Trimanos™

Trimanos™ Trial Management System

“Easy to access via the web, easy to use”. “Comprehensive,
adaptable and authoritative”. “Helped us get started fast”.

Standard Features

Web-based System Using asp.net and SQL Server
Technologies and Oracle on request.
Secure, Dedicated Log-in, Customized to Your
Site or Your Trial, 21 CFR Part 11 Compliant.
Hosting Included in the Annual Subscription
Fully Scalable — For a Single Site or a Whole Trial
10 Content Modules, Arranged in Sequence:
Introduction
The Clinical Research Cycle
The Clinical Research Site as a Business
Project Management
Ethics and Choices
Site Management
Trial Conduct
Good Clinical Practice (GCP) in Operation
Finance and Administration
Data Management
On-Line Resources
o In-depth Analysis and Checklist of
Stakeholder Requirements
o Library of Documentation
o Complete ICH, European and FDA
Regulations, and Guidance Documents
o Comprehensive Suite of Customizable
Standard Operating Procedures
o Wide Range of Management Resources

° Patient Recruitment

° Informed Consent Procedures
. Best Practices

. GCP Compliance

o Job descriptions for Key Personnel

o Virtual Clinic for Site Validation
Work Flow / Process Tracking Tools
Search Engine with Highlighted Results

For Annual Subscribers, at No Additional Charge

Continuous System Upgrades and Enhancements
Ongoing Peer Review and Revision of Content

Optional Modules

- Trial Management

Patient Recruitment and Tracking System (PAREC)

- Training

GCP Training

Trimanos™ - Trial Manager
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Getting Your Site Ready

Winning Trials

Understanding Protocols

The IRB

Recruiting and Retaining Subjects

Informed Consent

Quality Data

SOPs and Work Flow Aides

Managing the Finances

Audits and Inspections

Trimanos’

trimanos.com

Connecting Sites « Subjects « Sponsors
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Trimanos™

“A comprehensive, affordable clinical trial
management resource, available anywhere”

Safe, Efficient Clinical Trials

The primary obligation of everyone involved in clinical
research is the safety and welfare of participants —
whether healthy volunteers or patients. This has not
changed. But almost every facet of how to make
good on this obligation is changing, sometimes
profoundly. Trimanos™ can help you keep up to date
with these changes while maintaining business
efficiency and the successful conduct of your trial
or your site.

How Trimanos™ Can Work for You

Trimanos™ can help both sites and sponsors with
“end to end” support for the complete trial
management and execution process. From site
recruitment and suitability determination, through
protocol review, to patient screening, enrolment and
tracking, Trimanos™ is with you, keeping your trial
on track, and 21 CFR Part 11 compliant.

1. Trimanos™ Trial Management Systems Provide
° SOPs — Customized by Site
Trial Documentation — on Demand
Work Flow Tools
Protocol Eligibility and Suitability Review
IRB Relations and Approvals
Conflict of Interest Determinations

Patient Recruitment and Tracking (PAREC)

2. Professional Services

We strongly recommend that current and prospective
Trimanos™ clients work with our team of professionals and
strategic alliance partners, especially in the first stages of
implementing Trimanos™.

The Trimanos™ Team

The Clinical Research
Site as Business .

Project Management .

Ethics & Choices Z_)

Data Management

Finance & Administration

GCP in Practice

Site Management

Resources and
-~ Documentation

on site « on line « on the phone

Storage and Administration of Trial Articles (Drugs and Devices)
GCP Compliance, Laws and Federal Regulations (ICH and FDA)
Training — Both On-line and as a Support Resource for On-site Activity

Try selected modules of Trimanos™
on-line for seven days at no charge.
Apply for details.

3. Brokerage

Making the right connection between sponsors and sites, and
choosing the right trial on which to work together is one of
the keys to success, both short- and longer-term. Trimanos™
and our strategic partners can help both sponsors and sites
through our brokerage and facilitation service.

The Trimanos™ Team has been in place since the early 1990s and has a wealth of management experience in clinical trials in both
the US and Europe, at site and sponsor level. It has always specialized in bringing the benefits of contemporary information and
communications technologies (ICT) to the heart of the clinical trial process.

Subscribe Annually to Trimanos™ - No Additional Charge for Updates
A convenient way to use Trimanos™ is by annual subscription. No additional charge is made during the year for all upgrades and

enhancements to the modules you have chosen.

Sponsors: Use Trimanos™ for Your Trial

Sponsors can readily customize Trimanos™ to their internal operating procedures and the specific trial protocol.

Languages

Trimanos™ is available in English and is currently being developed in Spanish. We support Arabic, French and German.

Trimanos™ Packages: Subscription, Services and Training

There are attractive packages available to sites, combining all Trimanos on-line modules with tailored professional services.

UK
+44 20 7515 9009 (Head Office, London)
+44 195 388 9005 Eileen Moynihan

us
+1 850 701 2841 Woody Price

Eileen Moynihan emoynihan@trimanos.com

Strategic and Alliance Partners
Linda D. Burton, RN, CCRC.
LBurton & Associates, Inc.

+1 904 339 3391 cell
+1 352 481 2192 fax
Iburtonassociates@hughes.net



