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PARTNERS ON YOUR
PATH TO APPROVAL

The global medical device landscape is complex. Getting a
new product or therapy approved requires compelling clinical
evidence. At NAMSA, we know what you’re up against and
understand how to set you up for success.

With a dedicated focus on medical device products, we’ve
designed and conducted trials in every area of the world to
address wide-ranging client objectives—from first-in-human
through post-market.
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GLOBAL SERVICES
CUSTOMIZED APPROACH

STUDY MANAGEMENT

NAMSA’s Study Management solutions provide a dedicated
clinical study manager in addition to a dedicated project manager
to ensure success.

SITE MANAGEMENT

NAMSA’s CRA and CTA team constitutes the site management
group, which provides expert training, monitoring and follow-up
at sites during the start-up, enrollment, follow-up and close-out
phases.

BIOSTATISTICS

NAMSA’s Biostatistics team works in parallel with our Study
Management and Data Management teams to offer each
client a custom designed program that maximizes efforts and
outcomes.

DATA MANAGEMENT & DATABASE DEVELOPMENT

NAMSA’s Data Management and Database Development team
utilizes optimized processes and technology to design and
build a customized EDC database populated with accurate
data.

IMAGING CORE LAB

NAMSA’s Imaging Core Laboratory utilizes expert image
reviewers along with access to world-renowned physicians to
ensure speed, quality and accuracy of image interpretation and
analyses.

SAFETY

NAMSA offers a full service team of in-house medical monitors
and MedDRA coders with expertise in clinical research to
ensure that your trial runs smoothly and efficiently.

AGENTS OF
ACCELERATION

While a strong clinical study
program is essential, it’s only one

piece of the puzzle. You also need

access to informed regulatory
experts to design a complete
cross functional plan that can
significantly shorten the time
required to gain approval and
propel your product inot the
market place.

Because of NAMSA'’s expertise
and time on the market, we can
provide full comprehensive
services across all product
development needs. Sponsors
can either partner with us on
pieces of their product lifecycle
or utilize our premier APEX
program.

Www.namsa.com




