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Medical device recalls are extremely costly. Reducing costs for a Life Sciences company in a
highly complex regulated environment requires efficient production and quality processes that

creates safe, quality products.

according to the 2014 FDA report the number of
recalls has almost doubled in the past decade

Since 2014, packaging
and labeling issues have

accounted for  

of medical device recalls
53%

Faulty medical device
connections have

accounted for  

of medical industry
recalls since 2014

10%

Medical device recalls can be caused by a number of factors ranging
from issues with design, change controls, process controls, materials,
components, labeling or packaging.

Why are medical devices recalled?

Major recall costs have
been as high as  

in the medical device
industy

$600 million

A closer look at the recall challenges for
medical device manufacturers

The Increasing complexity
of medical devices

Medical device manufacturers are
quickly incorporating new technologies
into their designs to enable wearable
devices and interconnectivity through
IoT. This push for innovation can result
in technical and compatibility issues
and glitches. The push for frequent
advances can affect the efficiency of
devices as well as their relevance and
product life cycles.

Another issue can arise as a result of
the complex worldwide network of
suppliers and sub-suppliers who
individually manufacture different
aspects of these products. Vetting
vendors takes a tremendous amount of
time and is often difficult. A preventative
approach requires an initial investment;
however, the ROI is significantly
justifiable when it can prevent a recall.

The Global supply chain

Speed to commercialization
Medical device manufacturers are
under increasing pressure from both
shareholders and consumers to bring
innovative, advanced devices to market
in a timely manner. As the rate of
advancement accelerates
manufacturers face additional pressure
to enter the market quickly to avoid
obsolescence as newer, more
advanced devices proceed them into
the market. Unfortunately, this rush to
get products into the marketplace can
result in quality shortcuts.

Regulation & Compliance
Medical device manufacturers
are under growing pressure
to comply with increasingly
stringent regulations.
Manufacturers must remain
vigilant to ensure they comply
with evolving regulations
locally and abroad.
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It’s Time for a New Perspective & New Approach!

Download Your Free Report

Explore the chain of events that have and will alter the Medical Device
Industry indefinitely
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