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Official Contact: Lawrence Weinstein, President
ALR Technologies
3350 Riverwood Pkwy, Suite 1900
Atlanta GA, 30339 USA
Tel - 804-3024905
Fax -678-881-1418
c-mail: laIrvw alrtcom

Proprietary or Trade Name: Health-c-Connect System

Common/Usual Name: Blood Glucose Meter

Classification Name: System, Test. Blood Glucose OTC
NBW - 862.1345, Class - 2
Calculator/Data Processing Module for Clinical Use
JQP - 862.2 100, Class -I

Predicate Device: K062770
Copilot Health Management System
Abbott Diabetes Care Inc.

K090801
Electronic House Call System
Express MD Solutions, LLC

Device Description:
The ALRT Health-c-Connect System (HeC) is an internet based blood glucose monitoring
system that allows healthcare providers and patients the opportunity to review, analyze and
evaluate the efficacy of a diabetes management program. It is expected that this functionality
will significantly improve HbAIC levels in patients with diabetes.

Note there arc no physical, electrical, biocompatibility or sterility specifications for-this device as
it is software only. It performs two functions: it is a data management tool and a communication
platform.

The Health-c-Connect System is comprised of a home based application, legally marketed
peripherals (blood glucose meters) and a server.

The home based application software collects data from blood glucose meters and transmits the
data over the home's existing internet connection where it is uploaded to the Health-c-Connect
System's web-based servers.
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The server is a web-based application that collects, range checks, stores and displays historical
patient blood sugar levels. It also allows patients, hcalthcare providers, patient relatives and
other healthcare providers involved in the case to send messages to each other and share patient
information. This communication is retrospective and not a real- time alert or alarm. The Health-
e-Connect System is a tool to monitor patients remotely and motivate them through notifications.

Intended Use
The Health-c-Connect System is a remote, retrospective tool to supplement a patients' care. The
Health-e-Connect System is intended to be a simple "store and forward" communications
platform that allows clinicians and authorized users to access a patients' information for review
and feedback. The Health-c-Connect System is a tool to monitor patients remotely and motivate
them through notifications. The Health-c-Connect System is not intended to replace existing
treatments or consultations, nor is it to be used as a substitute for a qualified healthcare
provider's judgment or treatment plan. The Health-c-Connect System is not intended to act as an
emergency response system.

Indications for Use:
The Health-c-Connect System is intended for use in the home and clinical settings by people with
diabetes and healthcare providers as an aid in the review, analysis and evaluation of historical
glucose test results and associated usage data in support of an effective diabetes management
program.

Patient Population:
Patient with diabetes

Environment of Use:
Home and clinical environments

Contraindications:
None

Technology:
The Health-e-Connect System is a software based data processing system. The device operates
on personal computers and across the internet via encrypted communications.

Materials:
No patient contacting materials

Performance Testing
The HeC was tested with I different meter models. The following tests were performed as part
of the verification.
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Bench Testing

Test: View Glucometer summary of a user
Procedure: Correct Glucometer summary (checked against paper copy & calculations)

Test: Glucometer usage uploaded into the HEC
Procedure: Take a blood test and cheek blood-sugar value on glucometer. Connect

glucometer to HeC Desktop Programmer and upload. Cheek HeC recorded
value.

Test: Patient information and import data are not associated correctly
Procedure: Performed many uploads of the glucometer. For each upload, a log is

created, manually checked the log for the uploads.

Test: Glucose analysis is flawed and the results are not correct in the
HeC-RCS

Procedure: The code which analyzes the glucometers values is checked thoroughly
against other algorithms calculating the same statistics to verify accuracy.

Glucose meter test summary

Manufacturer Model Test I Test 2 Comment
Bayer BreeZTM Pass Pass Verified

ContourTm pass Pass Verified
Abbott Freestyle FreedomITMl pass Pass Verified

Freestyle Freedom LiteTM pass Pass Verified
Freestyle LiteTM pass Pass Verified
Precision XtraTM pass Pass Verified

Roche ACCU-CHEKTm Aviva pass Pass Verified
ACCU-CHEKTM Compact Plus pass Pass Verified

Lifescan OneTouchTM Ultra 2 pass Pass Verified
OneTouchTM Ultra Mini pass Pass Verified

Test 1: connection/comrunicat ion between glucose meter and ALRT HeC System using
manufacturers' data cable and various rated operating systems.

Test 2: verification of data transfer- accuracy and completeness of data, all required fields, sent
to correct account.

Non-clinical Testing:
A series of Usability!/ Human Factor studies were performed with lay users and
healthcare providers. Overall 22 lay users and 2 HCP were involved. The Human Factor
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Study (HFS) was intended to evaluate the usability of the Health-e-Connect (HeC)
System, including aspects of user friendliness, design and so forth. The study was
conducted by surveying users of the system that were able to evaluate such aspects as
manual data entry, electronic data uploads, reports, messaging and other functions.
Participants included patients with diabetes and caregivers.

Clinical Testing:
Clinical testing was not performed to support this submission as the HeC is a data
collection device only.

Conclusions:

Bench testing: All meters passed the outlined tests.

Usability! Human Factors Study: Results of this HFS indicate that the HeC System is
user friendly, is fast and easy to use and that users were able to successfully perform the
various functions within the system.

Comparison to Predicates:

Indications -

The Health-e-Connect System has same indications for use at the predicate K062770.

The Health-e-Connect System is intended for use in the home and clinical settings by
people with diabetes and healthcare providers as an aid in the review, analysis and
evaluation of historical glucose test results and associated usage data in support of an
effective diabetes management program.

Technology -

The HeC has the same technology, software and interact, as the predicates K062770 and
K090801.

Materials -

The HeC and the predicate have no patient contact materials

Environment of Use -

The environments of use, home and clinical, are the same as the predicates K062770 and
K090801.

Patient Population -

Patients with diabetes is the same patient populations as the predicate devices K062770
and K090801
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Attribute Ex press NID Solutions. LLC Abbott Diubites Care AIR Technologes Dlscutssion of Differences
Electronic 11ous.e Call System copitl l1'saltha-cCoonee

510(k)1 K0951801 51015) K062770) 510(k) unknown ______________

Indicalions for Tne Electronic House Call System (Electronic House Call The Copilot Health Managerment System is The Heaclth e-Cormct System is nncdd for use in Equivalent to K(090801 and
Use Dev ice + Eleeotie House Call Application + Electroni intended for use in the home and clinical settings thc home and clinical scalings by people with K(062770

House Call Website) is a cetnote. retrospeetivo monitoring by people wi~th diabetes and hisaldheare diabetes and heacarex providers us an aid in the
tocol for supplement in a patients care. The Electronic prfessionals as an aid in the review. analysis and review. analysis and evaluation ofhbistoicl glucose Comceit to blood! glucose imers
House Call Devicer together with the Electronic House evaluation of historical gl ucose test results in test rsults and associated usage data in support of
Call Application is intnded to be asimsple s tore and sutpport of.n effcot diabetes management an effective diabkse managementt prosgram.
forward" commttnications platfotrm that allow s clinicians program.
and priviflegedi users to access a patients isfoetaation for
meytew hrough the Electrosnic House Call1 Website. The
Electronic House Call Device is a torol to monitor patiens'
metnoti and mtooivate them through cducation and
reminder, The Electronic Ilous, Call System allows
patients tomcatsure vital signs syito ass istlance from
their healthcare prosider, Te Elexctrni House Call
System is not intended to replace exsting treatments or
consultulions. nor is it to be used a, a substitue for a
quali Fied healthcare professional's judgiotifcralmen
plan- The Electronic House Call Systetn is also sot
intended to act as an emergaey reorts system,

Environment Hotne and clinical enironuments (not explicitly stated) Home and clinical environtments (not expl icitlys Homte ad cliniical rttvirntenlu Satme
'afosestated)

Data Sources Various legally marketed devices Keyboard entr and blood glucmo totrs Keyboard entry~ and bloodi glneose meter Sante as K(062770
Connectivity Vaious devices to computer BG meter, to computer BC mewlers to stormpuer Health-c-Conec provides a les

cutbersome. nore rel iable tneart
_____________ ___________________________________________ f coostunicalion

Telephone line or other identified method (existing high- Comptpner to health care provider via printing Cotmputer to computer via intemet Heath-c-Cone ,.proides a less
spee cetio in paliots' home) airg or trading cttmbersotmetn rreliable tseatts

____________________________________________________ o cotmttunicatior
O)utput Email to clinician Variousrpresentations of h istoricat btood Various repreniftliotss of historcal bloodl glucose Sittti ar Isa Kit627

glucose valnes and statistics. valnes and slalttsc.

Etmail or SMS message to patient
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4DEPARTMENT OF HIEALTHI & H[UMAN SERVICES Public Health Service

ALIR Techinolou-ics Food and Drug Administration
10903 New Hampshire Avenule

c/o Promedic [tic. Silver Spring, MD 20993
Paul Dryden
2430 t Woodsaue Drive
lBon ita Springs, Flor ida 34 134

Re: kl102063 1C i 2011
Trade namue: l-lealth-e-Cotunect System

Regulation Number: *2 1 I R 862.1.345
Reulation Namne: Glucose Test System
Regulatory Class: Class It
Product Code: NBW. JQP
Dated: September 22, 20 LI1
Received: September 923, 2011

Dear Mr. Dryden:

We have reviewed your Section 5 10(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 eclCostIre) to ll~ 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 dto not require
approval of a premarket approval application (PN4A). YOU May, therefore, market the
device, subject to the general controls provisions of the Act. The general controls
provisions of the Act inlde Icqeirents for annual registration, listing of devices,
gUoodl Intfacltrillg practice, labeing, and prohib it ions against misbranding and
aIdU Iteration.

If your device is classified (see aboe into either class HI (Special Controls) or class Ill
(PMA), it may be subject to such additional controls. Existing major regltations
affecting your device can be found in Title 21, Code of Federal Regulations (CFR), Parts
800 to 895. In addition, FDA may publish further anfOnounents concerning yotrr
device in the Federal Reg-ister.

Please be advised that FDA's issuance of a substantil equivalence determination does
not mean that FDA has made a rleterminati on that your device complies with other
requireet of- the Act or any Federal statuites and reg-ulations administered by other
Federal agencies. You niMust cbmnpl y with all the Act's requiremTents, including, but not
limited to: registration and listing (21 JFR Part 807); labeling (21 CFR Parts 801 and
809); medical device reportins (reporting of medical device-related adverse events) (21
CFR 803); and goodI m~anIufacturing practice requirements as set forth in the quality
systems (QS) regulation (21 CFR Part 820).
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please contact the
Office of It? Vitro Diagnostic Device Evaluation and Safety at (301) 796-5450. Also, please note the
regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 807.97). For
questions regarding postrnarket surveillance, please contact CDRH's Office of Surveillance and Biometric's
(OSE's) Division of Postmarket Surveillance at (301) 796-5760. For questions regarding the reporting of
adverse events under the MDR regulation (21 CFR Part 803), please go to
http://www.fda.gov[MedicalDevices/Safetv/ReportaProblem/default htm for the CDRH's Office of
Surveillance and Biometrics/Division of Posimarket Surveillance.

You may obtain other general information on your responsibilities under the Act from thie Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or ( 301 ) 796-
5680 or at its Internet address http://www.fda.gov[MedicalDevices/ResourcesforYou/lnidustrv/defaulthtm.

Sincerely yours,

Courtney H. Lias, Ph.D.
Director
Division of Chemistry and Toxicology
Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure



Indications for Use
Statement

5 10(k) Number (if'kiiown): K 102063

Device Name: He1alth-c-Conniect System

Inudicationis for Use:

The Health-c-Connlect System is intended for use inl the home and clinical setintzs by
peoplpe w\ith diabhetes and hecal theare piovidtis as an aid in the revijew, analysis anti
eVatLltitio of historlical g1lucose test results antI associated Usage data inl suppIort of'an
effective diabetes m1anlageent pr ogram.

Prescr-iption Use or Over-the-counter use XX
(Part 21I CF R 801I Subpart D) (2 1 CER 807 Subpart C)

(PLEASE DO NOTF WRITE BELOW THIS LINFCONTINUE ON ANOTHER PAGE IF NEEDED)

Con1currence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)
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Division Signi-Off
Office of In Vitro Diapiostic Device
EvaIluationl Mnd Si tetv
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