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HEALTHCARE OVERVIEW

Medical Devices and Medical Equipment

The process of
bringing a new
medical device to
market has a number
of important
milestones. In
addition to product
design, it is important
to anticipate many of
the obstacles that will
need to be overcome to achieve success. The medical device
industry is a rapidly growing, competitive and regulatory
landscape, with shorter product lifecycles, increased regulatory
scrutiny, and the need to manage complex partnerships across
the value chain.

Our Approach

Thomas Group is a business process-improvement consulting
firm; thus, our general approach is to look at processes and
sub processes in-depth and then evaluate the effectiveness of
each one. We examine how the processes interrelate with one
another and find improvements and linkages that will result in
enhanced business results.

For a company developing a new medical device, the ultimate
goal is to ensure the safety, reliability, and quality of the
product. Medical device companies work with Thomas Group
to manage R&D, device design and control processes, and
vendor selection and retention, as well as the intellectual
property generated by innovation. We provide specific industry
solutions that reduce the complexity of regulated business
processes while reducing costs associated with production,
design, and customer service.

How Thomas Group Can Help

Thomas Group can help ease the regulatory, clinical trial, and
quality assurance burdens, allowing you to focus your time and
resources on achieving your business goals. Thomas Group
can also help overcome challenges associated with:

o Inefficient systems
e Contract manufacturing
e The high cost of validation

At Thomas Group, we are focused on assisting medical device,
pharmaceutical, and equipment manufacturers across the
globe with services that help them achieve efficiency in
process improvement. We provide our clients with
professionals who are armed with a proven and flexible
consulting methodology. This approach enables us to provide
clients a customized service that meets your specific needs.

Among the benefits realized by Thomas Group clients:
e Faster time-to-market
e Reduced costs
e Lower cost of regulatory compliance
e Lower costs due to poor quality
e Improved product quality
¢ Reduced noncompliance risk

Whether you need to define your regulatory pathway, support
your product with a well designed clinical trial, prepare your
team for an FDA or ISO audit, or ensure ongoing compliance,
Thomas Group has the expar‘ilence and knowledge that will
help you achieve success. ‘e
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