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November 15, 2023 

Applied Cardiac Systems, Inc.
R. Ben Ghadimi
Director Regulatory Affairs
22912 El Pacifico Dr
Laguna Hills, California 92653

Re:  K103706 
Trade/Device Name: The Core (cardiac Outpatient Realtime Ecg) Monitor
Regulation Number:  21 CFR 870.1025 
Regulation Name:  Arrhythmia detector and alarm (including ST-segment measurement and alarm)
Regulatory Class:  Class II
Product Code:  QYX, DSI 

Dear R. Ben Ghadimi:

The Food and Drug Administration (FDA) is sending this letter to notify you of an administrative change 
related to your previous substantial equivalence (SE) determination letter dated August 24, 2011. 
Specifically, FDA is updating this SE Letter because FDA has created a new product code to better 
categorize your device technology. 

Please note that the 510(k) submission was not re-reviewed. For questions regarding this letter please contact 
Jennifer Kozen, OHT2: Office of Cardiovascular Devices, 301-796-5813, jennifer.kozen@fda.hhs.gov. 

Sincerely,

Jennifer Kozen
Assistant Director
Division of Cardiac Electrophysiology, 

Diagnostics and Monitoring Devices 
Office of Cardiovascular Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological Health
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Applied Cardiac Systems, Inc
c/o Mr. Ben Ghadimi AUG 24 2111
22912 El Pacifico Drive
Laguna Hills, CA 92653

Re: K103706
Trade Name: The CORE (Cardiac Outpatient Realtime ECG)
Regulation Number: 21 CFR 870.1025
Regulation Name: Detector and Alarm, Arrhythmia
Regulatory Class: Class II (two)
Product Code: DSI
Dated: August 9, 2011
Received: August 17, 2011

Dear Mr. Ghadimi:

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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to 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); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); 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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.ov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm 115809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm 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 the
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
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

5..- D. Zuckerman, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Applied Cardiac Sys
Section 4: Indications For Use

Section 4: Indications for use
510(k) Number (if known): 3 -G(

Device Name: The CORETM (Cardiac Outpatient Realtime ECG)

Indications for Use:

1. MCT Mode: Use on adult patients who experience transient or non-transient symptoms that may
suggest cardiac arrhythmias. The arrhythmia detector and alarm device monitors an
electrocardiogram and is designed to produce a visible or audible signal or alarm when Ventricular
Fibrillation/Flutter, Atrial Fibrillation/Flutter, Pause (Asystole), Bradycardia, or Tachycardia occurs.

2. Holter Mode: Use on adult patients experiencing palpitations, syncope, pre-Syncope, dizziness,
arrhythmia, bradycardia, tachycardia, angina, ischemia and paced ECG.

3. Multi-Lead (Resting EKG) Mode: Use on adult patients for acquiring, storing and viewing/printing of
up to twelve (12) leads of patient ECG waveforms through surface electrodes adhered to the
patient's body.

Contra-indications for use:

1. Patients with potentially life-threatening arrhythmias who require inpatient monitoring; and
patients who the attending physician thinks should be hospitalized.

The device continuously monitors patient's ECG, automatically generates an alarm triggered by an
arrhythmia detection algorithm or generates an alarm manually triggered by the patient, and transmits
the recorded data transtelephonically to a monitoring center.

The software does not perform diagnosis. The ECG data is provided to the medical practitioner for
evaluation and diagnosis.

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDR Office of Device Evaluation (ODE)

D ision of Cardiovascular Devices

510(k) Number / ? 7c

____ ____ ___ ____ ___ ____ ___ ____ ___8/9/11
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