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PRODUCTS AND SERVICES

SPECTRA
COMPANY PROFILE:

Spectra Clinical Research provides
central laboratory services to
pharmaceutical companies, academic
institutions, and other medical
organizations conducting Phase |

- IV clinical trials. Backed by nearly a
decade of clinical trial expertise and
over 25 years of central laboratory
services to the dialysis community, we
are able to support diverse clinical trials
of all sizes.

Spectra Clinical Research acts as
a unique resource for organizations
conducting clinical trials. As a division
of Spectra Laboratories, we leverage
the capacity and technology of a
large organization while maintaining
the flexibility and responsiveness of
a small specialty laboratory. We
continually review and streamline
our processes to ensure timely,
accurate results. Furthermore,
our advanced testing platforms,
specimen management, online
data management application and
dedicated team of service specialists
help move each trial ftoward a
successful outcome.

Spectra Clinical Research has
recently been awarded contracts for
10 Phase Il and lll international clinical
frials. With study sites throughout
Europe, Asia, South America and North
America, these recent contracts help
to further strengthen our position in
the marketplace as a global central
laboratory service provider.

RESEARCH
MARKETS SERVED:

Spectra Clinical Research provides
central laboratory services to
pharmaceutical, biotechnology,
research, government, and academic
organizations. We have participated
in trials spanning a wide range

of therapeutic areas including
nephrology, gastroenterology,
oncology, women'’s health, and
central nervous system (CNS) disorders.
Our global support network ensures
continuous, reliable service for clinical
frials in locations worldwide including
North America, Israel, South America,
Europe, Australia, South Africa,

and Asia.

ACCREDITATIONS & CERTIFICATIONS:

* College of American
Pathologists (CAP)

e Clinical Laboratory Improvement
Amendments (CLIA)

* New Jersey Department of Health

e Environmental Laboratory Approval
Program (ELAP)

Nicholas Brownlee,
Ph.D., President

"We pride ourselves
in working side-
by-side with our
customers to
understand their
specific needs and
move their trial
toward success. ”

With extensive years of experience,
Spectra’s customer care team work side-
by-side with you every step of the way:
* Project managers prepare all study-
specific documents, coordinate
activities with partner laboratories and
attend investigator meetings
* Personnel shepherd each sample
through the laboratory
* Designated customer service
representatives assigned to each
study ensure personalized assistance
throughout the trial
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Spectra serves a full range of both
routine and unique tests across a wide

and growing range of therapeutic areas:

¢ Support for numerous esoteric fests
includes soluble transferrin receptor,
aluminum, zinc, I-PTH and others

* Microbiology department offers 24/7
testing services for bacteriology

» Pediatric testing services

¢ ELISA and EIA tests can be set up and
validated

» Cross-validated test methodologies
QCross regions
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¢ Global quality assurance and
control measures protect analytical
consistency
Spectra offers convenient access to
resulis through advanced Web-based
reporting and data management:
* 24/7 access to critical data
¢ All results accessible via one global
database - speeding data processing
to ensure timely completion
* Standardized report formats, reference
ranges and units of measure ensure
consistency across intfernational trials
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