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designed to address.
Before clinical trials begin, a formal, written test protocol
must be approved by an Institutional Review Board to ensure
that the results will be objectively evaluated to indicate success
or failure.
“Only after a clinical trial successfully verifies that an Össur
prosthesis performs its biomechanical function and fulfills a
medical need will the technology be released to the market,”
Oddsson says.
An example of a product that made it successfully through
Össur’s product development process is its recently released
SYMBIONIC LEG.
“The SYMBIONIC LEG is a good example of Össur’s innovation process because it demonstrates how existing ideas
can be combined in new ways to solve unmet needs,” he says.
“As developers, we find designing prosthetics to be an inspiring task since the ultimate goal has already been defined. The
human body itself is the model to which we aspire.” O&P EDGE
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says Magnus Oddsson, new technology search manager at
Össur, Reykjavik, Iceland. “Our design group always begins
with the same principle,” he says. “We start by identifying an
unfulfilled clinical need.”
Össur’s project groups include engineers and people with
expertise in medicine, industrial design, graphic design, and
machine building. That collection of diverse backgrounds,
Oddsson says, “results in the generation of novel ideas and
innovative solutions to clinical challenges.”
After the concept development phase, Össur smoothes out
the wrinkles of its rough prototype into a more functional version. Then the company starts a round of rigorous testing to see
if there are any drawbacks to the design.
With its bionic devices, “we have sometimes found ourselves
in the situation of having to wait for other industries’ technologies to catch up to our vision; for example, finding an optimal
set of sensors to support the real-time artificial intelligence
capabilities found in our RHEO KNEE and PROPRIO FOOT
prostheses,” Oddsson says.
These safety and alpha tests may lead to more refinements,
Oddsson adds, such as enabling potential customers to choose
between the most important among several possible configurations. Beta testing is then used to validate the final design.
Products that have more complex modes of functioning may
go through a more extensive verification process and clinical
trials to determine how well the product fulfills the need it was
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