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19900 MacArthur Bivd., Ste 300
CERTIFIED MAIL Irvine, California 92612-2445
RETURN RECEIPT REQUEST Telephone (714) 798-7600
WARNING LETTER

October 2, 2001

Peter J. Bonin WL-01-02
President

Medical Cables, Inc.

1340 Logan Avenue

Costa Mesa, CA 92626

Dear Mr. Bonin:
During an inspection of your firm located in Costa Mesa, California, from August 8 to

17, 2001, our investigator determined that your firm packages and distributes electrode
lead wire and patient cables manufactured for your company by another company

pursuant to your design specifications. Electrode lead wires and patient cables 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 implement procedures to control the design process of devices
to ensure that specified design requirements are met [21 CFR 820.30(a)].

2. Failure to establish and implement a design and development plan describing the
design and development activities, defining responsibility for implementation of these
activities, and providing the identity and description of the interfaces with other
groups or activities as appropriate [21 CFR 820.30(b)].

3. Failure to establish and implement procedures to ensure that a device’s 'design input
requirements are appropriate and address its intended use, including user/patient
needs [21 CFR 820.30(c)].

4. Failure to establish and implement procedures for defining and documenting design
output in terms that allow an adequate evaluation of conformance to design input
requirements [21 CFR 820.30(d)].
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each step being taken to identify and make corrections to any underlying systems
problems necessary to assure that similar violations will not recur. If corrective action
cannot be completed within 15 working days, state the reason for the delay and the time
within which the corrections will be completed.

If you have any questions relating to this letter please contact Senior Compliance Officer,
Dannie E. Rowland at (949) 798-7649.

Please submit your response to:

Thomas L. Sawyer

Director, Compliance Branch

Food and Drug Administration

19900 MacArthur Boulevard, Suite 300
Irvine, CA 92612-2445

Sincerely,

<. e
lonza E. Cruse
District Director
Los Angeles District Office

Cc: State Department of Public Health
Environmental Health Services
Attn: Chief, Food and Drug Branch
601 North 7™ Street, MS-35
Sacramento, CA 94234-7320



