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The company of specialists.

Rescue Studies

Let our specialized expertise put your clinical trial

back on track

With reductions in R&D productivity, increased pricing
pressures, and regulations that are growing more stringent
and complex, the product development lifecycle can be
fraught with hurdles and setbacks.

When studies don’t proceed as planned, whatever the
reasons, i3 has the specialized resources and proven
experience to resume the conduct of a clinical trial—or any
part of a trial—and help you stay on track, on schedule, and
in budget.

Proven clinical research expertise

i3 is dedicated first and foremost to drug and biologic
development. We have experience with trials of all
sizes—from large multinationals to small niche studies—so
whatever level of assistance you need to rescue a trial, we're
ready to supply it.

i3's operational directors focus on melding therapeutic
expertise with project execution to develop a coherent
management strategy, helping to ensure timely delivery
within budget parameters. Our therapeutic expertise
enables project teams to deeply understand their subject
matter, work more efficiently, anticipate problems, and
produce insights that inform client decision making.

Our clinical research capabilities include:

" Globally integrated project management teams

= Global patient recruitment

= Rater training services

= Scientific services, including protocol development and
feasibility assessment

= Therapeutically aligned clinical monitoring services

= A highly adaptable, customizable approach

i3: The company of specialists

i3 is a global pharmaceutical and biotechnology
services company unlike any other. We’re a company
of specialists in medical science, research, data
services, and pharmacovigilance who understand that
our science must serve people.

So we partner closely with you. We think critically,
listen carefully, and bring a pragmatic, highly flexible
approach to your projects—to make sure every i3
solution is driven by your needs and tailored to your

unique set of circumstances.

For the patients served by your products, nothing
less will do.

Comprehensive, integrated data services

i3 contributes comprehensive, integrated data services
solutions that include data capture, summary, analysis, and
reporting for clinical trials across all phases of research.
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The company of specialists.

Sponsors appreciate our strategic focus and innovative
approach to clinical data services. Superior industry
experience enables us to precisely pair proven processes
and technologies with your rescue study—on engagements
that range from multinational Phase lll trials with hybrid EDC
architecture to niche studies for orphan drugs.

With more than 16 years’ experience providing top
biopharmaceutical companies with high-quality data services,
i3 can fulfill your most demanding needs.

State-of-the-art pharmacovigilance
Pharmacovigilance is important at every stage of a product’s
lifecycle, from preclinical studies to the first few years after
launch, when knowledge of the safety profile expands

based on exposure to a much wider range of patients than

is possible during clinical trials. i3 provides comprehensive
pharmacovigilance services that help you address these
concerns with confidence.
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Because our pharmacovigilance team is comprised of
health care professionals with deep experience in both
direct patient care and industry-specific pharmacovigilance
services, we are able to deliver safety data of the highest
quality. Working globally, we can provide your rescue
study with integrated or standalone services to support
product safety monitoring in compliance with regulatory
requirements for safety surveillance in pre-and post-
approval settings.

Contact us
specialists@i3global.com
www.i3global.com

Find out how i3’s specialized, highly adaptable rescue study
services can help your clinical trial succeed.



