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Ms. Erin Silva
Technical Marketing Manager
Vitamer Labs
46 Corporate Park, Suite 100
Irvine, California 92606

Dear Ms. Silva :

This is in response to your letter of June 27, 2007 on behalf of your client McLind Corp, of
Torrance, California. Your letter responded to our May 16, 2007 letter to McLind
concerning claims they notified the agency that they intended to use in the labeling of their
dietary supplement product called InflatrolTM .

In our May 16, 2007 letter, we stated that the claims "Excessive, chronic inflammation in the
body may lead to deleterious effects, including chronic disease . Diet . . .determine disease
development and progression" and "Inflatrot . . .may help support a healthy inflammation
response" suggested that the product is intended to treat, prevent, or mitigate a disease,
namely chronic inflammation, and that the product that was the subject of the claims

appeared to be subject to regulation under the drug provisions of the Federal Food, Drug, and
Cosmetic Act (the Act) .

In your letter, you presented a proposed revised claim that reads :
"Chronic inflammation is the body's abnormal prolonged and excessive response to
an initial injury or infection. A healthy diet and exercise are two factors within our
control to help maintain our health . Inflatrol TM combines natural plant ingredients
that offer vitamins, antioxidants and phytonutrients to support overall health and an
active lifestyle . Turmeric (an Indian spice) contains a beneficial compound called
curcumin, which has been shown to have antioxidant activity and other properties to
support healthy tissues . Bromelain (from pineapple) and papain (from papaya) are .
two plant enzymes with protein-digesting activity . Quercetin is a naturall occurring
bioflavonoid shown to promote blood vessel health . Our green tea extract contains a
standardized, high polyphenol(especialIy EGCG) content to offer a powerful source
of both antioxidants and phytonutrients."

You state in your letter that, as written, "the claim simply defines chronic inflammation in

physiological terms then states general principles one can follow to support good health . The
text goes on to list and describe the various ingredients in the product without implication to
any effect on inflammation." Accordingly, your letter puts forth your belief that the revised
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