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November 9, 2001

VIA FEDERAL EXPRESS

MacKenzie A. Colt, President
Colt, Inc.

609 Overton St.

Nashville, TN 37203

Warning Letter No. 01-NSV-04

Dear Ms. Colt:

We inspected your firm, located at 609 Overton Street, Nashville, TN, on August 3 & 7, 2001 and
August 22, 23,27 & 28, 2001 and found that you have serious deviations from Current Good
Manufacturing Practice regulations in Title 21 of the Code of Federal Regulations, Part 110 (21 CFR
110). These deviations cause your products to be in violation of sections 402(a)(4) and 403(i)(2) of the
Federal Food, Drug, and Cosmetic Act (the Act).

The deviations were as follows:

As stated in your affidavits dated August 7 and August 28, 2001, your firm does not take any
preventative measures, such as cleaning, sanitizing, or flushing of your chocolate enrobing and
bottoming equipment, to avoid cross contact (contamination) between nut residues and your non-
nut products. In addition, because you did not dry clean or scrape the chocolate holding bowl of
your enrober after processing “Colts Chocolate Dipped Animal Crackers” on August 22, 2001 or
prior to processing chocolate covered “Bumble Bees” on August 23, 2001, you failed to take
preventive measures to avoid cross contact between wheat residues from the animal crackers and
your non-wheat product, “Bumble Bees.” You must clean all food-contact surfaces of equipment
to comply with 21 CFR 110.35(d) and 110.80(b)(13)(ii). You must maintain equipment in an
acceptable condition, through acceptable cleaning and sanitizing, as necessary, to comply with
21 CFR 110.80(b)(1). Further, you must perform your production operations, including your
chocolate enrobing process, in such a way that your products are protected against cross contact,
to comply with 21 CFR 110.80(b)(13).

The followi;lg three of your products were misbranded within the meaning of section 403(i)(2) of
the Act in that the labels did not declare the components of an ingredient, which itself consists of
two or more ingredients, as required in 21 CFR 101.4(b)(2):

» Chocolate, peanut butter, and almond confection (labeled under brand names, “Colts

Bolts,” ‘" vy Sligiiiges:” 2nd ‘Wl )

= “Colts” brand Chocolate Dippéd.AnimaI Crackers
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allergenic substance and failure to declare milk in the ingredient statement is a health
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“Roy Rogers Happy Trails” brand chocolate covered trail mix with peanut butter.
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parenthetical listing of the “chocolate” ingredients, including milk. Milk is a known
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this label declaration when a firm has not taken s
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correct the product ingredient statements.
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These three products contain chocolate. However, their labels do not provide a
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We acknowledge that you have recalled the three products listed above. In addition, you have aoreed to

We also acknowledge that you are now using the declaration “May Contain Pecans, Peanuts, or

Almonds” on labels of vour products that do not contain these nuts as ineredient
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Please send your reply to the Food and Drug Administration, Attention: Karen Gale Sego, Compliance
Officer, 297 Plus Park Boulevard, Nashville, TN 37217.
Sincerely,
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Carl E. Draper
Director, New Orleans District

Enclosure: CPG 555.250
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