Office of Nutritional Products e
Labelling and Dietary Supplements (HFS-810) ~ °
Center for Food Safety and Applied Nutrition

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD 20740

2" December 2003

Dear Sir or Madam,

This letter serves as a 30 day notification pursuant to Section 6 of the Dietary
Supplement Health and Education Act of 1994 (DSHEA), that

Boots Retail USA Inc. is using the following statements on the label or in the
labelling of:-

Boots Detox Body Freshener Dietary Supplement

(dietary ingredients; Agaricus Bisporus extract)

“These tablets contain an extract which attacks smells where they originate
within the body. This helps to reduce body odours that may be associated
with the side effects of detoxing.”

“The Body Freshener tablets contain an extract which helps it neutralise
odours in the intestine where they originate, resulting in fresher breath and
reduced odours.”

These statements are accompanied by the required disclaimer. To the best of
my knowledge, the information contained in this notice is complete and
accurate and the company has substantiation that these statements are
truthful and not misleading.

Sincerely,
b —
Jane Burton

International Regulatory Affairs

Boots Retail USA inc.,
Stamford,
CT 06901.
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