The Latest Solutions for the

Medical Device Industry

Sanmina-SCl supplies to the international medical device industry, as well as for
the communications, industrial and automotive industries. The medical
equipment mdustry IS hlghly regulated to ensure that safety standards are met.
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Nuclear Medicine Systems Manufacturing

aving been in opera-
H tion in Cork for nearly

30 years, Sanmina-
SCl offers its customers the
latest solutions in contract
design, manufacture and
test for the local and interna-
tional medical device indus-
try. Seamus Grady, Senior
Vice President Medical
Division at Sanmina-SCI
explains that the level of
service is second to none
at the company which
builds a broad range of
medical products.

How long has
Sanmina-SCl's
Fermoy facility been
in operation and what
do you produce?

We've been part of the
Fermoy community for near-

“We are proud
to collaborate
with our
customers to
bring
beneficial
new
healthcare
products to the

market”

ly 30 years building some of
the world's most complex
and mission critical prod-
ucts. We offer our cus-
tomers the latest solutions
in contract design, manu-
facture and test for the local
and international medical
device industry, as well as
for the communications,
industrial and automotive
industries, among others.

What sorts of medical
devices do you make?

We build a broad range
of both finished medical
products, as well as PCBA's
and sub assemblies. We
focus on complex system
builds for products such as
ventilators, blood analyzers,
cholesterol monitors, blood
glucose monitors, oxymetry

systems, and defibrillators.
We are proud to collabo-
rate with our customers to
bring beneficial new health-
care products to market. Qur
streamlined design and engi-
neering processes facilitate
whatever complex medical
device a customer envisions.

Are there any special
issues when manufac-
turing medical devices
and equipment?

As you might imagine,
the medical equipment
industry is highly regulated
to ensure that safety stan-
dards are met. All aspects
of design, manufacturing
and test are governed by the
requirements of the FDA's
Quality System Regulation
(QSR). Compliance requires
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Optos Daytona - A revelation in Eyecare

strict discipline and train-
ing to these requirements.
The Fermoy plant is FDA
registered, and our
1S013485 certified manu-
facturing systems are bol-
stered by "Six Sigma" pro-
grams and critical self-
evaluation. Sanmina-SCI's
global medical manufactur-
ing footprint has 20 plants
and one design center that
are 1S013485. Our standard-
ized Quality Management
System (QMS) has under-
gone eight FDA audits in
the last nine years with
excellent results. Partnering
with Sanmina-SCI allows
our customers to leverage
the offerings and scale of a
global Tier-1 technology com-
pany with the individual dedi-
cation and attention to detalil
of a local engineering and
manufacturing staff thatfocus
on a customer's design, com-
ponent and quick-turn manu-
facturing needs.

What trends are you
noticing in the med-
ical manufacturing
sector?

We see an increase in US
firms looking to launch
products in Europe requiring
the CE Mark, signifying
European Compliance. This
approach provides a history
of product efficacy for easi-
er FDA compliance at a later

“We assign a
complete
project team
with
expertise in
engineering,
test and
supply chain,
providing
customers
with the
resources
necessary to
get a product
to market on
time and on
budget”

Seamus Grady, Senior Vice
President Medical Division

stage. This region has a his-
tory of compliance due to
the large pharmaceutical
industry located here, which
is helping spur the growth of
the medical device busi-
ness. Because of this com-
pliance, we are seeing an
increased willingness from
OEM's to outsource the
manufacturing of FDA class
Il products, including
implantable products where
historically there was great
reluctance to do so.

What would you say
is unique about your
operation at Fermoy?

Early involvement with our
customers, where we pro-
vide Design For Manufacture
(DFM) analysis and fast pro-
totyping and NPI capability is
a real differentiator for us.
The level of service is second
to none in Fermoy where the
New Product Introduction
(NPI) department has over
ten years experience in
bringing medical devices to
market on time.

Can you give an
example of a New
Product Introduction
for the medical
market?

In a recent case, Optos, a
leading provider of eyecare
devices, required a very
short turnaround time to
introduce a new product,
Daytona, which provides an
unequaled 200° view of the
retina in a single capture
through its patented Virtual
Point(tm) technology.

Optos needed a very tight
five-day turn from bill of
materials release to tested
printed circuit board assem-
blies. It was achieved not
only once, but for each revi-
sion release to the recent
final clinical unit. We started
building early designs in
June 2011, and in August
2011, Optos received 510(k)
clearance from the US Food
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and Drug Administration
(FDA) to market Daytona.
Daytona was formally
announced in October 2011
and scheduled to be
released by Optos in Q1,
2012. During March, the
promised release date,
Daytona was delivered to
the market with Sanmina-
SCI Fermoy providing metal-
work, cables and circuit
boards in modular tested
format, which enabled
Optos to complete final con-
figuration and test in
Dunfermline, Scotland.

What are some of the
challenges associated
with producing
medical equipment?

In addition to normal
manufacturing  controls,
medical products require
extra testing, process vali-
dation, component trace-
abilty, and sound documen-
tation practices. The tests
are highly complex and we
employ the most stringent
manufacturing protocols in
designing and producing
medical test systems. In
accordance with FDA regu-
lations, design history file
(DHF) databases are creat-
ed for all functional testers
to store test records, cali-
bration and component
traceability. A results data-
base is also installed to cap-
ture automatic reporting of
the device history record
(DHR) from the shop floor
data collection (SFDC) sys-
tem.

We also provide guid-
ance on component selec-
tion and innovative techni-
cal solutions for micropack-
aging and complex func-
tional test. Plus, we assign a
complete project team with
expertise in engineering,
test and supply chain, pro-
viding customers with the
resources necessary to get
a product to market on time
and on budget.
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