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July 12, 2001
Raymond L. Hsaio, M.D. WL-63-01

President

Panatrex, Inc.

1648 Sierra Madre Circle
Placentia, CA 92870

Dear Dr. Hsaio:

During an inspection of your firm located in Placentia, California, on June 12 to 14,
2001, our investigator determined that your firm manufactures single and multiple use
skin test applicators. Skin test applicators are devices as defined by Section 201(h) of
the Federal Food, Drug, and Cosmetic Act (the Act).

Our inspection disclosed that these devices are adulterated within the meaning of Section
501(h) of the Act, in that the methods used in, or the facilities or controls used for
manufacturing, packing, and storage are not in conformance with the Good
Manufacturing Practice (GMP) requirements for the Quality System Regulation, as
specified in Title 21, Code of Federal Regulations (CFR), Part 820, as follows:

1. Failure to establish, and control procedures to ensure that Device History Records for
each production lot are maintained to demonstrate that the device is manufactured in
accordance with the Device Master Record and the Quality Systems regulation [21
CFR 820.184]. Specificially, your Device History Record(s) do not include the
sterilization activities conducted on the devices, the quantity of devices manufactured,
the quantity of devices released for distribution or the primary identification label and
labeling for each device. These deficiencies were not isolated instances; our
investigation determined that 11 out of 13 records exdmined by our investigator failed
to disclose this relevant information and was ngj/ made part of the Device History
Records nor was any reference made to the location where this documentation of the
quality system activities could be located.

2. Failure to ensure that complete complaint files are maintained [21 CFR 820.198(a)].
Specificially, our investigation disclosed that your complaint handling procedures
were not followed to ensure that all complaints are processed in a uniform and timely
manner or that all complaints are reviewed and evaluated to determine whether an
investigation is necessary. It was described to our investigator that all your internal
complaint forms for the past twelve months had been destroyed.
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3. Maintenance activities for production equipment, including the date and individual(s)
performing the maintenance activities have not been documented [21 CFR 820.
70(g)(1)].  Specificially, no documentation was maintained describing any
maintenance activities conducted on vour injection molding machines used in the

production of your devices.

4. Failure to control procedures for identifying training needs to ensure that employees

have been adequately trained to perform their assigned responsibilities [21 CFR

820.25(b)(1)]. Specificially, training activities are not documented.

5. Failure to designate an individual(s) to review for adequacy and approve prior to
issuance all documents established to meet the requirements of the Quality System
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procedures and records are not dated nor signed by any authorizing official(s).

This letter is not intended to be an all-inclusive list of deficiencies at your facility. It is
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The specific violations noted in this letter and in the Form FDA 483 issued at the
conclusion of the inspection may be symptomatic of serious underlying problems in your
firm’s manufacturing and quality assurance system. You are responsible for investigating
and determining the causes of the violations identified by the FDA. If the causes are
determined to be systems problems, you must promptly initiate permanent corrective
actions.

Federai Agencies are advised of the issuance of aii Warning Letters about devices so that
they may take this information into account when considering the award of contracts.
Additionally, no pre-market submissions for devices to which the GMP deficiencies are
reasonably related will be cleared until the violations have been corrected. Also, no
requests for Certificates For Exportability will be approved untii the violations reiated to
the subject devices have been corrected.

You should take prompt action to correct these deviations. Failure to promptly correct
these deviations may result in regulatory action being initiated by the Food and Drug
Administration without further notice. These actions inciude, but are not limited to,
seizure, injunction, and/or civil penalties.

Additionally, our investigation disclosed the following conditions which are requirements
of the Quality System Regulation:

e your firm has no documented evidence which provides a high degree of assurance
that the manufacturing specifications and processing controls used in the injection
molding manufacturing process for your devices will consistently produce a product
meeting its pre-determined specifications and quality attributes, (traditionally termed
validation);
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