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01. DEVICE NAME (Trade, common, and classification): Flotation mattress.

02. PREDICATE DEVICE(s): K931594 and K933091 submissions, attached,
which were determined to be SE, and several others.

03. DESCRIPTION: An air-flotation, alternating pressure mattress, with detachable electric
pump/compressor, reuseable, with available washable/disposable mattress cover.

04. INTENDED USE: To cushion patient, and provide torso support and rotation with
©_ orecenracrelieving capahilities: to assist a nurse/other cate giver in shifting a
patient’s body position, to minimize possibility of bed sores, embolisims, or other
problems which can develop from lying in one position for prolonged periods.

05. We believe this submission should be found substantially equivalent by virtue of the
following points, expanded upon elsewhere in this submission:

5.1. No substantitive change in materials, basic components, or method of manufacture
between this device and the predicate; the raw materials/components used have
been used in the medical (and water-boyancy) industry on similiar/identical
products and for similiar/identical uses since pre-amendment, with no record of any
patient problems, adverse reactions;

5.2. No change in basic construction;
5.3. The device and its components have been tested by an independent lab for EMC

and safety, and will be subjected to mspectxon/testmg at IQA and dunng/after
manufacture and pnor to release to the ﬁeld Baifshas b G A0

5.4. The function and use of this product will be no different than that of the predicate
devices, and countless other similiar devices in the marketplace since pre-amend-
ment.

06. There are no substantive differences between the products defined in this 510(k) sub-
mission and the predicate devices.

y B. Haas, CEO/General Manager
AIR MED ASSIST PRODUCTS LLC
1488 South State Street, Suite 100

Salt Lake City UT 84115

Phone: 801-463-6600
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Mr. Tommy B. Haas

*CEO/General Manager

Air Med Assist Products LLC

1488 South State Street, Suite 100
Salt Lake City, Utah 84115

Re: K973624
Nurse’s Aid Patient Rotation System
Regulatory Class: 1II
Product Code: 1I0Q
Dated: January 5, 1998
Received: January 6, 1998

Dear Mr. Haas:

We have reviewed your Section 510(k) notification of intent to
market the device referenced above and we have determined the
device is substantially equivalent (for the indications for
use stated in the enclosure) to devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the
Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal
Food, Drug, and Cosmetic Act (Act). You may, therefore,
market the device, subject to the general controls provisions .
of the Act. The general controls provisions of the Act
include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and
prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II
(Special Controls) or class III (Premarket Approval), it may
be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 895. A

substantially -equivalent .determination-assumes compliance with - — -

the current Good Manufacturing Practice requirement, as set
forth in the Quality System Regulation (QS) for Medical
Devices: General regulation (21 CFR Part 820) and that,
through periodic (QS) inspections, the Food and Drug
Administration (FDA) will verify such assumptions. Failure to
comply with the GMP regulation may result in regulatory
action. 1In addition, FDA may publish further announcements
concerning your device in the Federal Register. Please note:
this response to your premarket notification submission does
not affect any obligation you might have under sections 531
through 542 of the Act for devices under the Electronic
Product Radiation Control provisions, or other Federal laws or
regulations.
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This letter will allow you to begin marketing your device as
described in your 510(k) premarket notification. The FDA
finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your
device and thus, permits your device to proceed to the market.

If you desire specific advice for your device on our labeling
regulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4659. Additionally, for questions on
the promotion and advertising of your device, please contact
the Office of Compliance at (301) 594-4639. Also, please note
the regulation entitled, "Misbranding by reference to
premarket notification" (21 CFR 807.97). Other general
information on your responsibilities under the Act may be
obtained from the Division of Small Manufacturers Assistance
at its toll-free number (800) 638-2041 or (301) 443-6597 or at
its internet address "http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

= a0

S~ celia M. Witten, Ph.D., M.D.
Director
Division of General and
Restorative Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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510(k) Number (if known):__K973624

Device Name: Nurse's Aid Patient Rotation System

Indications For Use:

This device is used to provide cushioning, torso support and totation (by
manua1ly-controlied alternating pressure) with pressure-relieving capabi lities, as
well as provide an aid to a nurse or other care-giver, in the home, nursing home,
or other clinical setting, to assist a patient in shifting their body position, to
minimize possibility of bed sores, or other problems that can result fram lying or
sitting in one position for excessive periods of time.

(Reviséd 01/05/98)
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