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FROM THE PRESIDENT'S DESK

I am writing this letter soon after watching
the New York Giants defeat the New
England Patriots in Super Bowl XLII,
thereby denying the Patriots their quest for
a perfect 19-0 season. This had me
thinking about the concept of perfection.
While | certainly do not expect our
scientists here at  Laboratories to be
perfect, | do believe the we must strive

for perfection if we are to ever reach our potential, both as individuals
as well as an organization. Our goal is to treat each and every
sample that enters our facility with the utmost diligence and attention
and to try to make the process from log-in through data reporting as
close to perfection as possible. When we recognize perfection as our
ultimate goal, yet realize that true perfection is never reachable, we
have taken a very important step in providing our clients with the best
service possible.

David G. Goins, President

Laboratories, Inc.

MEET THE LABORATORIES STAFF

Michelle Kelly has been promoted to
Microbiology Laboratory Supervisor at

Laboratories, Inc. Ms. Kelly has served as a
Microbiologist at ~ Laboratories, Inc. since
2004. As Microbiology Laboratory Supervisor,
Ms. Kelly is responsible for overseeing all
functions of the Microbiology Department,
including staff training, upgrading technological
capabilities, optimizing the services offered by
the lab and formulating and implementing future
growth strategies and planning.

February 2008
VOLUME VIII, ISSUE 4B

COSMETICCOMMITMENT

The Personal Care Products Council (formerly CTFA) encourages its
members, and all companies in the Personal Care industry, to abide
by a “Consumer Commitment Code” developed by the organization.
According to the group’s website, the Code serves to, “reaffirm the
industry's commitment to provide safe products for consumers.” The
purpose of the program is to,”reinforce existing company practices
and introduce some new practices... (to) go beyond the requirements
of the law and highlight the proactive and responsible approach to
product safety supported by cosmetic companies. The Code
provides an even greater degree of assurance of safety for
consumers and transparency for government regulators. It reflects
the safety practices many cosmetic companies have followed for
decades.” The key elements of the code are: a) A company should
use only ingredients that are substantiated for safety, either by
findings of the Cosmetic Ingredient Review (CIR) Expert Panel
and/or by data and information in the company's files that are
available for inspection by FDA upon request; b) A company should
provide FDA with the information on manufacturing establishments
and ingredient usage called for by the Voluntary Cosmetic Reporting
Program; c) A company should immediately inform the FDA of any
serious and unexpected adverse experience from the use of a

d product marketed in the U. S.; and d) A company should maintain a
Safety Information Summary related to product and ingredient safety

that is available for inspection by FDA under specified
circumstances. This Summary should include a semi-quantitative
formula for the formulation, that identifies ingredients as listed on the
product label, using INCI nomenclature, in the concentration ranges
specified in the CTFA Safety Information Summary Program.

§| conditions and expiration dates.”

OTC LEGISLATION

Identical Bills have been introduced in the US Senate and the US
House of Representatives intending to give the FDA more regulatory
control over Over-the-Counter/Non-Prescription drug products. The
bill is entitled, “Non-Prescription Drug Modernization Act of 2007 - A
bill to amend the Federal Food, Drug, and Cosmetic Act to provide for
the amendment or repeal of monographs, to expand the Food and
Drug Administration's authority to regulate drug advertising, and for
other purposes.” The Bill was sponsored by Senator Ted Kennedy,
D-Mass. (S.2311) and by Reps. Henry Waxman, D-Calif., and Tom
Allen, D-Maine (H.R.4083). By granting further regulatory power over
OTC's the sponsors hope the FDA will be able to remove products
from the market, or prevent products from entering the market without
needing to enact time-consuming rule-making. The legislation was
prompted by recommendations made by a recent FDA joint advisory
panel to ban certain OTC cold medicines for children under age 6.
The bill has been sent to committee for consideration.

STABILITY DATA

The new GMP Regulations for Dietary Supplements recommend,
“you have a written testing program designed to assess the stability
characteristics of the dietary supplement, and that you use the
results of the stability testing to determine appropriate storage
Laboratories, Inc. can provide

Ml appropriate stability testing services for dietary supplement products.

A stability testing program usually involves a combination of
analytical testing and microbiological testing. The analytical testing
assures the product(s) are not undergoing deleterious chemical or
physical changes during storage and usually involves testing
parameters such as, pH, water activity, viscosity, color and odor, and
level of active ingredient. Microbiological testing involves
determining that the product, in the packaging that it will be marketed
in, remains free of microbiological contamination for the duration of
the shelf life. A stability program usually involves a combination of
real-time shelf life analysis (standard room temperature conditions)
and accelerated analysis (elevated temperature and humidity). The
accelerated conditions provide more immediate data, while the real-
time storage replicates the actual shelf life of the product(s).

For a comprehensive list of testing services
visit www.qlaboratories.com

Laboratories, Inc.

TRADE SHOWS

Laboratories, Inc. will have representatives at the following trade
show in the upcoming months:

INTERPHEX, March 26 - 28, Philadelphia; Booth #2134
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