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Imaging Modality Services:

We have experience in the following
imaging modalities:

¢ Angiography - QCA (Quantitative
Coronary Angiography), QVA (Quantitative
Vascular Angiography)

* CT - Angiography, Lung Density/
Volume, QCT (Quantitative Computed
Tomography)

* DXA - BMD (Bone Mineral Density), Body
Composition

* MRI - Angiography, Cardiac, DCE-MRI
(Dynamic Contrast Enhanced Magnetic
Resonance Imaging)

* Nuclear Medicine - Planar, SPECT (Single
Photon Emission Computed Tomography)
* PET - PET/CT

 Ultrasound - Echocardiography,

IMT (Intima-Media Thickness), IVUS
(Intravascular Ultrasound), Duplex, B-Mode
& M-Mode

o X-ray

BIO-IMAGING
LEADING THE IMAGING WORLD:

Bio-Imaging is the world’s largest
independent, dedicated provider

of medical image management for
clinical trials. Since 1990 we have

offered an unmatched array of

resources, capabilities, and experienced
professionals to help obtain regulatory
approval. This has helped us to maximize
the statistical power of image data while
meeting timelines and budgets, which has
made us global leaders in the Imaging
Core Lab Industry. Bio-Imaging specializes
in the central review of medical imaging
associated with Phase | through [V clinical
frials. Our reviews include studies in
cardiology, oncology, neurology, and
musculoskeletal therapeutic areas, as well
as studies of contrast agents.

CAPABILITIES AND SERVICES:

Over the years we have strategically
developed our operations and now
employ over 300 people to process over
a half million images a year from more
than 9,000 frial sites in 78 countries. To
handle this level of logistics we have
developed a specidlized database
system, BioTrack, which ensures that
every image is managed and fracked
accurately. Each client has the option
to have a web portal into our database
management system for their studies to
see, in real fime, where their image data
is within the process. With our successful
process and completion of studies, over
90% of our clients come back and use
us again.

PRODUCTS AND SERVICES

INC.
FDA EXPERIENCE:

Bio-Imaging continues to make more FDA
submissions than any other Imaging Core
Lab. The majority of our studies have
been involved in successful FDA product
approvals.

Bio-Imaging has been involved with
the Drug Information Association (DIA)
initiative working with the FDA to define
the role of Medical Image Management
in Clinical Trials. Bio-Imaging has invested
significant resources into this program,
having 6 participants involved in every
detail of the 4 sub-groups. This has
resulted in a series of white papers being
issued to the FDA that were presented
at a DIA sponsored meeting in October
2007.

"Since 1990,
Bio-Imaging has
been dedicated
to providing
pharmaceutical
and biotechnology
companies with
total solutions as
they relate fo the
medical imaging
portion of their

. . Clinical trials. We
Mark L.Weinstein cmain committed
President & CEO 15 providing state
of-the-art services
and fechnology
to support our
clients” product
development

and regulatory
submission needs.”

Study Initiation & Start-up

* |dentify Radiologists, Cardiologists,
Consultants, and other experts for the
study

* Project Team Oversight

* Image Review Charter Development

¢ Imaging Protocol Design

o Site Surveys Undertaken

¢ Investigator Meeting Attendance

* Provide Imaging Study Kitfs

* Site Visits

14 Guide to Contract Research Services

Collection, Management &
Processing of Image data

* Centralize Collection of Image Data

* Query Sites for Missing Data

* Translate/Digitize Image Data

* Image QA/QC

* Image Data Query Resolution

 Archival for Permanent Storage
Blinded Review & Delivery

* Image Analysis

* Design Independent Reading Systems

e Conduct Independent Review

* Regulatory Submission
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