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WARNING LETTER
SEP -9 2003

Mr. Richard A. Osofsky

President/CEO

Ronnybrook Farm Dairy

General Delivery Prospect Hill Road
Ancramdale, New York 12503

Dear Mr. Osofsky

The Food and Drug Administration (FDA) has reviewed the labels for your one pint container
of “Old Fashioned Ice Cream—Two Chips & A Nut,” and 12-fluid ounce containers of
“Creamline Milk,” “Lowfat Chocolate Milk,” “Heavy Cream,” and “Skim Milk.” An FDA
Investigator collected these labels during an inspection at your firm conducted on June 17,
2003.

Our review reveals that these products are misbranded within the meaning of Section
403(a)(1) of the Federal Food, Drug, and Cosmetic Act (the Act). Under Section 403(a)(1) of
the Act, a product is misbranded if its labeling is false in any particular. The labels of these
products contain the statement ... hormone free,” which is false. This statement is false
because naturally occurring hormones are present in all milk and milk products. Due to the
presence of naturally occurring hormones, milk cannot be produced in a way that renders it
free of hormones. Therefore, milk and milk products cannot be labeled in a manner that
falsely indicates that hormones are not present in the product.

The above violation is not meant to be an all-inclusive list of deficiencies on your labels. It is
your responsibility to ensure that all of your products are labeled in compliance with the laws
and regulations enforced by FDA. You should take prompt action to correct this violation and
to prevent its future recurrence. Failure to make prompt corrections could result in regulatory
action without further notice. Possible actions include seizure and/or injunction.
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Please respond in writing, within fifteen (15) working days from your receipt of this letter.
Your response should cutline the specific steps you have taken to correct the noted violation.
Copies of the revised labels for the referenced products should be submitted with your
response. If corrective actions cannot be completed within 15 working days, state the reason
for delay and the time within which corrections will be completed.

Your response should be directed to Edward W. Thomas, Director of Compliance, U.S. Food
and Drug Administration, 300 Pearl Street, Suite 100, Buffalo, NY 14202. If you have any

questions regarding any issue in this letter, please contact William J. Thompson, Compliance
Officer, at 716-551-4461.

Sincerely yours,

Joseph R. Baca

Director

Office of Compliance

Center for Food Safety
and Applied Nutrition



