
transplantations of bone, soft 

tissue, and corneas took place. 

(continued on page 2) 

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 

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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One of the benefits surrounding 

Gibraltarõs recent expansion is 

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 

spectroscopy, we are able to 

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 

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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Tissue transplant technology has 

come a long way since its begin-

nings in the early twentieth century. 
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Please note that all       
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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       

profound      

advancement 

in the devel-

opment of 

transplant 

medicine. 

This progres-

sion was 

attributed to 

factors    

including 

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 

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. 

The colossal supervision was 

certainly not futile. This is 

evidenced by the FDA enforc-

ing the wide-ranging òGood 

Tissue Practicesó (GTP). GTP 

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 

was designed to help put the 

donor, recipient, and TBI at 

an increased state of confi-

dence. It accomplished just 

that, ultimately ensuring 

greater safety assurances 

industry wide. 

Every day thousands of 

microbiological tests are per-

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 

eliminate the risk of contami-

nation without compromising 

the efficacy of the transplant. 

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, 

involve en-

suring that 

tissue trans-

plants are 

done in a 

manner at 

least as 

safe as the 

FDA deems 

necessary. 

According to the 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-

tion process. The AATBõs 

mission statement proclaims 

that they are òdedicated to 

ensuring that human tissues 

intended for transplantation 

are safe and free of infec-

tious disease, of uniform high 

quality, and available in 

quantities sufficient to meet 

national needs.ó 

(continued on page 3) 
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òEvery day 

thousands of 

microbiological 

tests are 

performed by the 

TBI to assure that 

recipients receive 

safe bones, 

grafts, tissues, 

and moreó 
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Gibraltar does testing to en-

sure that products effectively 

eliminate the risk of contami-

nation without compromising 

the efficacy of the transplant. 

         Three Tests Performed By TBI to Ensure Patient Safety 

          Test                                              Purpose 

Sterility To rule out the presence of common patho-

genic bacteria, yeasts, and molds 

Bioburden To quantitatively determine the number of 

microorganisms present in raw unprocessed 

tissue material 

Zone of  

Inhibition 

To measure the killing power of antimicrobi-

als such as tobramycin to control or eliminate 

the bioburden 

GBL will be presenting an abstract 
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the 32nd annual AATB meeting in 

Chicago from September 6th 

through the 9th.  


