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RETURN RECEIPT REQUESTED Refer to MIN 97-46

Thomas J. McGoldrick

President and CEO

Minntech Corporation d.b.a. Renal Systems
14905 28th Aveue North

Plymouth, MN 55447

Dear Mr. McGoldnick:

We are writing to you because on May 28 through June 3, 1997, an investigator from the
Food and Drug Administration (FDA) collected information that revealed a serious
regulatory problem involving the product known as "BC-1 Bicarbonate Concentrate
Powder", a dialysate that is made and marketed by your firm.

Under a United States Federal law, the Federal Food, Drug, and Cosmetic Act (Act), this
product is considered to be a medical device because it is used to diagnose or treat a
medical condition or to affect the structure or function of the body. Dialysate is a
medical device as defined by Section 201(h) of the Federal Food, Drug, and Cosmetic
Act (the Act). Itis classified as a Class II, critical device.

The law requires that manufacturers of medical devices adhere to Current Good
Manufacturing Practice (CGMP) regulations for Medical Devices as specified in Title 21,

Code of Federal Regulations (CFR), Part 820 in the methods used in, facilities or controls

used for manufacturing, packing, storage, or installation of medical devices.
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Our inspection found your products are in violation of the law because:
The nawder Atenaneare n m mamfachre Qf the nrodhuct have not been
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The Device History Records (DHR's) denote that powder dispensers #s 1 & 2,
which had been shutdown due to erratic operation since April 9, 1997, were used
in the May 14-19, 1997 production of lot C7028 [21 CFR 820.100(b)].
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production 21 CFR 820.100 (b).
In legal terms, the products are adulterated under section 501(h) of the Act.

ou should know that this serious violation of the law may result in FDA taking
racilatarr antian unthant firrth nvgg o vou. These actions include, but are not limited
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informed about the warning ietters we issue, such as this one, s
this information when awarding government contracts.

The snecific violations r 2ted in this letter and in the FDA-483 issued at the closeout of
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the inenection mayv be symptomatic of serious underlying problems in your firm's
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This letter is not intended to be an all-inclusive list of deficiencies at your facility. As
president, the most responsible individual at Minntech Corp. d.b.a. Renal Systems, it is
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ultimately your responsibility to ensure that devices fﬁﬁm‘iwn‘edayo facility in
Plymouth, MN are in compliance with each requirement of the Act and regulations.

It is necessary for you to take action on this matter now. Please let this office know in
writing within fifteen (15) working days from the date you received this letter what steps
you are taking to correct the problem. We also ask that you explain how you plan to
pggvent this me ilappening again. If you need more time, let us know why and when

0 comn Im your correction. Please direct your response to Hnwnrd E.
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Minnespoiis, MIN 55401.

Finally, youshouidmdusmd&mrhmmmmyFEAmqnimmanperuiningtothe
manufacture and marketing of medical devices. This letter pertains only to the issue of
Current Good Manufacturing Practices for your devices and does not necessarily address

_other obligations you have under the law. You may obtain general information about all

of FDA's requirements for manufacturers of medical devices by contacting our Division
of Small Manufacturers Assistance at [<(800)638-2041 or through the I[nternet at

If you have more spccmu qu::uuua about how
particular device, or about the content of this letter, piease feel free ¢
Manresa at (612)334-4100 ext. 156.
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