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Dear Dr. Myers:

We have reviewed your Section 510(k) prer-narl<et notif ication of intent to nrarket thc clcvice
ref 'erenced above atrcl l tave cletertninecl the clevice is substantial l-v equivalcnt ({ irr the incl icatiorrs
1br use stated in t l te ettclosure) to legall l 'ntal l<etecl precl icatc clcvic,cs ntarketed in intcrstutc
commerce prior to May 28, 1976. the cnactnrent date of ther N,lccl ical Device z\utencirnents. or to
devices that have beeu reclassilied in accorclance r,vith the provisions of the Fedelal Irood, Drug.
and Cosmetic Act (Act) that do not recluire approval of a premarket approval application (l'MA).
You may, therefore, market the device. subiect to the general controls provisions of the Act. 

' l 'hc

general controls provisions of the Act includc recluirernents lbr annual registratior-r. listing of'
devices, good manufacturing practice. labeling. and prohibit ions against rnisbrancling ancl
adulteration.

l f  your device is classif ied (see above) into either class l l  (Special Controls) or class II I  (PMA). i t
rnay be subject to sr-rch adclitional controls. lixisting nra.ior regulations affecting your device can
be found in the Code of Fecleral Regr,r lat ions. ' f i t le 21. Parts 800 to 898. In adcli t ion. FDA rnay
publish fulther annolrncenrents coucenrirrg your devicc in the lrederal Register.
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Please be advised that FDA's issuauce of a substantial equivalence determination does not pleall
that FDzr has made a determination that your clevice contplies with other recprirelrclts of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requilements. including, but not linrited to: registration and listing (21
CF'R Part 807); labeling(21CFR Part 801); good manufbcturing practice requirernents as set
forth in the qr-rality systetns (QS) regulation (21 CI]R Part 820); ancl if applicablc, the eleotronic
product radiation control provisions (Sections 531-542 o1'the Act);21 CFI{ 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notificatiou. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classificatior-r for your device ancl thus, permits your clevice
to proceed to the market.

If  yotr desire specif ic advice lbr yout clevice on our labelins regulation (21 CIFI{ Part 801 arrcl
addit ionally 21 CIrR Part 809.10 for in vitro diagnostic devices), please contact the OIf ice oI
Compliance at (301) 594-4646. Addit ionally, Ior questions on the pronrotion ancl aclvert isi lg of
your device, please contact the Office of Courpliance at (301) 594-4639. Also, please note the
regtrlation entitlecl, "Misbranding by reference to prernarket notihcation" (21CFR Part 807.97).
Other geueral iufortnation on yolrr responsibilities under the Act rnay be obtainecl fi-or1 the
Division of Srnall Mauttfacturers, International and Consurner Assistance at its tclll-frce number
(800) 638-2041 or (301) 443-6597 or at irs Inrerner acidrcss
http ://www. fda. gov/cdrh/dsnia/dsmamain. htnil

Sil tcerely ) 'ours,
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Ilranr p. Zuckerman. M.D.
Director
I) ivision of Carcl iovascular Devices
Ofl-rce of Device Evaluation
Center for Devices ancl

I{acl iological I  Icalth

Enclosure
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510(k) Nurnber ( i f  knorvn):

Dcvice Narnc: I IcartOne

lndications for f jse:

h t i . . " ' t t ; ;

The Ileartone is intended to be used as a Patient/physician activatecl single leacl BCG
data recorder/transrrritter' for recording ECGs o,r.l t*nrrnitting thern o',ei tclepholc lines
to Aerotel 's I leart l ine Receiving Station

The unit is indicated rvhenever it is desirecl to have single-lead electrocarcliograrls of apatient. J.here are rlo knorvn contrainclications.

(I'LEASE DO NOT WItIl'E I}I,]LOW THIS LINI' _ CON-TINUI' ON ANO'I'HI,IT
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Concurrence of CDIIII ,  Off ice of DcviceIlvaluation (ODIt)
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