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Dear Dr. Myers:

We have revielved your Scction 510(l<) prernarket notif ication of intent to rnarhet the clevicc
referencccl above ancl l tave cletennineci t l ic clevicc is substantial lr,  ecluivrlcnt (fbr t lrc incl ications
for ttse stated in the euclosure) to lceall-y urarketed predicate devices ntarrhetcd in interstater
corlrrrerce prior to May 28, 1976.Llte ettactment date of the Medical Device Anrenchrents. or to
devices that have beetr reclassif ied in accorclance rvith the provisions of the Irederal Foocl. Drug,
and Costnetic Act (Act) that clo uot recluire approval of aprenrarl ict alt lrroval aplt l ication (PN4A).
Youmay, there lbre, tnar l<et thec lev ice,sr , rb ject to thegenera l  contro lsprov is ionsof the Act . - l -he
gencral cotrtrols provisions of thc Act inclr.rde recluirements for annual regist lat ion, l ist ing o1'
clevices, goocl nranulhcturing practice, labeling, ancl prohibit ions against rnisbrancling and
adulteration.

l f  your clevice is classi lred (see above) into either class l l  (Spccial Controls) or class II I  (PMA), i t
tttay be sub.ject to such aclditional controls. Existing ma.jor regr-rlatious af l'ecting your device can
be lbund in the Cocle of Irederal Regulations. Tit le 21, Parts 800 to 898. In acldit ion, FDA rnay
publish lirrther alllouncelncuts concerning your device in the Federal Register.
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Please be aclvised that FDA's issuance of a substantial equivalence cletennination does not mean
that FDA has nracle a deterrnination that vour device conrnlies rvith other reouirements ol the Act
or auy Federal statutes ancl regulations aiministerecl by oih., Irerleral "g.,-,.i"s. You r-nust
courply r,vith all the Act's requirements, including, but not limited to: registration and listing
(21 CfR Part 807); labeling (21 CIrR Part 801); good manufacturing practice requirements as set
lbrtli in the quality systems (QS) regulation (21 CIIR Part 820); and if applicable. the electronic
prodnct racl iat ion control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
l 'his letter rvi l l  al lorv you to begin rTrarkcting your clevicc as clcscribecl in vour Section ,510(l{)
pretnarket notif ication. l 'he irDA f inding of substantial equivalcncc of your clcvice to a legally
marketed preclicate device results in a classification for your c1er.'ice and thus, pemrits your device
to proceed to the market.

If  you clesire specif ic advice for your device on our labeling regulation (21 CFI{ Part 801), please
cotrtact tlre Office of Conrpliance at (301) 594-4646. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may clbtain
other geueral infonnation ou your rcsponsibi l i t ies nncler the Act from the Division of Small
Manufacturels, lntemational and Consumer Assistance at i ts tol l- free number (800) 638-2041 or
(301) 443-6597 or at its Intcnret addrcss http://rvrvr,v.{ila.cov/cclrlVclsma/clsnramain.htnrl

Sincercly yours,

Division of Carcl iovascular Devices
Office cf Device Evaluation
Center for Devices aud
Radiological I lealth

Enclosure

A

{l,-
\

raur D. Zr
Director
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Indications for Use:

The Aerotel Medical Systerns (1998) Ltd MPM-Net system is intendecl to be usecl bypatients to measure their bloocl pressure at home and tiansmit it to a central statron bytelephone' The system inclucles both the patient unit and a central computer program (tobe used in a Personal computer) which ieceives the blooo pressure 4a1a, stores it in apatient's record, and prepares reports ancl charts rno*"ing the history of the syslolic,diastolic pressures and the heart rate. The system is ntit intended io,. puii.nts withdefibrillators.
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