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Dear Dr. Myers:

We have reviewed your Section 510(k) premarket notitrcation of intent to nrarket the clevice
referencecl alrove atrd ltave deterntittecl the device is substantially equivalent (fcrr the indicatiols
Ibr use stated in the enclosure) to legallv nrarketed predicate devices marketed in interstate
cornnlerce prior to May 28, 1976,the enactment date of the Medical Device Amendments. or to
devices tliat have beeu reclassified in accordance rvith the provisions of the Irederal Foocl, Drurg,
atrd Cosmetic Act (Act) that do not require approval of a premarket approval application (I,MA1.
You may, therefore, tnarket tlte device, subject to the general controls provisions of the Act, l'he
general controls provisions of the Act include requirements for amual registration, listing of
devices, good mauufacturing practice. labeling, and prohibit ions against misbrancling arrd
adulteration.

If yourdevice is classif ied (see above) into eitherclass II (Special Contr:ols) orclass III  (PMA), i t
may be subject to such additional controls. Existing rnajor regulations allecting your device cap
be found in theCodeo fFedera l  Regu la t i ons ,  l ' i t l e2 l ,Pe r r t s800 to898 .  I nac ld i t i on .FDAmav
publish further announcellrertts concerning your device in the lrecleral Register.
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Please be advised that FDA's issuattce of a substantial ecluivalence determipation 6oes not mearl
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. you must
cornply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeli ng (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systetns (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act);21CFR 1000-1050.

This letter r'vill allow yott to begin rnarketing your device as described i1 your Section 5 l0(k)
pretnarket notification. fhe FDA finding of substantial equivalence of your device to a legally
ntarketed predicate device results in a classification for your device ancl 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 and
additionally 2l CFR Part 809.10 for in y4ry diagnostic devices), please contact the Office of
Conrpliance at (301) 594-4646. Additionally, for questions on the prornotion and advertising of
your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the
regulatiotr entitled, "Misbranding by reference to premarket notificatiorl' (2l CIrR part 807.97).
Other general infonnation on your responsibilities under the Act rnay be obtained from the
Division of Srnall Matrufacturers, Itrternational and Consunrer Assistance at its toll-fi.ee nuntber
(800)  638-2041 or  (301)  443-6597 or  at  i ts  In terner  address
http ://www. fda. gov/cdrVdsrna./dsrlanrain. htrnl

Sincerely yours,

Acting Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Iladiolosical I  Iealth

Enclosure
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f)evice Narnc: I leart l inc l{cceiving Station

Indications for Use:

l ' ' fhe l leart l ine is an ECG Inonitoring dcvice intended to receive IICG signals
over staltdard telephone lines fi'clm patient operatcd transrnittcrs rvhen
decoded, received signals arc recordecl and patiel'rt data can bc displayecl op
a PC monitor for physicians analysis and cornltrent. "

(PLIIASE DO N()1' WlUl'E l lr i lHow T'IIIS r.INri - CtON't'rNUIt oN ANOTITEIT
I'A(;Ii IF NIiIiDE,I))

concurrcr rce of  c l l ) l t l I ,  o f f icc  of  I )g ' icc  l iva luat ion (or)E)

Prescription Ur. . Y
(Per 21 CFR 801.109)

and Respiratory Devjces
l( i\.r \ //\ *\

510(k)Number L-ur'd'\u 
-l )


