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To say that the dietary supplement
industry has been surrounded by controversy
for the past 13 years is perhaps an
understatement. While much of that has
been the result of unscrupulous companies
making outrageous weight loss and
“sexual enhancement” claims on so-called
infomercials— or shady manufacturing
operations— much of the blame also falls on
the current regulatory environment under
which supplements exist and the enforcement
agencies in charge.

Following Congress’ 1994 Dietary
Supplement Health and Education Act, which
gave the U.S. Food and Drug Administration
(FDA) authority over dietary supplements
and created a legal framework under which
to promulgate manufacturing guidelines, the
FDA has done little to bring that to fruition.
In fact, from 1994 to the present, the only
regulations that supplement manufacturers
have been expected to comply with are those

of any other food manufacturer (Title 21 Code

of Federal Regulations, Part 110).

Earlier this year, after a much awaited
period, the FDA published a new set of
regulations aimed at providing guidelines for
the manufacture of dietary supplements. The
Good Manufacturing Practices rule is a step
in the right direction and helps to “clean up”
the image of this industry. Unfortunately these
guidelines are only modeled after the existing
food manufacturing guidelines. In addition,
these new rules will not become fully effective
until 2010 when the last of manufacturers will
have to comply.

Quality 15 in the Testing:
DISSOLUTION

The release or “bioavailability” of a
pharmaceutical or nutraceutical product is
paramount, and inadequacies in this area
can result in an ineffective or even potentially
dangerous outcome. It is impractical to
employ in-vivo techniques to measure drug
release (or in this case, dietary ingredient
release) as a regular measure of quality, hence
these difficulties have led to the development
of official in-vitro tests which are now
rigorously and comprehensively defined in the
U.S.P. and other Pharmacopoeias around the
world. Unlike the physical test disintegration,

Moreover, given the FDAs overstretched
resources and thin budget, its priority is
unlikely to shift from drug manufacturing
enforcement to dietary supplement
manufacturing enforcement. In fact, a recent
government report titled FDA Science and
Mission at Risk concluded that the “FDA
cannot fulfill its mission because its scientific

workforce does not have sufficient capacity and

capability.”

Since its inception in 2000,
AmeriSciences’ goal has remained to provide
only the highest quality supplements.
Considering the regulatory ambiguities
described above, the need to rely on a
stringent, highly regulated and enforced
environment prompted the company to
turn its search toward the pharmaceutical
model of manufacturing and quality control.
Good Manufacturing Practices for the drug
industry have been established and enforced
for decades, making over-the-counter (OTC)
pharmaceutical products such as aspirin or
Tylenol® highly reliable and bringing a sense

of consumer confidence that is unsurpassed in

other segments of the market.

These pharmaceutical manufacturing
standards represent but only one of
the several components that make up
AmeriSciences’ Total Quality System. From
our Vendor Qualification Program and
Assay Verification Program to our Banned
Substance Testing Program, you can rest
assured that AmeriSciences takes pride in its
unsurpassed standards, setting it well above
any expectation— now and for many years
to come.

An innovator in the fields of formulation and product
development, Carlos Montesinos is AmeriSciences’
resident molecular biologist and formulation scientist.
Additionally, Montesinos is a certified pharmaceutical

auditor and serves as the company’s director of product

development and quality assurance.

which measures only the ability of a tablet

to “break apart” into smaller pieces which

in turn may or may not be bioavailable,
dissolution actually measures the ability of an
active ingredient to become solubilized and
released from the tablet matrix.

The principal functions of the dissolution
test are summarized as follows:

« Optimization of therapeutic
effectiveness during product
development and stability assessment.

< Routine assessment of production
quality to ensure uniformity between
production lots.

< Assessment of ‘bioequivalence’, that is
to say, production of the same

Health Hint:
Be A Fanatic
About Fish Qil!

Research has shown that eating fish
two to three times a week offers
several health benefits due to omega-
3 fatty acids found in certain cold-
water fish, such as salmon, mackerel,
albacore tuna and sardines. Still, you
would have to consume nearly five
pounds of fish each day to obtain

the same amount of omega-3s you
could get in one capsule of the purest
fish oil supplement. In fact, fish oil
supplements provide the benefits of
omega-3 fatty acids without the risk of
consuming high levels of toxins that are
common in cerfain types of seafood.
But beware— not all fish oils are
created equal. Recent medical journal
studies show that most “off the shelf”
fish oils were rancid, even before their
expiration date, and had high levels
of mercury, PCBs and dioxins. Unlike
the rest of the industry, AmeriSciences
Omega Max is a pharmaceutical
grade fish oil product made from the
purest sources and molecularly distilled
for the highest safety and effectiveness
possible.

biological availability from discrete
batches of products from one or
different manufacturers.

« Prediction of ‘in-vivo’ availability; i.e.
bioavailability

While USP standards call for a 75 percent
dissolution rate, the supplement industry’s
average is less than 50 percent. Because
of its formulation, ingredient purity and
manufacturing processes, AmeriSciences
surpasses these rates with 95 percent
dissolution within 60 minutes. This means
that the body is able to absorb and utilize
two to three times the number of nutrients in
AmeriSciences products compared to others
on the market.



