the
TMF Foundations Model to embed best
practices
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•

•

•

Consistent. Enforces and documents
work processes with review and approval
steps with complete, configurable
workflows.
Compliant: Full compliance with
regulatory requirements including HIPAA
and 21 CFR Part 11.
Secure: Agatha ISF is hosted in a highly
secure, compliant cloud service.
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