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HOLISTIC APPROACH INTRODUCES MEDICAL
DEVICES QUICKLY AND COST-EFFECTIVELY

edical OEMs and start-ups

are in search of a single

contract partner that will
streamline the process from design to
manufacture and accelerate products
to market, all while keeping within
budget constraints.

Many contract manufacturers
employ rapid prototype fabrication as
a tool to help bring products to fruition
quickly. While rapid prototyping is
a critical component of the design
and development process, a holistic
approach is needed to ensure medical
devices are introduced quickly and
cost-effectively. This holistic approach,
called rapid product development,
essentially divides the approach
into three key components: people,
processes, and technology. Rapid
product development combines all
three components to help medical
companies introduce products that
will provide the most reliable and
effective patient care possible.

One way that KMC Systems is
addressing this market need is through
the KMC 360 program, the company’s
complete program for contract design,
manufacture, and maintenance.
Designed to support OEMs and start-
ups throughout the entire medical
device and instrumentation product
lifecycle, the program centralizes all
outsourcing support. The company’s
program streamlines communication
and strengthens product quality with
concrete time-to-market advantages.

Developing a complex medical
device or instrument requires large
teams of engineers that can make it
challenging for the necessary cross-

disciplinary efforts to meet the product
requirements. In order to reduce the
chances for errors in the design or
transition to manufacturing, rigorous
communication and understanding
of processes, technologies, and risks
across the team is required.

STREAMLINING, ANTICIPATING
Process improvements needed to
support rapid product development
follow two requirements. The first
requirement is that the quality systems,
established by the manufacturer in
order to ensure products meet FDA
requirements and specifications, must
be flexible, but structured enough to
apply the right amount of control at
each phase of the program.

The second process requirement
is the need for speed. Paperless
approval systems provide the
appropriate documentation control
with significant time savings. In

addition, process workflows help to
avoid errors, ultimately bringing the
product to market faster.

In the past, solutions for configuring,
debugging, and testing software in a
medical device involved utilizing many
different vendors’ low-level debugging
utilities. In order to save time in software
development, which can often require
a large time commitment, companies
can streamline the process by
developing robust libraries of proven
software code and electronic controls
that can be reused in future projects.

The development of reusable
software and hardware components
not only saves time and cost, but also
allows the engineering team more
time to focus on the unique challenge
in the design of a system. It also helps
reduce risk in the development phases
since aplatformis already established.
Finally, it provides standardization that
serves as a backbone.

- To bring a product to market rapidly, close communication between all is required.
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