FACT SHEET iE TRIAL

CTMS

Best-in-Class Clinical Trial Management

Our CTMS empowers every stakeholder—from CRAs and study managers, to IT teams and business
leadership—to be more efficient. By simplifying study planning and oversight, TI CTMS removes the
friction from day-to-day clinical operations. Learn how you can unlock real-time insights, mitigate

global regulatory compliance risks, and accelerate therapeutic breakthroughs with a modern CTMS.

DESIGNED WORLD FLEXIBLE AND BUILT IN eTMF
FOR CLINICAL CLASS EASY TO AND SITE
TEAMS USABILITY CONFIGURE PORTAL

Features Overview

Mobile App for Site Management and Configurable Reports with Custom Fields
Monitoring Activities
Flexible Support for Many Trial Designs

Visual Reporting through Dashboards
Built-in, Best-in-class Content Management

Clinical Portfolio, Program, and Product Management and eTMF

Sponsor, Site, Vendor, and Lab Management Site Activation and Study Start-Up

Country and Region Management Document Workflows with eSignature Approvals
Better Process Adherence through Templates Powerful Web Services and Digital Interoperability
Activity Plans with Milestones EDC, IXRS, and Payment Integrations

Subject and Subject Visit Management 21 CFR Part 11 and EU Annex 11 Compliant

Site Visit Related Letters and Report Authoring User Defined Experience

Protocol Deviation and Issue Tracking Site Visit Calendar View

Clinical Trial Performmance and Reporting
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Study View

Study View provides a clear layout of countries, sites,
organizations, contacts, activities, milestones, documents,
and much more.

Study Management

Manage the study within the TI CTMS, with simplified access
rights. A comprehensive set of metadata may be defined in
the study for a single source of truth.

Milestones

Milestones for a simple view of the overall study progress,
showing both planned and actual milestones by date,

priority, and risk.

Activity Plans

Publish and apply plan templates across multiple countries,
sites and studies.

Virtual Dashboards

Dashboards with visual insights on subjects, enroliment,
milestones, activities, documents, and plans. The study
manager can assess deviation or safety trends, visit report

cycle times, and other key performance indicators. (KPIs)

e€TMF / Essential Document Tracking

Track site documents, upload and reference critical

documents, and seamlessly publish to the Tl eTMF.
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Site View

Offers a comprehensive overview of all the clinical trial sites
by region. Provides a centralized location for managing site-
specific data and site users. Includes organizations, contacts,
activities, milestones, plans, documents, communications,
tasks, deviations, issues, and much more with the site view.

Site Selection

Site Selection to read the following: Provides increased
oversight of the site selection process and start-up status.
Allows for idenficiation, evaluation, and selection of potential
clinical trial sites. TI CTMS Inter-operabililty with TI SSU
module helps user expedite site timelines.

Site Management

TI CTMS provides the ability to monitor sites anytime,
anywhere, making it easier for CRAs and Study Managers
to monitor clinical trial sites through the use of visual
dashboards and site views.

Site Visit Reports

Review individual sites progress with scheduled visits. Review
planned and completed activities, protocol information, ICF
tracking, deviations, and safety reports. Review screen failure

rates, protocol visit windows, and required activities.
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Trial Interactive is a suite of integrated products that help study teams work

efficiently and reduce risk across the clinical trial lifecycle, including:

©

Flexible and
Configurable to
Requirements

[ )

Expedites Site Activation
and Document Work
Streams

eTMF

A practical, secure, compliant, single access
point for TMF documentation, supporting all
essential document processes and reducing
time, costs, and risks of TMF management.

Collaborate

i

Collaborate on clinical and R&D documentation
with shared workspaces for sponsors, CROs,
and sites. Enforce project workflows to build
and finalize study documentation such as TMF
and elSF with remote monitoring and mobile
document processes.

CTMS

CTMS provides mobile-first trial management
for planning and tracking, with specific

attention to monitoring requirements.

Study Start-Up

Accelerate site activation by simplifying the
collection, completion, and finalization of
critical regulatory documentation necessary for
approval to bring a site online.

GlobalLearn

Train site personnel and study teams,
orchestrate virtual investigator meetings and
ensure SOP compliance to reduce risks and
increase team efficiency with a compliance-
focused learning management system.

O

Comprehensive,
Easy-to-Use Workflows,
Mobile eTMF

. -
m
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21 CFR Part i,

Annex 11, ERES, GxP,
and GDPR Compliant

Fast Implementation
and User Onboarding /
Adoption

eFeasibility

Speed site selection with a configurable survey
module to contact, assess, and prequalify sites.
Screen sites for inclusion and save surveys and

collected data for future use.

Site Portal & elSF

Reduce administration and improve speed and
compliance for site personnel and study teams
with an investigator site solution that facilitates
digital investigative site binder processes.

myTI

The mobile Tl eTMF experience enables
site document capture and key e-clinical
workstreams anytime, anywhere.

Quality Management

Handle your SOPs, CAPAs, and deviations, as
well as clinical trial and R&D documentation,
with an EDMS focused on quality and R&D
document workflows.

Safety

Simplify safety letter commmunication between
sponsor, CRO, countries, and sites with a shared
investigator site and safety team solution.
Enforce safety reporting deadlines with a

database of regulatory requirements.
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CTMS | eTMF | Site Solutions | LMS  '""evaten

for Sponsors

TransPerfect’s Trial Interactive solution provides a collaborative, web-based platform for study start-up
and eTMF that enables sponsors, CROs, IRBs, central laboratories, and other vendors to maintain and
update clinical trial documentation in a secure online environment. Trial Interactive streamlines study
timelines and reduces the administrative burdens of global clinical trials.

As part of TransPerfect'’s Life Sciences division, Trial Interactive is dedicated to working collaboratively
with clients on a global scale, supporting the clinical trial life cycle with platform offerings including
investigator database, e-feasibility, study start-up, eTMF and TMF management services, mobile eTMF,
clinical document management and collaboration, compliance-focused learning management,

pharmacovigilance and safety management, endpoint adjudication, and product licensing and
alliance management.

For more information, please contact:
info@trialinteractive.com or +1 212.400.8848, or visit www.trialinteractive.com.




