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INDUSTRY

The rapid growth of the tissue
bank industry can be described
as nothing other than an indus-
trial explosion. What was a $20
million a year industry a little
more than a decade ago, has
unleashed continuous growth
on its way to becoming a billion
dollar a year market.

With such zealous develop-
ment, it would be hard to imag-
ine that this industry, dedicated
to the repair and restoration of
hope for patients and fulfill-
ment of the altruistic actions of
the donors, would be able to
keep up with its own growth
without controversy. This point
has been well explored, and is
driven home further by media
coverage and FDA investiga-
tions into the 2001 death of a
23 year old man who died after

GBL HIGHLIGHTED

One of the benefits surrounding
Gi braltaréos
the possibility of adding to our
scope of test services. This
month we will be discussing our
new capabilities of Atomic Ab-
sorption (AA). AA is known in
analytical chemistry as a tech-
nique used for determining the
concentration of a particular
metal element in a sample. By
utilizing atomic absorption
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SAETY

receiving contaminated donor
knee tissue.

While any death or injury re-
lated to the transplant of or-
gans, bones, or tissues is tragic;
it is important to always investi-
gate whether or not these in-
stances are commonplace or
statistically insignificant.

Therefore, in this August GBL
Newsletter special feature, we
will explore the safety record of
the tissue bank industry (TBI) in
our determination to find out
whether or not the TBI is de-
serving of the harsh safety criti-
cisms it currently endures. (AP
6/11/06 )

The beginnings of the tissue
bank industry date back to the
first half of the twentieth cen-
tury, when the first successful
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IN THE BOOMING TISSUE BANK

transplantations of bone, soft
tissue, and corneas took place.
(continued on page 2)

Tissue transplant technology has
come a long way since its begin-
nings in the early twentieth century.

EQURMENT: ATOMIC ABSORPTION

spectroscopy, we are able to

r e c analyze the concentration of

over 62 different metals in a
solution. AA is a commonly
used technique in USP chemis-
try limits tests.

The process of AA testing relies
heavily on the Beer-Lambert
Law, and involves the electrons
of atoms in the atomizer being
promoted to higher orbitals by
absorbing a set quantity of en-

ergy. Each wavelength given

i corresponds with only one ele-

ment, thus enabling elemental
selectivity.

Gibraltar is currently offering AA
testing, if you would like to in-
quire more about the test or
would like to talk about having
AA testing performed, please
contact Kristah Kohan at
KKohan@GibraltarLabsInc.com
or 973.227.6882 x534.
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While the number of trans-
plants gradually rose and
became more sophisticated
in nature, there existed no
designated bank in which the
industry could grow. In fact,
the U.S. did not have its first
tissue bank until 1949, when
the Navy established the first
bone and tissue processing
and storage facility.

The 1970s marked a

IN THE BOOMING TISSUE BANK

eliminate the risk of contami-
nation without compromising
the efficacy of the transplant.

Banks. This was taken a step
further in 1997-2005, when
further regulations were an-
nounced requiring the regis-
tration with the FDA of all
tissue banking establish-
ments and tissue donor suit-
ability criteria.

Today it is estimated that
over one and a half million
tissue graft transplants are
performed annually.

This evidence proves not only

that the profits of the TBI

have grown, but their respon-
_ sibilities as well; responsibili-
¢ ties which, first and foremost,

The colossal supervision was
certainly not futile. This is
evidenced by the FDA enforc-
ingthewider angi ng

profound .
advancement Three Tests Performed By TBI to Ensure Patient Safety |nv9Ive en-
in the devel- Test Purpose suring that
opment of Sterility To rule out the presence of common patho- | tissue trans-
transplant genic bacteria, yeasts, and molds plants are
mgdlcme. Bioburden To quantitatively determine the number of | doneina
Thls progres- microorganisms present in raw unprocessed | manner at
sion was tissue material least as
?ttrtlbuted to Zone of To measure the killing power of antimicrobi- | safe as the
actors Inhibition als such as tobramycin to control or eliminate
including the bioburden FDA deems
necessary.

general popu-
lation growth, as well as the
expansion of the elderly
population in the U.S. These
underlying aspects caused a
dramatic increase in demand
for both donated tissues and
organs; which in turn sparked
the motivation and potential
for the industry to further
explore its own capabilities.

The TBI did just that, and in a
little over a decade was able
to lay claim to over 300 bone
banks in operation. However
as with any industrial boom,
rapid growth attracts atten-
tion. In the case of the TBI,
the attention came from the
Food and Drug Administra-
tion (FDA).

1993 marked the period in
which the FDA initiated regu-
lations for all U.S. Tissue

Pr act i c According tothe American =)
Association of Tissue Banks,
the TBI is well aware of such
responsibilities and has un-
dertaken efforts to help en-
sure safety for all parties
involved in the transplanta-

Ti ssue
regulations required all firms
recovering, processing, stor-
ing, labeling, packaging, dis-
tributing, screening, or test-

ing human tissues to adhere
to strict standards. The GTP

Gibraltar does testing to en-

sure that products effectively
eliminate the risk of contami-
nation without compromising
the efficacy of the transplant.

0Every day
thousands of
microbiological

tests are

performed by the

TBI to assure that
recipients receive
safe bones,

grafts, tissues,

was designedtohelpputthe ti on process. Th ARdssmor eb
donor, recipient, and TBI at mission statement proclaims
an increased state of confi- that they are o0“~"f~~*~~ * -~
dence. It accomplished just ensuring that human tissues =
that, ultimately ensuring intended for transplantation = _ = —————
greater safety assurances are safe and free of infec- §:§ == E E
industry wide. tious disease, of uniform high = =—_=§ —
quality, and available in == =
Every day thousands of " - = =
microbiological tests are per- quantities sufficient to meet = E__ _____
national needs. = i —m

formed by the TBI to assure
that recipients receive safe
bones, grafts, tissues, and
more. Organizations like Gi-
braltar Laboratories, Inc, help
the industry validate that
their processes effectively

(continued on page 3)

GBL will be presenting an abstract
entitled, O0ANntibacte
Studies with Topical
the 32nd annual AATB meeting in

Chicago from September 6th

through the 9th.
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The AATB mission statement
is exactly the one a potential
donor would hope for coming
from an organization which
boasts nearly 100 accredited
tissue banks, over 1,100
individual members, and
dealings with more than
25,000 donors a year.

In order to maintain such
rigorous policies the AATB
publ i shes
Ti ssue
currently the only authorita-
tive industry standard for the
TBI. The AATB has been pub-
lishing the document since
1984 in an eff
that tissue-banking activities
are performed in a profes-
sional manner.

So when the Associated
Press reported in 2006 that
certain tissue related compa-
nies were engaging in mali-
cious business practices, the
AATB was quick to point out
that they di

industry as a whole. On June
t he

13 of 2006

Gibraltar Laboratories has
installed an infectious dis-
ease labora-
tory that con-

0St a
Banking

dn

P. Robert Rigney, Jr. released
a bulletin with safety facts
about the TBI. The bulletin
stated a variety of statistics
supporting the notion that
the companies involved in a
fatal incident were not repre-
sentative of the entire indus-
try. In the bulletin, Rigney
outlined some of the initial
safety tests taken to ensure
that infection does not occur.
These steps include screen-
ing the tissue donor, testing
the donords
nicable disease, as well as
irradiating and highly proc-
essing tissue in systems that
are validated
nactive

bl

Rigney asserted that there
have been no transmissions
of LCMV, Chagas Disease,
Rabies, or West Nile Virus
with tissue transplants. He
further added that the only
cases of Tuberculosis and
Hepatitis B in tissue recipi-
ents occurred well over 50
years ago. HIV transmission,
one of the key fears in the

Gibraltar to pursue critical
research related to antibacte-
rial and antiviral
properties of

forms to the germicides,
highest stan- RNy antibiotics; de-
dards of infec- - tection of
tious disease . microbial con-
research. A \ taminations
BSL-3 facility [adventitious

has been con-
structed ac-

cording to the
guidelines published by the
CDC and NIH. This will allow

agents] in tissue
bank products,
ingredients of animal origin
as well as the related applica-
tions in the drug and biotech

bacte

process, was last reported
some 20 years ago, and is
considered t-o
perioddé case.

I n todayds
that in every type of business
there will always be unscru-
pulous practitioners. While it
is unfortunate in this case
that it managed to hold true
for the TBI, it is comforting to
know that large tissue organi-
zations such as the AATB are
committed to upholding the
deepest commitments to
professionalism and safety.
However it is important to
always be aware that no op-
eration or transplant is going
to be 100% safe. There are
risks and benefits involved
with any medical procedure,
and tissue transplants are no
different. As always, patients
contemplating any type of
transplant should discuss
both of the aforementioned
factors with their physician,
and ultimately make the deci-
sion that is right for them.

Sources: AATB Bulletin June 13, 2006,
0Associated Press

Associated Press,
Using Cadaver Tissue
Marchione and Seth Borenstein

industries. The Gibraltar facil-
ity is uniqgue among contract
laboratories and will afford the
highest level of safety for the
highly trained scientists in-
volved. Space is limited and
exclusive contracts are avail-
able to schedule testing in a
timely manner. Please contact
our Principal Investigators,
Daniel L. Prince, PhD, or
Herbert N. Prince, PhD, at
973.227.6882
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Before any tissue is used in the
operating room it should be
tested to make sure that it is
safe and free of infection.

OThere ar

and benefits

involved with

any medical

procedure, and

tissue

transplants are
*hbsd%iffer
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1970 - 2008

Gibraltar is proud to have provided

nearly forty years of excellence to
our customers and the greater
community as a whole. It is our

sincere hope that we will be able to

serve you for another forty years
and more.

e

ent



Gibraltar recently unveiled its
state of the art electronic
report system. The new sys-
tem, which involves e-mailing
reports rather than the tradi-
tional regular mail,

helps to eliminate o tended to be equiva-
delays associated O"«,_% lent to any handwrit-
with regular mail ”@% ten signature.
and courier service A

. - By default, all reports
delivery. In addition, A

it is more environ-

mentally responsible, timely,
accurate, effective, and con-
venient.

The new electronic system
will help to prevent commu-
nications from being deliv-
ered to the wrong person or

As we go into August we felt
compelled to mention an
important milestone that GBL
is rapidly approaching. In this
special newsletter feature,
GBL President Daniel L.
Prince, PhD sat down with us
to discuss his thoughts on
what it takes to survive as a
company for four decades.

Longevity is something that
many of us aspire to. As
Gibraltar completes its fourth
decade | have started to
think about maturity and
longevity. The prototypical
model of longevity is the
atom. Since the universe is
approximately 13.7 billion
[1.37 x 1019] years old,
atoms have assembled into
molecules then to more
complex molecules which in
turn have been recycled into
new molecules ad infintum. It

not being delivered at all. All
final e-reports will contain an
electronic signature from our

Study Director and from our QA

Department. These official
signatures are in-

are currently being

sent via this new sys-

tem; however you can request

to have reports sent via courier

or regular mail by
e-mailing John Savino at

JSavino@GibraltarLabsInc.com

with the following information:
If you wish to utilize the e-mail

has been estimated that
atoms are so fantastically
durable that they may last
1035 years. These atoms not
only make up inanimate
matter but also all living
things, including ourselves.
In fact, it has been suggested
that each of us contain about
a billion atoms previously
belonging to ancient great
historical figures such as,
Shakespeare and Beethoven.

Looking back over the almost
forty years at Gibraltar | think
the molecular makeup of our
company has been an
optimal balance of the
durable, excitable and flexi-

{ GIBRALTAR
L ABORATORIES, INC.

Please send up to three e-
mail addresses which you
authorize can be sent a final
report. If you wish to receive
regular mail only, simply e-
mail and request option two.
For courier service only,
please send an e-mail with
your account number, and
request option three.

As always, if you have any
guestions about our new
system, please do not hesi-
tate to contact the Gibraltar
IT department at
973.227.6882 x501

ble atoms. We needed all of
these to reach where we are
today. | strongly believe that
company longevity is tied to
successful employee reten-
tion and recruitment of capa-
ble successor management.
Of course, no company can
survive and prosper for as
many years as we have with-
out continuing to provide
customer satisfaction. To my
amazement many Japanese
companies have operated
continuously for over 1,000
years. Being in business for
that long is beyond most of
our vision yet we know it is
possible given the right mix of
atoms! To Life!

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 anyoneds
schedule, and can also include
lunch if requested.

Interested? Please contact
Kristah Kohan today.
973.227.6882 x534 or
KKohan@GibraltarLabsInc.com

Gibraltar is pleased to announce
that we were recently awarded
the opportunity to present an
abstract at the 32nd annual AATB
meeting. The meeting takes place
in Chicago during the dates of
September 6th through Septem-
ber 9th and our abstract is enti-
tled Antibacterial and Antiviral
Studies with Topical Antiseptics.
Gi braltardés Sci
Herbert N. Prince, PhD, will be on
hand at the meeting to discuss
with as well as answer any ques-
tions you may have regarding the
abstract.

Information about attending the
meeting can be found on the
AATB website, located at
http://www.aatb.org

We look forward to seeing you
there.
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