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Wa have reviswed your Section H10{k) notfication of intent to market the device referenced above and we have
datermined the device is subslantaly equivalent ifor the indicafions Tor use staled in the enclesure) o legally
miarkated pradicate devicas marketed in inteesiate comemenca prior fo May 28, 1970, the enaciment date of fhe
hadical Device Amendmants, or 1o davices thal have been recassified in eccordance with the provisbons of the
Federsl Food, Drug, armd Cosmstic Act (Act). You may, tharefom, maret the device, sublect o the genaral controls
provisions of the Ac. The general conlrols provisions of the Acl include requirements for annual rogistration, Esting of
davicas, gord manuifaciuring practice, kbeling, and prohibilions agains! mesbranding and sdullerabon.

H your devics is dassified (see above) Injo either class || {Epecial Confrols) or class | [Premarked Apgeoval), it mary
b subjed {0 such additional conlrals, Exisling majer regudations affacting your devios esn ba found In the Code of
Federal Requlations, Tike 21, Parts BDD o 885, A subslantally equivalont determination asswmes compliance wilh
e Comrent Good Manufsctuing Fracice requirements, g5 sal forth in the Qusdily System Regulstion (Q5) far
Medcal Davices: General regulalion (21 CFR Part B20) and that, thraugh penodic O3 nspeciions, fw Food and
Errg Adminstration (FDA) will verify stch assumptions. Failure to comply with the GMP reguiation may resull In
regulatery action. |nadditian, FOA may publish further ennouncements concenning your device |n the Faderal
Hegister. Pleasa note: this response 1o your premarkel nofificalion subviasion does nol affed] any obligation you
mighi have under seclions 631 through 642 af the Act for devices undef the Eleckanic Product Radiation Control
prosdsiong, of othee Faderal ksws or ragulsions.

Thie better will allow you 10 begin markeding your device g3 described in your 510(k) premarket nolification. The FOA&
fircing aof substantial equivalence of your device 1o g legally marketed predicats dayvios rasdlin in a classHication Tar
your davice and thus, panmits your device o procead 10 the marke],

H you desire specific advice ky your device on owr labeling regutation (21 CFR Part B0 and additionaly 809,10 Tor in
vitrn diagnestic dovicas), pleaso contacd the Ofice of Compliance al (301) 554-4813. Addifionally. for questions oo
tisa promotion and sdvertising of your device, please contact tha Office of Compliance at (301} 5944638, Also,
please nate the regulation enditizd, "Misbranding by reference to pramarke! notfication’(21 CFR 807 87). Other
ganaml mformation on your responsibilites under the Act may be obtséned Trom e Division of Small Manufaciurors
Assistance st ils foll-free numbear (00 838-204 7 ar (301 ) 443-0557, o st its internet address
"hittp-ftwves lda.gowiedrivdemalda mamain himd®,
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