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Enforcement Report

The FDA Enforcement Report is published weekly by the Food and Drug Administration, Department of Health and Human Services. It contains information on actions taken in connection with agency Regulatory activities.
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November 10, 2004
04-45
RECALLS AND FIELD CORRECTIONS: DEVICES - CLASS II

_______________________________

PRODUCT
CIDEX OPA Solution, ortho-Phthalaldehyde Solution. Recall # Z-0051-05.
CODE
Product Code: 20390, 20391, 20394.
RECALLING FIRM/MANUFACTURER
Advanced Sterilization Products, Irvine, CA, by letters on April 23, 2004 and May 7, 2004. Firm initiated recall is ongoing.
REASON
Anaphylactic-like reactions were reported following repeated cystoscopy for bladder cancer patients where the scope had been reprocessed in CIDEX OPA Solution.
VOLUME OF PRODUCT IN COMMERCE
NA.
DISTRIBUTION
Nationwide and Internationally.
