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Mr. john M. Bower, President e
Pure Water Solutions, Inc.
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3925 W. Northside Dnve
Jackson, Mississippi 39209-2562

Béar Mr. Bower:
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On September 8 and 10, 1999, a U.S. Food and urug Administration (FDA) invmgator conducted an

amms ey

inspection of your firm, located at 3925 W. Northside Drnive, Jackson, Mississippi, which revealed
serious regulatory problems involving water purification systems for hemodialysis manufactured and
distributed by your firm.

Your firm should conduct and document a review of thed ,
) Under Section 20i(h) of the Federal Food, Drug, and
Cosmetic Act (the Act), these products are considered to be medical devices in that they are used to
diagnose or treat medical conditions or to affect the structure or function of the body. The law requires
that manufacturers of medical devices obtain marketing clearance for their products from FDA before
they may offer them for sale. This helps protect the public heaith by ensuring that new medical devices
are shown to be safe and effective, or substantially equivalent to other devices already legally marketed
in this country that do not require premarket approval. The kind of information you need to submit in
order to obtain this clearance is described in the enciosed material. The FDA will evaluate this
information and decide whether your product may be legally marketed.

Our inspection revealed that your 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, the manufacture, packing, storage,
or installation are not in conformance with the Quality System (QS) Regulations, as specified in Title 21
of the Code of Federal Regulations (CFR), Part 820. These violations include, but are not limited to the
following:

e You did not review and cvaluatej iall complaints to dctetmine whether an investigation was necessary,
maintain a record that includes tp'c reason no investigation was made, and the name of the individual
responsible for the decision not *0 investigate, as required by 21 CFR 820.198(b). For example, your
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Your devices also are misbranded witl

fim received several complaints cpnceming the use of stainless steel pump rather
than the recommended Yl or YNNI plastic pump for the water purification system for
hemodialysis, and four patients repdrtedly became ill;

Your firm does not maintain devicg master records (DMR), and the device history records (DHR)
that are maintained are incomplete, jas required by 21 CFR 820.181 and 21 CFR 820.184 (FDA 483,

Item #1);
You did not maintain records to show that each batch, lot, or unit of device meets in process or
finished device specifications, as lreamred by 21 CFR 820.80(c) and 21 CFR 820. 80(d} For
example, several DHR's did not contain labeling, installation instructions, test procedures, or results
of testing (FDA 483, ltem #1);
You did not establish and implement a complaint handling system, as required by 21 CFR 820.198
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the mcamng of Section )UZ([)([} of the Act in that you failed

to submit material or information required by the Medical Device Keporung uvum) reguiation as
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spccmed in 21 CFR 803. These v10|at|?ns inciude, but are not umuea, to the touowmg
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You did not maintain and implement written Medical Device Reporting (MDR) procedures to ensure
timely and effective identification, fommunication, and evaiuation of events that may be subject to
MDR requirements, as specified b}[ 21 CFR 803. l7(a)(l) For example, the review of complaints
that occurred with a water punﬁcatfon system at the on or

about — was not adequately evaluated (FDA 483, Item #2); and,

You did not report to FDA withip
information, from any source, that
ggg_xred by 21 CFR 803. 50(a)(1) For example, the complamts on

contributed to a serious injury, as r.
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The specific violations noted in this ldtter and in the List of Observations (Form FDA 483) issued to
your firm at the closeout of the inspectjon may be symptomatic of serious underlying problems in your
firm's manufacturing and quality systens. You are responsible for investigating and determining the

causes of the violations identified by th¢

FDA.
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