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patients.

In this issue, we would like to
highlight the processes and
checks that are put in place to
ensure we adopt a safe culture,
mindset and consciousness in
our company.

Overseeing the overall safety
aspects of our research
development is the Medical
Advisory Board (MAB). We
are honored to have the world
transplantation expert Sir Roy
Calne, Emeritus Professor of

Surgery at Cambridge
University chairing the MAB.
Chairing the independent

clinical trial team is Associate
Professor Wong Kok Seng of
the DUKE-NUS Graduate
School of Medicine. Advising
on the certification process that
meets the Food & Drug
Administration (FDA)
regulatory standards is
Professor John Specchio,
Senior Science Advisor to
FDA. Together, they ensure

development, trials and

commercialization.

Regulatory bodies (such as
FDA & CE) spell out the
safety process for the
verifications and validations of
medical device to ensure
patient safety. “Performance
Tests” are required to ensure
the functions, features and
performances of the medical
device are verified; while
“Safety Tests” includes
stringent measures on
biocompatibility, mechanical
and electronics aspects of the
device.

Till date, AWAK is awarded
the I1SO 13485 quality

management system for
medical devices, which
certifies our company’s

capability to design, develop
and manufacture medical
devices in a quality controlled
environment. This delivers
additional consumer
safeguards needed to enhance
the safety of medical devices
for the millions of patients who

their lifestyle. We are moving
toward FDA certification,
followed by CE certification.

Chairman: Dr. Gordon Ku

Our two-stage quality system
& certification will assure our
patients that AWAK is safe
and reliable, fulfilling our
promise to deliver freedom to
our patients; and our quest in
“Saving, Sustaining and
Enhancing the lives of ESRD
patients’

Laying The Foundation For Safety: ISO 13485

AWAK Technologies was certified 1SO 13485
by SGS Certification Service in September
2008 with the scope of Design, Development,
and Production Control. ISO 13485 is an
International ~Standard that specifies the
requirements for a quality management system
in an organization. The organization will need
to demonstrate their ability to provide medical
devices and related services that consistently
meet customer and regulatory requirements.

Compliance with ISO 13485 is often seen as the
first step in achieving marketing approval for a
specific medical device. Most of the
competent authorities, from various countries

and districts, such as the CE Marking of
European Union and FDA of United States,
require the medical device manufacturers to
implement a quality control system, where
ISO 13485 is the commonly recognized
standard. With an 1SO 13485 certification,
AWAK Technologies has shown its ability to
design and develop medical devices in a quality
controlled environment. The implementation of
this system also established an important
foundation for AWAK Technologies to obtain
the marketing clearance for AWAK wearable
kidney successfully in the next regulatory
process.
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Advocates Assures Patient’s Safety

As Chairman of AWAK’s Medical Advisory Board
(MAB), developing the AWAK portable dialysis
machine, | have been privileged to work with
distinguished engineers, chemists and nephrologists,
pooling their expertise towards producing an
effective product. The discussions have been of
considerable interest to me as a transplant surgeon
and | have been impressed by the dove-tailing of
widely different disciplines towards a common goal.

The concept of continuous peritoneal dialysis as a
wearable device that allows patients to indulge in
normal work and activity is extremely valuable to
many dialysis patients. Currently the requirements of
dialysis can be quite restrictive, so our objective is to
produce a safe, quiet, efficient and above all light
machine. | have been impressed with the rapid
progress of the AWAK team, especially in the design

of an extremely quiet and
non-obtrusive electric motor. Already
the prototypes have been shown to the
MAB and clinical trials will be
starting soon. | expect that practical
and theoretical efforts of the Group
that | chair will result in a product
that will be welcomed by many
patients and improve their quality of
life.

Prof Sir. Roy Calne

Professor Sir Roy Calne is a pioneer of transplantation
surgery. He is the first to describe effective
immunosuppression for kidney transplantation and
Cyclosporin A in preventing rejection during transplantation.
He is currently a Professor of Surgery Emeritus, Cambridge
University and Yeah Ghim Professor of Surgery, National
University of Singapore.

Stringent Regulations for AWAK: The FDA 510(k) Process

Dr. Specchio is a Full Professor of Food
Science at Montclair State University. He
has held leadership positions with the
Institute of Food Technologists (IFT),
and the International Association of
Analytical Chemists (AOAC). He has also
worked in the field of food science and
technology for over 30 years with his
primary responsibilities being  teaching
and research at Montclair State Univer-
sity (MSU).

There are two major processes by
which medical devices requiring U.S.
Food and Drug Administration (FDA)
review come to the American market.
One process is called “Premarket
Notification,” sometimes referenced
by its origins in the Federal Food,
Drug and Cosmetic Act as the “510
(k) process.” The other major process
is called Premarket Approval and is
known by its submission acronym

“PMA.” This article describes and
explains “Premarket Notification” for
Class Il 510K submission only.

Premarket Notification:
The FDA 510k) Process

Contrary to popular belief, “510(k)”
is not a form. It is actually a section
of the Federal Food, Drug and
Cosmetic Act (FD&CA, the Act) from
which this process was circuitously
derived. The process is somewhat

analogous to the *“generic” drug
concept in that Premarket
Notification is used to obtain

marketing clearance for a device that
is “substantially equivalent” in safety
and effectiveness to another lawfully
marketed device or to a standard
recognized by the FDA when used for
the same intended purpose(s). Note
that the concept allows for
technological advancement; the new
device does not HAVE to be
manufactured from the same
materials or perform its intended
purpose using the same technology.
In order to be eligible for 510(k)
clearance, the new device must
exhibit roughly the same safety and
effectiveness characteristics as the
“predicate” device to which the new
one is being compared.

Premarket Notification requires that a
new model of a device be compared

for safety and effectiveness with
another lawfully marketed model. A
successful 510(k) submission results
in FDA permission to market the new
device. The nature of this comparison
depends on the device and the degree
of risk associated with its use. The
comparison may comprise physical or
performance characteristics as
measured by standardized methods.

Some Premarket Notification
submissions are based upon bench
testing of the new device and a
comparison of the findings with the
known performance characteristics of
the predicate device.

In some instances, a Premarket
Notification submission for a new
device is based on a comparison
under actual conditions of clinical
usage demonstrating that the device
has the same safety and effectiveness
characteristics as the predicate.

Because of the nature of the laws
underlying this process, a successful
submission is deemed to be “cleared.”
Clearance of a Premarket Notification
submission by CDRH confers
permission to market the new device.
By legal definition, it is NOT an
“approval” process.

John J. Specchio, Ph.D.




