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510(K) SUMMARY

This summary of 510(k) safety and effectiveness information is being submitted in accordance
with the requirements of SMDA 1990 and 21 CFR §807.92.

The assigned 510(k) number is: .

1. Submitter's Identification;
HealthInterlink, LLC

2323 S. 171 Street, Suite 202, Omaha, NE 68130
Tel: 402-718-8824
Fax: 402-519-2173

Date Summary Prepared: October 1, 2013

2. Name of the Device: Healthnterlink Beacon

3. Common or Usual Name: Remote Patient Monitoring System
Regulation No. 21 CFR 870.2910

Product Codes: DRG, DXN, FRI, FLL, NBW, DQA, JQP

4. Predicate Device Informatio:i:

K112559 MEDAPPS 2.0 REMOTE PATIENT MONITORING SYSTEM
K112858 GENESIS TOUCH SYSTEM

K122285 TABLET COMMANDER

K103276 INTEL HEALTH GUIDE EXPRESS

5. Device Description:

The Healthinterlink Beacon is a software application. Once installed on a commercially-
available device, the Healthinterlink Beacon software uses standard communication
protocols to exchange information with other medical devices (peripherals). Data
collected from the medical devices is transmitted to a server database for review by a
caregiver. The HealthInterlink Beacon software has a user interface which allows the
patient and caregiver to communicate using methods which include questions, answers,
and messages.

Healthlnterlink Beacon is not interded for emergency use or real-time monitoring.
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6. Intended Use:
The HealthInterlink Beacon device is for use by patients to collect and transmit general
health information, physiological measurements such as blood pressure, temperature,
weight, glucose and SpO2 using commercially available FDA cleared wireless medical
devices designed for home use, and other data between themselves and a caregiver.
The _Hca]thlnterlink Beacon makes no diagnosis. Clinical judgment and experience are
chuxred to check and interpret the information transmitted. HealthInterlink Beacon is not
intended as a substitute for medical care.
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Discussion of Non-Clinical Tests Performed for Determination of Substantial
Equivalence are as follows:

The submitted HealthInterlink Beacon system has undergone design control verification
and validation testing. HealthInterlink Beacon validation testing includes testing of all
executable code and functicnality and confirmation that all identified risks have been
adequately addressed by software functionality, the user interface, documentation or user
SOP. HealthInterlink Beacon system verification and validation activities as part of the
design control process include testing of all Design Specifications (Design Control
Inputs) based on risk analysis and Verification plans. HealthInterlink Beacon Verification
Plan execution ensures the system works with each type of user accessory medical device
(blood pressure monitor, scale, thermometer, glucose, and pulse oximeter) as part of the
HealthInterlink Beacon system including integration to Beacon Clinical Care Access
(CCA) backend software application. The output of these design control verification
analysis documents for the HealthInterlink Beacon system shall meet its requirements
and design specifications as intended. No new hazards to safety or effectiveness are
presented by HealthInterlink Beacon, therefore, no clinical tests were conducted.

Discussion of Clinical Tests Performed:

No new hazards to safety or effectiveness are presented by HealthInterlink Beacon,
therefore, no clinical tests were conducted.

Conclusions:

HealthInterlink considers the HealthInterlink Beacon to be equivalent to the predicate
devices listed above. This conclusion is based upon the devices' similarities i in principles
of operation, technology, materials and indications for use.
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Healthinterlink, LLC

% Susan Goldstein-Falk
Official Correspondent
MDI Consultants, Inc.

55 Northern Blvd, Ste, 200
Great Neck, NY 11021 US

Re:  KI133252
Trade/Device Name: Healthinterlink beacon
Regulation Number: 21 CFR 870.2910
Regulation Name: Radicfrequency Physiological Signal Transmitter and Reciever
Regulatory Class: Class I}
Product Codes: DRG, DXN, FRI, FLL, NBW, DQA, JQP
Dated: January 29, 2014
Received: February 11, 2014

Dear Susan Goldstein-Falk: \

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 11 (Special Controls) or class Il (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) (2! 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
contact 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/ResourcesforY ou/Industry/default.htm. 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/RepertaProblem/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

htp://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

forBram D. Zuckerman, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radioiogical Health

Enclosure
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0810-0120
Feod and Drug Administration Expiration Data: Decamber 31, 2013
Indications for Use Sea PRA Statemant on last page.
510(k) Number (i known)
Dsvice Name
Healthinterlink® Beacon®
Indications for Use {Describe)

The HealthInterlink® Beacon® device is for use by patients to collect and transmit general health informaticon, physiological
measurements such as blood pressure, tempersture,weight, glucose and Sp0O2 using commercially available FDA cleared wireless
medical devices designed for homce use, and other data between themselves and a caregiver.

The Heslthinterlink® Beacon® makes no diagnosis. Clinical judgment and experience are required to check and interpret the
information transmitted, Healthinterlink® Beacon® is not intended as a substitute for medical care,

Type of Use (Selact one or both, as appiicable)}
Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.
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