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Kansas City District
Southwest Regl;hion

11630 West 80™ Street

P.O. Box 15905

Lenexa, Kansas 66285-5905

Telephone: (913) 752-2100
June 27, 2000

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

WARNING LETTER
Ref. KAN-2000-017

Mr. Paul M. Taylor, General Manager
ITW Dymon

805 E. Old 56 Hwy

Olathe, Kansas 66061

Dear Mr. Taylor:

We are writing to you because on February 23-25 & 28, 2000, an investigator from this office
conducted an inspection of your facility located at 805 E. Old 56 Hwy, Olathe, Kansas. The
inspection revealed serious problems involving your general purpose disinfectants. |

Under the Federal Food, Drug, and Cosmetic Act (Act), general purpose disinfecta.rits are
considered to be medical devices. Manufacturers of medical devices are required by law to
adhere to the Quality System Regulations (QSR). This helps protect the public health by
ensuring that medical devices are safe and effective. |

In legal terms, your devices are adulterated under the meaning of Section 501(h) of the Act, in
that the methods used in, or the facilities or controls used for manufacturing, packing, storage, or
installation are not in conformity with the applicable requirements of Section 520(f}(1)(A) and
the Quality System Regulations, promulgated thereunder in Title 21, Code of Federhl
Regulations (CFR), Part 820, as follows:

e Failure to have an adequate Device Master Record for Do-It-All Foaminlg Germicidal
Cleaner and Medaphene Plus Disinfectant which fails to identify or reference the location of
master labeling or quality control analytical methods.

e TFailure to establish Standard Operating Procedures in the Master Device Record that address
reworking and investigations of non-conforming products.

e Failure to document finished product control numbers in Device History Recards for Do-It-
All Foaming Germicidal Cleaner and Medaphene Plus Disinfectant.

¢ Failure to conduct periodic testing to assure the propellant and container closure system of
your aerosol disinfectant did not affect the product.
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e Failure to properly monitor the Deionized Water System for quality.

e Failure to thoroughly and completely document complaints. This includes a description of
the complaint, device identification and the type of investigation.

o Failure to validate cleaning procedures for common use equipment.

Your devices are misbranded under the meaning of Section 502(0) of the Act in that your devices
were manufactured, prepared, propagated, compounded, or processed in an establishment that is
not duly registered. As a manufacturer of medical devices, it is your responsibility to register
and list your products with the FDA.

This letter is not an all-inclusive list of deficiencies at your facility. It is your responsibility to
ensure adherence to each requirement of the Act and regulations. At the conclusion of the
inspection, Form FDA 483 was issued to, and discussed with you. This is a list of the QSR
deviations made by the investigator during the inspection. The specific violations noted in this
letter and in the Form FDA 483 may be symptomatic of serious underlying problems in your
firm’s manufacturing and quality assurance systems. Your are responsible for investigating and
determining the cause of the violations identified by the FDA. If the causes are determined to be
system problems, you must promptly initiate permanent corrective actions.

We acknowledge that you submitted a response dated March 10, 2000 concerning our
investigator’s observations noted on the Form FDA 483. We have reviewed your response and
have concluded that is inadequate. Overall, there is no indication in your response that any
corrective actions have begun. There are no timeframes for completion of corrective actions, and
it does not address who will oversee the correction. Finally, there are no specifics on how
employees will be trained in the new procedures.

You should know that this serious violation of the law may result in FDA taking regulatory
action without further notice to you. These actions include, but are not limited to seizing your
product inventory, obtaining a court injunction against further marketing of your product, or
assessing civil money penalties. Also, other Federal agencies are informed about the Warning
Letters we issue, such as this one, so that they may consider this information when awarding
government contracts.

It is necessary for you to take action on this matter now. We would like a response to this letter
within fifteen (15) days of receipt of this letter addressing any controls and procedures
implemented since your March 10, 2000 correspondence. All the items stated in your response
will be verified during our next inspection. We also ask that you explain how you plan to
prevent these violations from happening again. If you need more time, let us know why and
when you expect to complete your correction.

Finally, you should understand that there are many FDA requirements pertaining to the
manufacture and marketing of medical devices. You may obtain general information about all of
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FDA’s requirements for manufacturers of medical devices by contacting our Division of Small
Manufacturer Assistance at 1-800-638-2041 or through the Internet at http://www fda.gov.

If you have any further questions or concerns, you should reply directly to Monica R. Maxwell,

Compliance Officer, at the above address.

es W. Sedgwic
Distri
Kansas

Director
ity District




