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September 11, 1995 .

Dr. Linda Kahl, Ph D

Office of Special Nutritionals

Center For Food Safety and Applied Nutrition
Food & Drug Administration

200 C Street SW HFS-455

Washington, DC 20204

Dear Dr. Kah|,

This letter is written pursuant to current legislative gmdelmes requiring FDA
notification of structure and function claims for nutrition supplements.

American Health manufactures and sells Royal Bnﬂany Evening Primrose Oil. 'I'he
advertising contains the following material:

“PMS is real. And you don’t need sympathy, you need Gamma Linolenic
Acid (GLA). Unfortunately, your diet probably doesn’t supply you with -
enough of this essential fatty acid. Fortunately, we can. Royal Brittany
Evening Primrose Oil is one of the richest sources of GLA available.

Taken over time, these soft gel capsules can help your body maintain the
proper levels for when you need it the most. And that beats sympathy

‘any day. ROYAL BRITTANY™

This statement has not been evaluated by the Food and Drug
Administration. This product is notintended to diagnose, treat, cure, or

prevent any dxsease.

Available at Health Food Stores and Nutritional Centers, Amerxcan
Health 1995.”

Smoeﬁely,
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