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On the week of June 23 Gibral-
tar Laboratories received an
unannounced visit from the
FDA. The inspection took place
throughout the week of not only
the facilities on Fairfield Rd, but
also the brand new, state of the
art complex located on Monte-
sano Rd. After a multiple day
inspection, the FDA gave Gibral-
tar excellent news, citing zero
problems in either building on
our campus. The welcome com-
ments continued
year historical record of out-
standing FDA compliance.
Throughout meetings with the
FDA during the week there
came up an important conver-
sation that we wanted to share
with subscribers of this newslet-
ter. It is noteworthy that the
FDA stressed to Gibraltar its
dissatisfaction with nor
validated testing methods.The

Another exciting project for
Gibraltar has been the task of
releasing test results via enail.
We first announced we
were taking the steps

) %,
toward this task many %

%

T

months ago; however A
we strongly feel that we e—S't&tiy%

Director

will finally be unveiling
this feature in the very
close future. One of the new
features is a digital time and
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FDA strongly encouraged Gi-
braltar to share with our cus-
tomers the importance of
method transfer and method
validation for all CGMP testing
The FDA emphasized this from
both from a business point of
view and CGMP point of view.
The investigato
makes no sense to run non
validated methods as they are
by definition not valid and in
violation of CGMP. Why would
anyone run their business this 8
way?é. 0 Accordi
will continue to offer validation
services to support our cus-
tomerds needs i
and chemistry . In the next is-
sue we will feature some valida-
tion perspectives regarding
microbiological testing.

Things are also going great at
our new facility on Montesano
Road, which the FDA has now

REPORTS VIA EMAIL COMING SOON

date signature will be replacing
traditional signatures which are
included after a report receives
approval from a study
director. We ask for
your continued sup-
port and patience
through this process,
as before going ahead
with release Gibraltar
wanted solid verification that
the new system was in compli-

inspected. This gives us the
opportunity to invite any cus-
tomers and potential customers
to come to our location and
receive a guided tour of our
new building. Please see page
4 for more information on these
tours.

r said, o .. .

Gibraltar has a stellar 38
year record with the FDA.
The recent news of an
excellent inspection
continues this trend.

ance with FDA documents. This
new electronic method will not
only allow Gibraltar and its cus-
tomers to communicate on a
much faster and secure basis,
but will also open the door to
even more technological ad-
vances and conveniences that
we will ultimately be able to
pass onto our customers.



Itds no secret
for innovative orthopedic
products is booming. Just
one look at some statistics
listed in the June edition of
00rthopedic De
nol ogyd magazi
the orthopedic market was a
$32.7 billion dollar industry

in 2007. Couple that number
with the fact that the orthobi-
ologics sector alone is
expected to grow 18.3%
annually and reach $5.3
billion by 2011, and it should
become clear just how revo-
lutionary these devices have
become.

What was traditionally a
market comprising solely of
replacements for hips and
knees has greatly expanded
its boundaries. In fact, Chris-
topher Delporte, Group Editor
of Orthopedics Design &
Technol ogyd6 ma
states t hatjoing S
trauma, softtissue surgeries,
synthetic bone graft substi-
tutes and resorbables are
beginning to replace tradi-
tional autografts and
allografts, which account for
more than 75%
bone graft pro
While the benefits of the
orthopedic revolution are
huge, the risks involved are
comparable in size and
complexion. Before any ca-
daver can be put in a body
and before any instrument
tray cluster can be utilized in
the operation room, they

need to be proven safe so
that the risk of disease
transfer and performance
failure is minimized as much
as possible. Gibraltar Labs is
accredited in AAMI testing to
ensure that the aforemen-
tioned problems are dimin-
ished. In this feature we will
discuss the different types of
testing and procedures
currently being offered at
Gibraltar, and how Gibraltar
can help companies have the
confidence that their
products are safe for the
operating room.

Cleaning of orthopedic
medical devices is a critical
FDA requirementGibraltar
offers AAMI TIR 12 testing,
which includes manual tech-
niques and automated wash-
ing to remove microorgan-
isms, soil, organic and inor-
ganic materials, lubricants,
and more from reprocessed
medical devices.This intense
cleaning process is not only
critical in ensuring that dis-
ease transfer from one pa-
tient to the next is mitigated,
but that the risk of inade-
guate or unacceptable device
performance after reprocess-
ing is abolished.

Gibraltar also has capabilities
to performtesting for steam
sterilization validation for
devices and trays as per
AAMI TIR 12 and TIR 30
These methods are used in
evaluating recommended
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k gravity and prevacuum
steam sterilization for a
reusable device. GBL can
validate methods of gravity
and prevacuum steam
sterilization to a sterility
assurance level (SAL) of 18 8
using the biological indicator
overkill method. Typical
Steam sterilization conditions
studied at Gibraltar are:

e Gravity
121 C

e PreVacuum
132C

Bioburden testing (ANSI/
AAMI/ISO 11737, ISO
11135, EN1174) represents
another facet of tests
currently being performed at
Gibraltar Laboratories. In
fact, Gibraltar published the
classic paper
Dynamics in
contact us if you would like a
reprint)

Gi braltaréos
art facilities located at 16
Montesano Rd, Fairfield, NJ
allow us to determine the
total number of viable
bioburden microorganisms
[aerobic and anaerobic
bacteria, yeast and fungijn
or on a medical device,
container or component after
completion of all inprocess
steps before sterilization.

Gi braltards
and Low disinfection (story
continued on page 3)
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Gibraltar does tray testing
to certify that the trays and
their instruments are ster-
ile and safe for use in the
operating room
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