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Constant Care LILAH Home Health Monitoring System
Remote patient monitoring system

/ Regulation: DRG (21 C.F.R. 870.2910)

nstant Care LILAH Home Health Monitoring System also supports the following

medical device product codes by means of separate medical devices:

Classification Regulation | Produect Code | Classification Name Device Class

21 CF.R. 870,1130 DXN Noninvasive Blood Pressure II
Measurement System

21 C.F.R. 880.2700 FRI Stand-on Patient Scale I

21 C.F.R. 870.2700 DQA Oximeter

21 C.F.R. 862.1345 NBW Glucose Test System 11

21 C.F.R. 890.5050 NXQ Daily Activity Assist Device I

Description:

Intended Use:

The Constant Care LILAH Home Health Monitoring System consists of two
components: patient-side software to be installed on either an Asus EeeTop PC
ET1611PUT 15.6 inch TouchScreen Atom D425 All-in-One PC, or an Acer
ICONIA Tab W500-C52G03iss 10.1' LED Tablet PC for use in performing
remote patient monitoring, and sending data to the Caretaker Portal secure host
server; and caregiver-side software for receiving patient-side data and transmitting
that data to healthcare professionals and remote caregivers through the Caretaker
Portal secure host server,

The Constant Care LILAH Home Health Monitoring System is a remote patient
monitoring device available by prescription designed to be used in the home or
healthcare setting of a patient undergoing remote monitoring for maintenance of
chronic disease. The Constant Care LILAH Home Health Monitoring System
provides guidance in operating medical sensor devices, reminders for medication
compliance and connectivity to healthcare professionals through text messaging
and real-time video conferencing technology.

The Constant Care LILAH Home Health Monitoring System is intended for use in

the home or healthcare setting to provide non-emergency, delayed, remote
monitoring of a patient for maintenance of chronic disease; connecting to
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commercially available wireless and wired medical devices such as glucose
meters, weight scales, blood pressure monitors, medication reminders, and pulse
oximeters; and providing guidance in operating medical sensor devices, reminders
for medication compliance, and connectivity to healthcare professionals and
remote caregivers through text messaging and real-time video conferencing
technology.

Substantial Equivalence:  The Constant Care LILAH Home Health Monitoring System is
similar in intended use and technological characteristics to other
Remote Patient Monitoring Devices, including the Honeywell
HomMed Genesis Touch™ Personal Health Device (K112858).

Results of software validation and verification activities establish
the device as safe and effective for its intended use, which is
comparable to other predicate devices.
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Re: K120941
Trade/Device Name: Constant Care LILAH Home Health Monitoring System
Regulation Number: 21 CFR 870.2910
Regulation Name: Radiofrequency physiological signal transmitter and receiver
Regulatory Class: Class I
Product Codes: DRG, DXN, FRI, DQA, FLL, NBW, NXQ
Dated: May 29, 2012
Received: May 30, 2012

Dear Mr. Mailhot:

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.
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If your device is classified (see above) into either class II (Special Controls) or class I1I (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.

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.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm115809.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” (21CFR 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/Medical Devices/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/ResourcesforY ou/Industry/default.htm.

Sincerely yours,

Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Zuckerman, M.D. T



Indications for Use
510(k) Numiber (if known): _
Deviee Naite: Constant Care LILAH Home: Health Monitoring. System.
Intended Use:

The Constant Care LIEAH Homé Health Maritoring Systém iS4 non-emérgency, delayed, rémote patient-monitoring-
device available by prescrlpnon “Thie'Conistant:Care LILAH Horie Health Monitring Systém is designed to'be ased
in'the homie-of 3 patient or healthcare sétting to provide rémobte monitoring for maintemance of thronicidiséase. Thé
Coristant Care LIEAH Hothe Health \domtunnn  Systent; prowdes guidanice-in operating:medical Sensor devices;
reminders.forf medication compliance:and. connectmty 1o hiealthéare professionals through textimessaging dnd feal-
time.video conferencing téchnology.

The Constant.Care:LILAH Home Heallh' Mon:tormg Systein connectsto commcrc:ally avadable w:reless anci wired
glucose meters; we:ght scales, blood pressure monitors, medtcahon remmders, and pulse’ oximeters. The Constant
Care LILAH Home: Hedlth Momtormg System:stores and dlspla}s the-information on a,computer screen:and
transmits the:information to the Caretaker Portal secure’ ‘host server.using connectivity-including, but not limited to,
FCC approved Wi-Fi, Cellular Wireless, Internet, or:Ethemet..

Healthcare prafessnonals and remote caregn ers can review. the u'gu 'mltted mformauon uuimng the/Caretaker Porta!
and set threshoids 1o trigger, non-emergency alerts based on spec1f_ | thresho!ds being: exceeded

The Constarit Care: LILAH Home Health:Monitoring-Systzm is not intended for dlagnasas or.as.a substitute for
medical care; and it is'notinténded t6 providereal time data: Thedata is:made available:to'the pat:ents when time=
critical care is'not requu'ed “THe dévice i§ contraindicated for. patients requiring diréct: medtcal supcrwsmn oF
emergency’ ‘intervention. The gystem is'intended for;paticnts;who ard;willing and: ‘capables oF menaging its.use:
Judgment and:ekperiénce by a carégiver or. by a family mémber-dre requtred to-chetk dnd. mterprel the:information.
délivered:

A'list of devwes that are: compauble with'the Constant Care. LiILAH/Home Health- Monitoring System will be -
available in the user's;manual and the- Constant Care website.

Prescription Use X AND/OR Over-The- Cotiriter: Use:
(Part 21 CFR: 801 Subpart D) T (21 CIFR:801 Subpart C)

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