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WARNING LETTER
April 16, 2001
CERTIFIED MAIL - RETURN RECEIPT REQUESTED
James Warren W/L 40-01
Chairman of the Board and CEO

Banner Phannacaps Inc.

During an inspection of your manufacturing facility located 20730 Dearborn Street, Chatsworth, CA,
conducted January 16 through 23, 2001, our FDA investigators documented deviations from the Current
Good Manufacturing Practices (cGMPs) for Finished Pharmaceuticals (Title 21, Code of Federal
Regulation ((,I‘R) §§210 and 21 1) Those deviations cause all drug products manufactured at your facility
to be adulterated within the meanmg of Section 501(a)(2)(B) of the Federal Food, Drug and Cosmetic Act

(the Act). The violations from 21 CFR §211 include:
1. Failure to establish production and process control procedures designed to assure your drug

sure
products have the required identity, strength, quality and purity [21 CFR §211.100(a)]. For

example, the validation protocols for’ d ConamenbinGNNR.
m do not provide assurance that the manufactg}mg process will provide quality

throughout the production process. ,;

2 Failure to establish scientifically sound and appropriate specifications, standards, sampling plans,
and test procedures designed to assure that drug products conform to appropriate standards of
identity, strength, quality, and purity [21 CFR §211.160(b)]. For example, there is no scientific
justification for testing 30 capsules of sttt SOMIIIRN for content uniformity
durmg process validation. This is a suspension product that i§*not re-circulated or mixed during
filling.

3 Failure to establish and document the accuracy, sensitivity and reproducibility of test methods
employed (21 CFR §211.165(e)]. For exampie, methods that were validated at one tacmty and
transferred to the Chatsworth, CA site are being used without a methods erI]SICr or revalidation
protocol

The above identification of violations is not intended to be an all-inclusive list of deficiencies at your
Chatsworth, CA facility. It is your continuing responsibility to assure adherence with each requirement of
the Good Manufacturing Practice Regulations. You should take prompt action to correct these deviations
and prevent their recurrence. Failure to promptly correct these deviations may result in regulatory action
without further notice. Possible actions include seizure and/or injunction.

Federal agencies are advised of the issuance of all Warning Letters about drugs so that they may take this
information into account when considering the award of contracts. Additionally, pending Antibiotic Form



Letter to Mr. Warren, page 2

6, New Drug Applications, Abbreviated New Drug Applications or export approval requests may not be _
approved until the above violations are corrected.

corrective actions will be verified during your next inspection, whether here or at your North Carolma
facility, as appropriate.

egarding your response io the process validation cites on the Form FDA 3 after rev1ew1ng the process
i D and other associa ted data contained in the Establishment mSPeCUOH KePOrt and your
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You should notify this office in writing within fifteen (15) working days of receipt of this letter of the
specific steps you have taken to correct the noted violations, including an explanation of each step being
taken to prevent the recurrence of similar violations. If corrective action cannot be completed within fifteen
(15) working days, state the reason for the delay and the time within which corrections will be completed.

Your written response should be directed to the Food and Drug Administration, Attention:

Thomas L. Sawyer

Director, Compliance Branch
Food and Drug Administration
19900 MacArthur Blvd., Suite 300
Irvine, CA 92612
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/ Alonza E. Cruse roe, /
District Director

cc: Roger Lopez, General Manager
Banner Pharmacaps I

20730 Dearbom Stree
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P. O. Box 2157
Chatsworth, CA 91313

nr
1
t

Cahforma Department of Health Services, Food & Drug Branch
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