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Dear Mr. Bolkan:

We have reviewed your Section 510(k) premarketnotificationof intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate 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) that do not requireapproval of a premarketapproval application (PMA).
You may, therefore, market the device, subject to the generalcontrols 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 againstmisbrandingand
adulteration.

If your device is classified (see above) into either class II(Special Controls) or class III(PMA), it
maybe subject to suchadditional controls. Existing major regulations affecting yourdevicecan
be found in theCode of Federal Regulations, Title 21, Parts 800 to 898. Inaddition, FDA may
publish further announcements concerningyourdevice in the Federal Register.

Please be advised that FDA's issuanceof a substantialequivalence determination does not mean
that FDAhas made a determination thatyour device complies withother requirements of the Act
or anyFederal statutes and regulations administered byotherFederal agencies. You must
comply with all the Act's requirements, including, butnotlimited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); goodmanufacturing practice requirements as set
forth in thequality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of theAct); 21 CFR 1000-1050.






