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Trade Name: Constant Care LILAN Home Health Monitoring System
Common Name: Remote patient monitoring system

Product Code / Regulation: ORG (21 C.F.R. 870.2910)

The Constant Care LILAH Home Health Monitoring System also supports the following

medical device product codes by means of separate medical devices:

Classification Regulation Product Code Classification Name Device Class
21 C.F.R. 870,1130 DXN Noninvasive Blood Pressure li

___________________Measurement System
21 C.F.R. 880.2700 FRI Stand-on Patient Scale I
21 C.F.R. 870.2700 P2A ~ Oximeter II

2C.F.R. 862.1345 NBW Glucose Test System 11
21 C.F.R. 890.5050 NXQ Daily Activity Assist Device I

Description: The Constant Care LILAN Home Health Monitoring System consists of two
components: patient-side software to be installed on either an Asus EeeTop PC
ET161 IPUT 15.6 inch TouchScreen Atom D425 All-in-One PC, or an Acer
ICONIA Tab W500-C52003iss 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.

Intended Use: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 Co 'nstant Care LILAI- Home Health Monitoring System is
similar in intended use and technological characteristics to other
Remote Patient Monitoring Devices, including the Honeywell
HomMed Genesis TouchTM Personal Health Device (KI 12858).

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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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

*-'C Food and Drug Administration
10903 Newv Hampshire Avenue
Document Control Room -W066-G609
Silver Spring, MD 20993-0002

JUL 3 2012
Constant Care, LLC
C/O Seth A. Maihot
Sheppard Mullin Richter & Hampton LLP
1300 I ST NW, I1 1 th Floor East
Washington, DC 20005

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 11
Product Codes: DRG, DXN, FRIf, DQA, FLL, NBW, NXQ
Dated: May 29, 2012
Received: May 30, 2012

Dear Mr. Mailhot:

We have reviewed your Section 5 10(k) premarket notificationi 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 adul teration.
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 11 (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.

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 53 1-542 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/CDRI/CDRHOffices/ucml I 5809.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" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://w-wv.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) 63 8-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industrv/default.htmn.

Sincerely yours,

A- HramZuckerman, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and

Radiological Health



Indications for Us~e

5 10(k) Numiber (if known): _ ____

Device Name: Constanit Care LILAH4 Home HdathMonitoing,'System-

Intended Use:

The ConstantOaie LILAH floffelHcalth Mdriitdring Sy~ttffis nb-rcgmiy'd~Sen6tepaiint moniting
device bvailable by i-seripkion The Constant Care LLAH4 Home~ Health Monitoring Syst~ii i§ dtsighed to he used
in the horme of a patient hr healthare setiihgtd pt~vidertr6te:monitotiig;for zfitic hroniedisbase. Th6
Conistant Cafe LELAH HomeHeatliMbnitbntiri' Systemi pitvid6sgidaic'-in operatingi;rnedica.iensar dvics,
reminders.formedicatioii cdnipliance aindconictiltor hialthdhreprofessionals through tektmessaging gftd-rcl-
time. video cdnferencirg technology.

The Constant.Care!LILAH Home Health Man itoring Systern~connects to commcrclilf~avaiiab1c wireless and wired
glucose meters, weight scales,,blond pressure nionitors, medication reminders, and pulse oxihieters. The Constant
Care ULAdl Hom6.Hedlthi MonitoringSystemstores, and displays the information on a comouter screemnd
transmits theinformation to the Carretaker Portal secure host srvcrusing connectivityincliditg, butnot limitedto,
FCC approved Wi-Fl, Cellular Wireless,Jnernet, or-Ethemnet.

Hea-flheare professionals-and remote caregiversy an revi~wihe transmitted inforiatida utilizing Th&Cafefaker Portal
and set thresholds to tfrigernon-emergency alerts baseon s e cifithrisholds tnii exc'eaco.

The Cdbstiuit CareLILAH Hob Healtht~dit& 7nsSystem is ndt intended for diagnosis oras a substitute for
medical care, and it ishnotiitnded to pt6Videreal time datta' The data is natdeavailhble to the patients When time
critical care is not reqriimd. Tht-devici is contraindicated for patients requiring direct medical supervision or

emergency interveiitibn.-The slystem is'intended forpatients%6 a~br willing andcipablen Pmanaging it s use.
Judgment and eiperient by, a, caregiiVer or by a flumilS' member are required o check and int& rnei the iniformation.
dellvertd&

Alist'ofdevices thatare compatible with the Constant CarcUL ILAHorae Hiahnth-Monitofing System will be
available in the users&manual and the Constant Care, website.

Prescriptibn Use X AN /k Over The-Coudrter Us: 2X

(Part 21 CFRIOI80 SubpartD1) (21 CER 801 Subpari'C)

(P LEASE DO NOT WRITEBELOW THIS LINE-CONTINUE.ON ANOTHER PAGE iF-
NEEDED)

Concurrene ofCD eaof .1Device Evaluation (ODE)

Division of Cardiovascular Devices Pane "I of, I

510(k) Number_____k___
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