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Linemaster Switch Corporation
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ComponentSafery Engineer
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Re: KOA3510
Trade/Device Name: IR Wircless Foot Swich
Regubativn Number; 21 ClK ¥T0 2400
Regulation Name:  Electrosurgical cutting and coagulation device and accessones
Regulatory Class: 11
Product Code: Gl
Dated: Mapch 10, 20060
Fecerved: March 13, Jida

[esr Mr, Szostek:

We have reviewed vour Section 310(k) premarket notilication ol intent to market the device
referenced above and have determined the deviee is subsiamially equivalent ( for the indications
For use stated in the enclosure) 1o legally marketed predicate devices marketed i interstne
commerce prior o May 28. 1976, the enactment date of the Medical Deviee Amendments. or 1o
devices that have been reclassified in accondance with the provigions ol the Federal Food, [rog.
and Cosmetic Act {Act) that do not require approval of a premarket approval application (PMA).
You may. therefore, market the device. subject to the peneral controls provisions of the Act, The
ceneral controls provisions of the Aet include requirements for anmual registeation. Listing of
deviees, good manufciuring practice, labeling. and prohibitions against mishranding and
adulteration,

If vour device is classified (see above) o either class I (Special Controls) or class HEIPMA)
may be subject to such additional controls. Existmg major regulations alfecting vour device can
be found in the Code of Federal Regulations, Titke 21, Parts 800 10 898, In addimon, FDA may
publish lurther announcements coneerning vour device in the Federal Register,

Please be advised that FRA s issuance of a substamtial eguivalence determintion does not mcan
that FIDA has made a determination that vour device complics with other regquirenients of the A
or any Federal statutes and regulations administered b odher Fodenl agencies. You must
comply with all the Act’s requirements, ingluding, bt not linited 100 pegastration and listing (21
CFR Part 8070 Iabeling (21 CFR Parm 5005 posd manulacturing praclice requireiments as set
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Torth in the quality systems (QS) regulation (21 CFR Part 820): and i applicable, the elecironic
product radiation controel provisions (Sections 331-542 of the Act): 21 CFR 1000-1050,

This levter will allow vou to begin marketing vour device as described in vour Section 310ik)
premarket nctification. The FIDA finding of substantial equivalence of vour device 1o o legally
marketed predicate deviee results ina classification for vour device and thus, permits vour device
o procecd o the marken.

IT you dusire specific advice for your deviee on our labeling repulation {21 CFR Part 8011, please
contact the Office of Compliance ar (2400 276-01 20, Also, please note the regulation entitled.
“Misbranding by reference 1 premarket notification” (21CFR Part 307.97). You may obtain
ather general information on vour responsibilities under the Act from the Division of Small
Manufacrers, International and Consumer Assistance al its wll-free number (800 6382041 o
(301) 443-6597 or at s Internet address hup: swww, fidagov cdeby dsmas dsmamain hyml

Sincercly vours,

) u'*#rw

-\r-m. Mark N. Melkerson
.-"n.[:l'lb Director
Division of Ceneral, Bestortive
and Neurological Deviges
CHTice of Device Evaluation
Center for Deviees and
Radiological Health
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Indications for Use

510(k) Mumber : (K053510)

Device Name: IR Wireless Foot Switch

Indications For Use:

The Linemaster wircless foot switeh is an aceessory that is indicated for use to provide foot
switch input control 1o any medical device that uses 1 wired foot switch with a switch closure
fon'ofl), 10 sctivate said device.

The system is intended for use in hospitals, outpatient clinics and physicians offices

Prescription Use X AMDIOR Over-The-Counter Use -

{Part 21 CFR 801 Subpan D) {21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
MEEDED)

Concurrence of CDRH, Office of Device Evaluation (QDE)
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