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Dr. Carlton E. Turner, Ph.D., D.Sc.
President/CEO

Carrington Laboratories, Inc.

2001 Walnut Hill Lane

Irving, Texas 75038

Dear Dr. Turner:

On April 16/20, 2001, an FDA investigator conducted an establishment inspection o

OTC drug manufacturing operations for topical liquids, ointments, and creams.
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Cosmetic Act (the Act).
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At the completion of the inspection, the investigator issued Form FDA 483 (Inspectional
Observations) listing significant deviations from CGMP as follows:
. Failure to perform validation of manufacturing processes to ensure that the

procedures, when used, will consistently result in purported or expected product
quality [21 CFR 211.110(a)].

Failure to perform validation of the rework procedure for non-conforming drug
product batches [21 CFR 211.115].
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. Failuce to have stability data to support drug product expiration dates [21 CFR
211.166] and failure to ensure that ali drug products bear appropriate expiration
dating [21 CFR 211.137].

. Failure to qualify processing equipment used in drug stability studies, and testing
equipment used for microbiological testing of OTC drugs [21 CFR 211.68(a)].

o Failure to follow established written procedures designed to ensure drug product
quality [21 CFR 211.100(b)]. For example, scheduled preventative maintenance of
the purified water system has not been documented in the last two years.

J Failure to have documentation of annual product evaluations [21 CFR 211.180(e)].
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The observations listed on the Form FDA 483 are not intende

the violations and deficiencies that may exist at your firm. It is your responsibilit
' t

all requirements of the Act, an
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You should notify this office in writing, within 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 actions
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erely,
Michael A. Chappeli
Dalias District Director
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