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Michael A. Ekmewa,CrXhvner
EWmca’s, Inc.
921 Lydia
Kansas City, MO 64106

K/W #2000-005

Dear Mr. Barrecx

An inspection of your food manufacturing facility was conducted on June 23 through My 10, 1999,
by Food and Drug Administration Investigator horn this office. ‘he inspection determined you
manufacture an acidified food product, namely pickled bell peppers. In addition you manufacture a
cannoii shell pastry product. This inspection found that pickled peppers are processed under serious
deviations fkom Title 21, ~ - (21 CFR), Parts 108 and 114. The cannoli

shells are manufactured under significant insanitary conditions. These deviations cause these
products to be adulterated within the meaning of Section 402(a)(4) of the Federal I%@ Drug, and
Cosmetic Act (Act).

Deviations to 21 CFR Parts 108 and 114 include, but are not limited to the following:

●

●

●

9

Your firm did not file scheduled processes for the pickled bell peppers that you msnufhcture as
required by21 CFR L08.25(c)(2).

Your firm did not have a supervisor who has satisfactorily completed an approved course of
instruction in the processing and packaging of acidified fds as required by 21 CFIZ
108.25(9.

Your firm did not have a qualified processing authotity verifi the adequacy of your canning
process as required by 21 (X?R 114.83.

Your firm did not monitor and record finished product equilibrium pH, and did not code
individual product containers as required by 21 CFR 114.80; and did not maintain batch
production records as required by 21 CFR 114.100.—. —.—
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You should know that these serious violations of the law may result in FDA taking regulatory action
without tier notice to you. These actions include, but are not limited to, seizure and/or issuance
of an order of need for a Temporary Emergency Wrmit.
Other conditions noted during the inspection include:

● Various chemicals being stored near fwd products.

● Improperly cleaned raw product as noted by an adhesive produce sticker on a canned bell
pepper.

9 Evidence of eating, drinking and smoking in the fbod production area.

s No toilet papex or paper towels in the employee’s restroom.

● Structural defwts to tilde cracks in wails, non-workhg toilst and had washing station,
peehg paint, and poorly screened entry doors.

U is necessary for you to take action on this matter now. Please let this office know in writing within

fifteen (15) working days from the date you received this letter what steps you are taking to correct
the problem We also ask that you explain how you pkm to prevent this fiorn happening again. Any
corrective action taken should apply to ail acidified products you manufacture. If you need more
time, let us know why and when you expect to compIete your correction.

Your reply should be sent to Clarence R. Pertdleton, Con@ianee CKficer,at the above address.

;;, G

W, Mich I Rogers
District Director
Kansas City District


