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Robert J. Rose, M.D.
President
Physiaan Engineered
198 Kearsage

Products, Inc.

Refer to MIN 97-63

.,

North Conway, New Hampshire 03860

Dear Dr. Rose:

During an inspection of your faality located at Park Rapids, MN, on
September 4, 1997, our investigator determined that your firm manufacturers
infant phototherapy systems. Infant phototherapy systems are devices as defined
by Section201 (h) of the Federal Food, Drug and Cosmetic Act (the Act).

The above-stated inspection revealed that these devices are adulterated within the
meaning of Section 501 (h) of the Act in that the methods used in manufacturing
these devices are not in conformance with the Good Manufacturing Practice
regulations (GMPs) as specified in Tkle 21, Code of Federal Rem latio ns, Part 820
as follows:

1. The complaint handling system fails to identi$ and capture product failures
entering through the sewice department.

2. The fluorescent lights used in the Bili system are not tested as incoming
components, during manufacture, or at finished device testing.

For more details on objectionable conditions please refer to the September 4,
1997, form FDA-483.
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Dr. Robert J. Rose
September 18, 1997

This letter is not intended to be an all-inclusive list of the defiaencies at your
faali~. It is your responsibility to ensure adherence to each requirement of the
Act and regulations. The specific violations noted in this letter and in the form
FDA-483 issued at the close-out of the inspection maybe symptomatic of serious
underlying problems in your firm’s manufacturing and quality assurance systems.
You are responsible for investigating and determining the causes of violations
identified by FDA If the causes are determined to be systems problems you must
prompdy initiate permanent conective actions.

Federal agenaes are advised of the issuance of all Warning Letters about devices
so that they may take this information into
of contracts.

account when considerkw the award
u

You should take prompt action to comect these deviations. Failure to promptly
conect these deviations may result in regulatory action being initiated by the FDA
without further notice. These actions include but are not limited to product
seizure, company injunction and/orcivil penalties. Please noti~ this office in
writing within 15 working days of receipt of this letter of the specific steps you
have taken to correct the noted violation, includlng an explanation of each step
being taken to identi~ and comect any underlying systems problems necessary to
ensure that similar violations do not recur. If comective action cannot be
completed within 15 working days state the reason for the delav and the time
within which the comections will be completed.

Your response should be dkected to
address indicated on the letterhead.

Compliance Officer

J

Thomas P. Nelson at the

Sincerelv,

4

.

ID irector
Minneapolis District

TPN/ccl . .
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XC: Larry Sundsrud
CEO/Physiaan Engineered Products, Inc.
420 West Second Street, HC 06 Box 17
P’ark Rapids, MN 56470
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