
 
On September 12, 2008, 

in light of reports from 

China of infant formula 

contaminated with mela-

mine, the FDA issued a 

Health Information Ad-

visory to proactively re-

assure the American 

public that there is no  

known threat of con-

tamination in infant for-

mula manufactured by 

companies that have met 

the requirements to sell 

such products in the 

United States.  That ad-

visory also warned 

members of Asian com-

munities in the United 

States that infant for-

mula manufactured in 

China, possibly available 

for purchase at Asian 

markets, could pose a 

risk to infants. No Chi-

nese manufacturers of 

infant formula have ful-

filled the requirements to 

sell infant formula in the 

United States. For more 

information: http://

www.fda.gov/oc/opacom/
hottopics/melamine.html 

Gibraltar can work with 

Chinese API manufac-

tures and pharmaceutical 

companies to assure 

their compliance with 

FDA requirements in 

Chemistry, Stability and 

Microbiology. 
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Gibraltar has received 

certification from ATCC 

and BEI of its laborato-

ries meeting BioSafety 

Level 2 & 3 require-

ments. Research in antim-

icrobial treatments and 

preclinical therapies are 

available on a contract 

basis. If you have a spe-

cific organism to be re-

searched please have 

your principal investiga-

tor contact Dr. Daniel 

Prince, Responsible Of-

ficial. Current activity is 

with Avian Influenza 

and M. tuberculosis. 
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According  to a report by the Busi-

ness Communications Company 

the Infant Formula Market will 

reach $5 Billion this year 

G I B R A L T A R       

L O C A T I O N S 

122 Fairfield Road 

16 Montesano Road 

Fairfield, NJ 07004-2405 

Please note that all       

samples should now be sent 

to our 16 Montesano Road 

location 

Daniel L. Prince, PhD 

President 

973.227.6882  

973.227.0812 (fax)  

www.GibraltarLabsInc.com 
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Trending of environ-

mental monitoring data 

is a common practice. 

It is often the case, 

however, that the de-

sign of the room is 

conservative with re-

spect to the non-viable 

particulate classifica-

tion claimed. For ex-

ample, the chart above 

is for a room classified 

Class 10,000, SI classi-

fication 5.5. For all 

data points except for 

12-30-2007 the non-

viable particulate count 

was below its average 

for the year. An excur-

sion of some kind on 

December 30, 2007 

produced a count of 

about 4,000 particles/

cubic foot. 

 

Alert and Action levels 

for the year were set at 

two and three timeôs 

standard deviation, re-

spectively. Since the 

room is clearly able to 

operate well under its 

classification an inves-

tigation was under-

taken to determine the 

root cause of the ex-

cursion. 

Results are presented 

above graphically. The 

chart shows a central 

line for the average of 

the parameter under 

observation [Average], 

and Alert and Action 

Lines.  

The Alert Level is the 

level of a monitored 

parameter, that when 

exceeded, signals a 

possible deviation 

from typical operating 

conditions, that may 

not require action, but 

may need to be moni-

tored more closely.  

An Action Level is the 

level of the monitored 

parameter, that when 

exceeded, signals an 

apparent deviation 

from typical operating 

conditions, and re-

quires immediate ac-

tion.  

The Action level is set 

plus three standard de-

viations [sigma] of the 

average.  

There is about a 98.5% 

probability that the 

data will fall within 

three sigma if the proc-

ess is under control. 

Values greater than 3 

sigma represent ex-

treme observations that 

are unlikely to be rep-

resentative of the sys-
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Dr. Daniel Prince will 

be speaking in San 

Francisco on February 

26, 2009 on Viable 
and Non-Viable Moni-
toring at the IVT 

Seminar ENVIRON-
MENTAL MONITOR-

ING. 



tem that is being moni-

tored when it is in con-

trol.  

The Alert level is set 

plus two sigma of the 

average. It is defined 

as the Alert level be-

cause data points be-

tween Alert and Action 

Levels have about a 

5% chance of occur-

rence. They may repre-

sent an uncontrolled 

change in process un-

der observation. 

With respect to viable 

particulate  microbial 

guidance USP <1116> 

is available. The analy-

sis of data is similar to 

above except that the 

distribution of results 

from living colonies 

[e.g., plate count tests] 

is not normal but 

skewed (long right 

tails). These data may 

first be transformed by 

taking the logarithm 

(10) of each result to 

approximate a normal 

distribution. 

 The log standard     

anti-logging each limit 

separately. Where 

other components of 

uncertainty such as 

sampling or equipment 

variations need to be 

combined with a preci-

sion result estimated 

by logs and anti-logs, 

sophisticated mathe-

matical calculations 

may be required.  

Dr. Daniel Prince, will 

be speaking in San Fran-
cisco on 02/26/09 on Vi-

able and Non-Viable 

Monitoring at the IVT 
Seminar ENVIRON-

MENTAL MONITORING. 

tech.findpharma.com/

pharmtechtv. 

In the video you see 

images of our two fa-

cilities and their labo-

ratories a well as 

scenes from our open 

house in April and our 

continuing  

GIBRALTAR  is fea-

tured on Pharmaceutical  

Technologies new fea-

ture ñPHARMTECH  

TVò 

To see our video go to  

http://

pharm-
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Gibraltar is proud to 

have provided nearly 

forty years of excel-

lence to our customers 

and the greater com-

munity as a whole. It is 

our sincere hope that 

we will be able to serve 

you for another forty 

years and more. 

Viable bacteria, 

yeasts and mold are 

sampled by this in-

strument called a 

RCS Isolator. Organ-

isms are drawn into 

a cavity and col-

lected on nutritious 

ISO 

US Customary 

Class SI Class EEC 0.1µ 0.5µ 5µ 

3 1 M1.5 NA 28 1 NA 

4 10 M2.5 NA 283 10 NA 

5 100 M3.5 Grade A 2,831 100 1 

6 1,000 M4.5 NA 28,314  1,000 8 

7 10,000  M5.5 NA NA 10,000  83 

8 100,000  M6.5 Grade D NA 100,000  830 

9 1,000,000  M7.5 NA NA 1,000,000  8,300 

Particles Per Cubic Foot 

deviation and confi-

dence limits are then 

calculated before  

education course in 

May. 

http://pharmtech.findpharma.com/pharmtechtv.
http://pharmtech.findpharma.com/pharmtechtv.
http://pharmtech.findpharma.com/pharmtechtv.
http://pharmtech.findpharma.com/pharmtechtv.


Y O U  A R E  I N V I T E D ! 

Gibraltar is currently in the  process of 

making our facilities open to tours. We 

will gladly   accommodate any cus-

tomer, potential customer, or anyone 

interested in Gibraltar Laboratories. 

The tour will feature our brand new 

complex located on  Montesano Road, 

and will focus on highlighting the test-

ing and services Gibraltar is capable 

of performing that can benefit your 

business. Appointments and tours are 

completely flexible, can fit into any-

oneõs busy time    schedule, and can 

also include lunch if requested. 

Interested? Please contact     Kristah 

Kohan today.  

973.227.6882 x534 or  

KKohan@GibraltarLabsInc.com 

nesses. If you would like   a 

survey please call me or drop 

an email 

Daniel Prince 

973-227-6882 ext. 519 

daniel-

prince@gibraltarlabsinc.com 

IN REVIEW 

This year has been an event-

ful one in many respects. In 

April we launched our new 

facility and it has turned out 

to be a tremendous success. 

Thank you to all of you have 

come by to see it and share 

your comments. 

 

Scientifically, we are often for-
tunate to engage in cutting 
edge research and devel-
opment. This year we 
helped a sponsor substan-

 

 

 

 

I thank you for your loyal 
support over the many 
years that we have been 
working together. This 

year was a busy one. 

As always, if there is any-
thing I can do to help 
meet your companyõs 

needs please contact me. 

There is no substitute for 

open and direct communi-

cation based on integrity. 

You may need a certain 

service performed or wish 

to discuss strengthening 

our partnership in strate-

gic ways. We are always 

open to those types of 

possibilities. 

We frequently survey our 

customers and monitor 

how we are doing. This 

helps us identify our 

strengths and weak-

tiate that their technol-
ogy was as effective as 
the predicate in prevent-
ing the nosocomial 
spread of bacteria, yeast 
and mold into a surgical 

incision. 

We also helped a spon-
sor demonstrate that 
their ophthalmic solution 
was effective against  
33 clinically relevant 
organisms. 
 
We helped another spon-
sor overcome the inhibi-
tory effects of a potent 
antibiotic and satisfy the 
USP <61> Growth Pro-

motion requirements. 

We published several pa-

pers: 

1. òAntibacterial and Antibi-

otic Studies with Topical  

N E W  G B L  E- R E P O R T I N G  S Y S T E M  U N V E I L E D 

Gibraltar recently unveiled its 

state of the art electronic 

report system. We have re-

ceived lots of acknowledge-

ment about how this leading , 

green, technological 

breakthrough is a 

win-win.  

The new system, 

which involves e-

mailing reports 

rather than the tradi-

tional regular mail, helps to 

eliminate delays associated 

with regular mail and courier 

service delivery. In addition, it 

is more environmentally re-

sponsible, timely, accurate, 

All final e-reports will contain 

an electronic signature from 

our Study Director and from our 

QA Department. These official 

signatures are intended to be 

equivalent to any 

handwritten signa-

ture.  

By default, all reports 

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 

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 

questions about our new 

system, please do not hesi-

tate to contact the Gibraltar 

IT department at 

973.227.6882 x501  

Antiseptics,ó 7/2008. 

2. òAntimicrobial Silver in 

Orthopedic and Wound 

Care Products,ó 5/2008. 

3. òDetection of Microorgan-
isms and Particulates in 

Controlled Environments,ó 

10/2008.  

We tested a tremendous 

amount of monograph raw 

materials  especially in the 

area of Identification.  

We began to help our spon-

sorõs comply with USP <467> 

Residual solvents require-

ments. 

In addition, we successfully  

developed methods for detec-

tion of contamination by 1, 4 

Dioxane in cosmetics, quantifi-

cation of complex mixtures of 

sunscreens in finished prod-

ucts, and for the detection of 

residual levels of formalde-

hyde, DMSO, Acetic acid and 

Triton X-100 in assorted prod-

ucts. 

Thank you all again and stay 

in touch in December and next 

year. Early Happy Holidays! 
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