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Date of Summary: 20 April 2011

Trade/Proprietary Name: IntriCon Datrix Centauri MT Ambulatory Patient
ECG Telemetry System (APETS)

Classification Name: Arrhythmia Detector and Alarm

Product Code: DSI

Intended Use: The IntriCon Datrix Centauri MT Ambulatory
Patient ECG Telemetry System (APETS) is
intended for diagnostic evaluation of patients who
experience transient symptoms that may suggest
cardiac arrhythmia. The device continuously
monitors, automatically generates an event triggered
by an arrhythmia detection algorithm or manually
by the patient, and automatically transmits the
recorded cardiac activity associated with these
symptoms for review by a licensed physician.

Device Description: The IntriCon Datrix Centauri MT APETS is a
device used for recording patient ECU data for as
long as 30 days. Selected data are sent for review
from the recorder, through a phone service to a
receiving station where they are available for
review by a physician or other qualified medical
professional. The Centauri MT APETS is capable of
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1, 2, and 3-channel recording, depending on the
type of cable being used. The recorder can run for
up to 30 days. Battery life depends on the mode and
battery option chosen by the user. The patient's
ECG signal is acquired via commercially available
silver-chloride electrodes appropriate for long-term
recording.

Predicate Device: Braemar, Inc. Fusion Wireless Recorder (K081444),
Datrix E-Tac EX- 1000 Electrocardiographic Event
Recorder (K042022)

Substantial Equivalence: Comparison to the predicate devices listed shows
nearly identical technical data, same indications for
use, same safety standards tested to, and raises no
new questions of safety or efficacy.

Performance Testing: Testing to applicable standards: 1EC60601-1 :1998,
2nd edition, LEG 60601-1-2: 200 1, AAMI EC 38-
1998.

Testing for the performance, functionality, and
reliability characteristics of the device followed
established test procedures in a quality system.

Conclusion
Comparison to the predicate devices listed shows
nearly identical technical data, same indications for
use, same safety standards tested to, and raises no
new questions of safety or efficacy. Therefore, the
IntriCon Datrix Centauri NIT APETS supports a
claim of substantial equivalence.
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4DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Inod andi Drug Adininsianon
10903 New Hiapshire Avenue
Document Control Room -W066-G609
Silver Spring, MID 20993-0002

IntriCon1 Datrix Corporation
c/o Ms. Tanya O'Brien
Clinic 'a Affairs Specialist
AJW Technology Consultants, Inc.
962 Allegro Lane NN 2Y\
Polio Beach, FL 33572

Re: K111160
Trade/Device Name: IntriCon Datrix Centrauri Ambulatory Patient ECG Telemetry

System (APETS)
Regulatory Number: 21 CFR 870.1025
Regulation Name: Arrhythmia detector and alarm
Regulatory Class: 11 (two)
Product Code: DSI
Dated: July 11, 2011
Received: July 14, 2011

Dear Ms. O'Brien:

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 11 (Special Controls) or class Ill (PMA),

it may be subject to additional controls. Existing major regulations affecting your device canl 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 Reister.



Page 2 - Ms. Tanya O'Brien

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 \vith 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); medical device reporting (reporting of medical

device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set

forth in the quality systems (OS) regulation (21 CER Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 2 1 CER 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

go to littp://www.1f1a.gov/AbouitFDA/Cente5sOffices/CDRH/CDRH~ffices/ucm 11 bSOY.him lor

the Center for Devices and Radiological Health's (CDRI-ls) Office of Compliance. Also, please

note the regulation entitled, 'Misbranding by reference to premarket notification" (2 1 CFR Part

807.97). For questions regarding the reporting of adverse events under the MDR regulation (2 1

CFR Part 803), please go to
http://www.f'da jgov/Medicallevices/ -SafetyReportaProblme/P ltult.litni for the CDRH' s Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from thle

Division of Small Manufacturers, International and Consumer Assistance at its toll-free number

(800) 638-2041 or (301) 796-7100 or at its Internet address

http2://www.fda.vrnv/MedicalDevicesZResourcesforYouZlndulstrv/dcfaulthtn.

j am ZD. Zucker,

Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use Statement

5 10(k) Number (if known):

Device Name: IntriCon Datrix Centauri Ambulatory Patient EGG Telemetry System
(APETS)

Model: IntriCon Datrix Centauri MT

Indications for Use: The IntriCon Datrix Centauri MT Ambulatory Patient EG
Telemetry System (APETS) is intended for diagnostic evaluation of patients who experience
transient symptoms that may suggest cardiac arrhythmia. The device continuously monitors,automatically generates an event triggered by an arrhythmia detection algorithm or manually bythe patient, and automatically transmits the recorded cardiac activity associated with these
symptoms for review by a licensed physician.

Contraindications:
1. Patients with potentially life-threatening arrhythmias who require inpatient monitoring.
2. Patients who the attending physician thinks should be hospitalized.

Prescription Use __X AN/R Over-The-Counter Use ___

(Part 21 CFR 801 SubpartD) AN/R (21 CFR 801 Subpart C )
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE

IF NEEDED)

---------------------------------
Concurrence of CDRH, Office evice Evaluation (ODE)

Division of Cardiovascular Devices
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