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tDate of PreparatIon: 2006-09-22
Devico Nanto / Trade Nam-, CardkAidorW' CM 30001 2EIT Holler asconlmer

Demneri "ame of the devlcs: Eletrcarigapvrnbultory (withouk Analysts~

Classification of new d~evlce, ls It

Clarrinficationt Panel, Cr~mtlktvasCutl

Product Code and 1MWJ

CFR Reguslation Nuiter: 21 tiER 70,2300

Predicate Devices Name alid CerdiomervoCM 3000-12 Holter recorder
510(k) Numbersi 1•051 686

i(730(00X713T ECGGRcdefrrsmtr
K062556

DescrIption of Device:

The CM 3000-128T Is a 1-olter recorder dsiteiped to be Inted Incjnton with the evaluttaion,
software Cardsofla9 (K<051471). This recorder is not Capable of ny diagnosis nrearanli
provide any Itnerprelatlon of the data The CM 2000128? acquires, digltizes arid stores data
to be anelyzed by Card-toayaO. Ther CM 30W0028T utflizes, a 10-tead electrode hrookupsand
placement to provio Cardk00iy4 with 12 channe~tls ofil dislosure for Hoster anallysis. The
cardiac dale providea by C dioDay is used by traided medical personnel to assist in Ilia
diagnsyis of pterts wth~ Yarrns rhynim pallerns. The CM 3000-12BT If mter recorder stheme
I t' ECC, ctarirml curtinuoua fo up to 48 hours imdudina the detection of pacemaker puetsti
.A keypsorr is avrnlutc . c toseup ssemi contifiuralion. to enter patients ID and narme, to check
toAl qadtttv durirng hook*tsp, and to stiad te wrcodIng. Outing the recordjnq, the keypad can
be tgeetJ to coler event mrarkets, Thre CM 3000-1 28T has ai LCD screen to allw ECG display
during hrho hook-tIp, lead quali~ty check, system configuration and various mressags for the
heook-up techaician The CM 3000-12ITT uses she or two AA alserelis, anti a ffe~movable
I neamry card icr ditaA storage,

EGG athe and patient data cean be lransriltted via a Olutooiath conection (81' module Naom
Aarber wireless GinbH) froms Ihe CM 3000,12BT Io Canfrdk~fm arid also from Cardisiiays to
the CM 30001,MT.
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Comparkson of DeOvie Toelin4ogital Characteristics to Princate Device:

VIe CIto (-70fDX- 34 th Card ;Mt3rn3 CM 3000S12 Holle rocorer. arWd th
Cardcilern® oM 300, 12 Ho(e rorecrer have the folIkswŽg tectmogy specioahorm
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Intended use:

YinGih(~C~Jc&.Cm PyII 9i~ o~r < o~de a> interdd to cono uously record op to 48 hours of
EGG Ja;i an ca d~iof fla;h mamctry card. Then Galn~4oem portmFis Io cardiac analyrs by
saffnd iTi interadod to be kesd with Mhe onaltyfsl evalwatlon ,otroam CardloDay. -Thae

recowoad 6at are edawnloardd too a K J-r analyshs and tohA&Yl a evakcstolm by a trained
pfivsvian or bonito care professionall

F ;3e lal bw nettricte Catdb veaP¢o b to o of order o a pftwi'ir

This devico Is aittablu only }pon the order of a physician or other ceansid nedital

proefisiimnot-

No.ftlinial Tostigtt;

V.¢Th ,art and VahiUTo ltest Plafs ywere ComptIPIO in accoard ance w~h! getenlod AG
pf(codores and C4P 90erefinsi A Havard Analysis was completed and hazasds were

/8. C;il OM( < CM 301)12BT 1semp! es the falttin§ standards:

KGEC WiiOtbl't
IEC eCO01-1-2 tEMC)L
I EC 606014 I

-IEC ~01-47,
IEC W6001-2451 (Part 50101t2),
ANS/AAMI ECfl
ISO 14971,
EN 980,

-ISO 527.23,
EN l10i

It system pf atdors were 'at anrd Ie$ilnd paOffrarled to demonstrate substantial
fumivaleac

Clitical TestaIn9

Cenclusaton;

The Cardlo,4ren? CM 3000d2BT Holter rewcrder is sblanti[liy equivalenl to the predicate
device ted in this &aanaryt and the device, as chafed, does not raise mny aew Isowas cf
eafety a it eftoe.leAo adt
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

MAY 3 0 2007

Getemed AG
c/o Sid Mathur
Senior Regulatory Affairs Specialist
MDI Consultants, Inc.
55 Northern Blvd., Suite 200
Great Neck, NY 11021

Re: K063042
Trade/Device Name: CardioMem CM 3000-12BT
Regulation Number: 21 CFR 870.2800
Regulation Name: Medical Magnetic Tape Recorder
Regulatory Class: Class II
Product Code: MWJ
Dated: April 23, 2007
Received: May 3, 2007

Dear Mr. Mathur:

We have reviewed your Section 510(k) premarket notification of 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 require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls 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 against misbranding and
adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
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
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and 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), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21 CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html.

inc ly yours,

BraD . Zuckerman, M.D.
Dir c or
Div jon of Cardiovascular Devices
Offi e of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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Indications for Use

510(k} Nu mber (if kncwn'}:

(Device Name: Canrioierr;, CM 3000-1 2BT

indications For Use:

The CardtoMeV CM 300-12ST I a Hotter recorder which Is indicated for patients who
may benefit from a tong-term continuous electrocardiographic (EGG) recording, Including,
but not limited to, those with complatints of palpitations, syncope, chest pain, shotoress of
broa h or tome that need to be rronitored to judge their current cardinc ftnctionaiity.

Pre$:cripdiow Use, AND]OR OverThe-,;ounter Use.

(fPLEASE DO NOT WRITE EIBELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH; Office of Device Evaluation (ODE)
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