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Dear Mr. Olvera:

We have reviewed your Section 5 1 0(k) p~remnarket notU lication ol intent to mark~ct thc deCice

relferenced above and have determined the device IS substantially eqlUiVa1Clet (1`0r th1c inldiCationlS

for use stated in the en1closure) to leoally mnark~eted predicate devices marketed in interstate

commerce prior to M~ay 28, 1 976, the enactment date of the Medical Device Amendments. or to

devices that have been reclassified in accordance with the provisions offthe Federal Food. DRuu'

and Cosmetic Act (Act) that do not require approval of a premarket approval application (I`.:\A.

You may, therefore, market the device, sub~ject to the general controls provisions of the Act. Ihle

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 11 (Special Controls) or class Ill(PA) it

may be sub~ject to such additional controls. Existing ma jor regulations affecting youLr device can

be found in the Code of Federal Regulations. Title 21. Parts 800 to 898. In addition. FDA may

publish further announcements concerning your device in the Federal Regzister.

Please be advised that FDA's issuance of a Substantial equivalence determination does not mlegan

that FDA has made a determi-nation that your device complies withi othier requirements of the Act

or any Federal statutes and reglQUations administered by othier Federal aocencies. You mu1Lst

comply with all the ActiS rqirement-CIIIIS. nFcL udintg. but not limited to: registrat.ion andc Iisti ic. (-,I

CFR P~art 807):, labclinu (2I C FR I~art 80 I )-- good ImanuLacturingIIII praLctiCC requirIClements aS Set

f'orthi in the qualitv systemns ( QS ) regulation (2 I ('FR Pin.r 820)): and II'I applICab. thI c I CccI ro i

product radiation control provisions (Sections 531 -542 of the Act). 2 I CIUR I t00-1 050.
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This letter will allow you to begin marketing your device as described in your Section 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), please
contact the Office of Compliance at (301) 594-4659. Also, please note the regulation entitled.
"Misbranding by reference to premarket notification" (21 CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://!xv,,.fda. ,ov/cdrh/dsmI/dsmanaini.html

Sincerely yOurS.

Celia M. Wittell, Ph.D., M.D.
Director
Division of General, Restorative

and Neurological Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



510(k) Number: K032101

Device Name: Powerstand Standing Wheelchair

Indication for use:
The Powerstand Standing Wheelchair in indicated, BY PRESCRIPTION ONLY,
for users who have had, or may have in the future, positioning disorders relating
to paralysis, paresis or general weakness. The Powerstand Standing Wheelchair
helps users with mobility.

js.urcd'ogical Devices

/o oto

PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED

Concu nce of CDRH. Office of Device Evaluation (ODE)

Prescription Uise____________Over-The Counter ULse
(Per2I CFR 801.109)


