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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 non-
validated testing methods. The

Another exciting project for
Gibraltar has been the task of
releasing test results via e-mail.
We first announced we
were taking the steps
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G/ERALTAR
IMPORTANT NEWS REGARING FDA
INSPECTION

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

toward this task many %°v your continued sup-
months ago; however ) % port and patience

we strongly feel thatwe =~ e-STU W through this process,
will finally be unveiling Director  as before going ahead

this feature in the very
close future. One of the new
features is a digital time and

with release Gibraltar
wanted solid verification that
the new system was in compli-

ABORATORIES, INC.

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 ...t

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.
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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 hillion 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

trauma, soft-tissue 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 requirement. Gibraltar
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,

t h a tjoin§ S 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-
quate or unacceptable device
performance after reprocess-
ing is abolished.

Gibraltar also has capabilities
to perform testing for steam
sterilization validation for
devices and trays as per
AAMITIR 12 and TIR 30.
These methods are used in
evaluating recommended

k gravity and pre-vacuum

steam sterilization for a
reusable device. GBL can
validate methods of gravity
and pre-vacuum steam
sterilization to a sterility
assurance level (SAL) of 10w &
using the biological indicator
overkill method. Typical

Steam sterilization conditions
studied at Gibraltar are:

e  Gravity
121C

e  Pre-Vacuum
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)

0 Bi

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 fungi] in
or on a medical device,
container or component after
completion of all in-process
steps before sterilization.

new,

Gi braltards
and Low disinfection (story
continued on page 3)

Hi ¢

1984.

Page 2

Gibraltar does tray testing
to certify that the trays and
their instruments are ster-
ile and safe for use in the

operating room

0 Gi

rigorous
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methods help
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determine
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(story continued from page 2)
studies help to simulate
manufacturer cleaning
instructions which generally
require that each device or
component be cleaned
separately. This testing

for detection and
quantization of bacterial
endotoxin. Gibraltar uses
validated test methods which
include the gel clot technique
and the kinetic chromogenic
(colorimetric) assay.

While the orthopedic industry
is in fact at a more
successful and faster growing
pace than ever, it is always

for usage. In sum, Gibraltar
prides itself on being able to
provide its customers with
the information and testing
services they need to
determine whether or not
their product is performing
up to par with FDA require-
ments.

Page 3
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Sources: Orthopedics Design ._ M

& Technology magazine,

Orthopedic technologies and

the companies that utilize

them have come a long way.

Gibraltar can help them go
Ma g a even further

Di scoveryo July

assures that the cleaning important to remember the

risks of not having adequate
testing performed before
usage of the product. There
are numerous consequences

May/June 2008

agents used to disinfect are

effective against the clinical AAPS News

Design
2008

organisms likely to be
present so that the next
patient that is operated on

and

both financially and legally

will not become infected.

for use of unsafe and unfit Chemical and Engineering

Gibraltar Labs is pleased to tools or equipment.

announce that it is expert at Gi

News Magazine June 30,
braltards r i 2008 il
methods help to validate and

at is always

the Limulus amebocyte lysate
(LAL) testing. The LAL test
AAMI ST72 is a in vitro assay

important to

determine whether or not a remember the

customerds product is safe

risks of not

having adequate
testing

perfor med?o

One of the perks of Gibral-
tards

has long been a key tool for
recent e ghpracterizingsample cem-
much more lab space. By position and purity in re-
adding new space, GBL was search and quality control
able to purchase new equip- environments. The use of

pure by providing a precise

and accurate analysis of a
sampleds percentage
hydrogen, and nitrogen con-

tent .

carbon,

6 il T

ment to fill the void. One

such piece of equipment that
Gibraltar was pleased to ac-
quire was the Carbon Nitro-
gen Hydrogen Elemental
Analyzer. LabPlus Interna-
tional magazine had the fol-
lowing to say about the CHN
analyzer,

CHN microanalysis as a rou-
tine technique to provide a
precise and accurate elemen-
tal analysis of a sample is
widely accepted across many
industries world-wide. CHN
microanalysis is a powerful
method for determining

0 t h e whetheNor rotraadmplezie r

If you or your company are
interested in having any tests
done involving the CHN ana-
lyzer, please contact Kristah
Kohan at (973)227-6882 or
kkohan@gibraltarlabsinc.com

Sources: LabPlus Interna-
tional Feb/March 2001

The Carbon Nitrogen Ele-
mental Analyzer is a power-
ful tool which can help to
determine whether or not a
sample is pure
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AATB TO HOLD SEPTEMBR CONFERENCE

The American Association of
Tissue Banks is scheduled to
hold their 32nd annual meet-
ing this fall. The meeting is
scheduled for September 6th
through the 9th and is taking
place in Chicago, lllinois.
According to their website,
the AATB is od

DR. HERBO® S

Each issue we will ask our
founder and scientific direc-
tor to share with us his
knowledge and opinions
about our industry.

JP: Dr. Herb, could you please
give us a brief history lesson
about the orthopedic indus-
try?

HNP: Yes, There are three
mechanisms of terminal ster-
ilization. Steam, ethylene-
oxide and radiation. The most
recent of these is radiation
and this was pioneered by
the orthopedic industry in
1968 through 1974. The first
orthopedic devices to receive
FDA approval for radiation
sterilization were the high
density polyethylene (HDPE)
hip cups and the associated
bone cement.

JP: Does this relate to Gibral-
tar in any way?

HNP: Gibraltar published the
first series of the papers vali-
dating this technique and
reprints are available. The
initial tests conform to USP
19 and consisted of inocula-
tion with spores. Each lot of
the orthopedic device was

ensuring that human tissues
intended for transplantation
are safe and free of infec-
tious disease, of uniform
high quality, and available in
guantities sufficient to meet
national
agenda this year are numer-
eud differant centimitteeo

CORNER

subject to a bacillus pumilus
spore strip sterility test.

JP: Have there been any
changes since then?

HNP: Since then, the AAMI
guidelines have eliminated
the need for the sterility test
and the orthopedic industry
was the first to establish
what is now called
odosimetric r

JP: What do you feel is one of
the primary concerns of the
orthopedic industry?

HNP: In recent years, the
orthopedic industry has been
heavily concerned with the
prevention of infection once
an irradiated sterile device is
implanted into the hip, knee,
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needs

meetings, as well as social

events and receptions. The
GBL Newsletter will continue
our spotlight of orthopedics
next month, and will feature

an exclusive interview with

of the AATB.

shoulder, or wrist.

AAMI methods 1 and 2 and

VD-max are routinely per-

formed by Gibraltar Labora-

tories. Beyond that, Gibral-
tards
speaks to the issue of the
laboratory test that can as-
sure that the
devices which
R contain an anti-
microbial agent
are safe and
effective.

Stay tuned for
next week where
we will ask Dr.
Herb for his
thoughts on the
innovative tissue
bank industry.

INC.
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accreditation and education
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YOU ARE INVITED!
Gibraltar is currently in the
process of making our facilities
open to tours. We will gladly
accommodate any customer,
potential customer, or anyone
interested in Gibraltar Laborato-
ries. The tour will feature our
brand new complex located on
Montesano Road, and will focus
on highlighting the testing and
services Gibraltar is capable of
performing that can benefit your
business. Appointments and
tours are completely flexible,
can fit into
schedule, and can also include
lunch if requested.

Interested? Please contact

rh< ”SttamKPhg n tcgjar\y.e a
(973)227-6882 * 534 or
KKohan@GibraltarLabsInc.com
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