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% Food and Drug Administration

Nashviile District Office
297 Plus Park Blvd.
Nashviile, TN 37217

June 16.1999

CERTIFIED MAIL – RETURN RECEIPT REQ UESTED

Mr. J. Roger Hirl
Chief Executive Officer
Occidental Chemicai Corporation
PO BOX 809050
Dallas, TX 7538o

Warninv I.etter No. 99 -NSV-15

Dear lMr. Hirl:

During an inspection of your potassi~ Bicarbonate ~mufac~fing facility located at 1000 North
Wilson Dam Road, Muscle Shoals- Alabama- on -May z5-27, 1999, our investigator determined that your
Potassium Bicarbonate was adulterated within the me~ing of Section 501(a)(2)(B) of the Federal Food,
Dreg, and Cosmetic Act (the .~ct). Although the Current Good Manufacturing Practice (CGMP)
regulations under Title 21, Code of Federal Regulations, Parts 2.10 and 211, apply only to finished
dosage form drugs, Section 501 (a)(2)(B) of the Act requires that all drugs be manufactured, processed.
packed. and heid in accordance \vith CGMP. NTOdistinction is made between bulk pharmaceutical
chemicals (your Potassium Bicarbonate) and finished pharmaceuticals. and failure of either to comply
with CGMP constitutes a failure to comply \vith the requirements of the Act.

our inspection revealed the fo]]ol~ing de~riations from CG~~p: no documentation that installation and
operational qualifications \vere performed on processing equipment; no wri~en protocol for validation Of

the manufacturing processes: no stabi]itv testing in ] 997 ~d 1998; incomplete labeling operations; and
inadequate laboratory procedures and testing.

The above identification of violations is not intended to be an all-inclusive list of deficiencies. It is yotlr

responsibility to ensure adherence to each requirement of the Good Manufacturing Practice regulations.
Until the violations are corrected, federal agencies \Wl]Ibe informed that FDA recommends against the
award of contracts for the affected products.

YOU should take prompt action to correct these deviations. Failure to promptly correct these deviations
may result in regulatory action. including sei~re ~nd,/or injunction. without further notice.

please notify this office in writing within ~ifieen ~]5) \vorking da~s of receipt of this letter of the specific
steps YOU have taken to correct the noted violations, including ~- explanation of each step being taken to
prevent the recurrence of similar violations.
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If corrective action cannot be completed within fifteen (1 S) working days, state the reason for the delay
and the time within which the corrections will be completed.

Your reply should be addressed to the attention of Joseph E. Hayes, Compliance Officer, Food and Drug
Administration, 297 PIUS Park Boulevard, Nashville, Tennessee 37217.

Sincerely,

Rayrr!ond K. Hedblad
Director, Nashville District

JEH:R.K.H:man

Enclosures:
FDA Form 483
21 CFRParts210and 211

cc: Roger Madden
General Manager
Armand Products Co.
469 North Harrison Street
Princeton, NJ 08543

Candace Jaunzemis
Plant Manager
Occidental Chemical Corp.
1000 N. Wilson Dam Rd.
Muscle Shoals. AL 35661


