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Data Critical Corp.

Micromedical Industries, Ltd.
Abbott Diabetes Care, Inc.

Card Guard Scientific Survival, Ltd.
Northeast Monitoring, Inc.

MP4 Solutions, LP

Sigma Intl.

Weissburg Associates

GE Healthcare

Vocel

Card Guard Scientific Survival, Ltd.
GE Healthcare

MedApps, Inc.

IMCO Technologies

Aranz Medical Limited

Tinnitus Otosound Products, LLC
Card Guard Scientific Survival, Ltd.
Avita Corporation

Confident Inc.

SHL Telemedicine International Ltd.
Intel Corp.

Card Guard Scientific Survival, Ltd.
Entra Health Systems, Ltd.

Intel Corp.

Symcare Personalized Health Solutions, Inc.
MedApps, Inc.

Medicalgorithmics SP 2.0.0.
Airstrip Technologies, LP

Airstrip Technologies, LP

Infopia Co., Ltd.

Proteus Biomedical Inc.

Zephyr Technoology Corp.
WellDoc, Inc.
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Mobisante, Inc.

Brainlab, AG
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870.1025 DSI
862.1345 NBW
870.2910 DRG
862.1345 NBW
870.2910 DRG
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510(k) Summary of Safety and Effectiveness
May 8. 2001
Submitter
VitalCom Inc.
15222 Del Amo Avenue
Tustin. CA, 92780
USA
Telephone: (714) 546-0147
Fax: (714) 247- 4030
Contact: Ms. Florin Truuvert, Regulatory Affairs Manager
Device Name
Trade Name: Mobile-PatientViewer™
Common Name: Patient Data Viewer
Classification Name: An accessory to an Echocardiograph Monitor
Electrocardiograph — 21 CFR 870.2340. Product Code 73DPS.
Classification: Mobile PatientViewer is an accessory to the Class I1, Echocardiograph

Monitor
Predicate Device

The predicate device is the VitalCom Remote Viewing Station, RVS (K962473).

Device Description

The Mobile-PatientViewer™, also referred to as MPV, is a wireless hand-held PC-based data
viewer that allows physicians and caregivers to have instant remote access to their patients’ data
from anywhere within the hospital enterprise at any time. The MPV use a proprietary software
application program operating on off-the-shelf computers operating under Windows CE or
Windows for Pocket PC that supports an IEEE 802.11 wireless LAN.

Indications for Use

The Mobile-PatientViewer is intended to be used by physicians and caregivers to view
physiological data and alarm status of those patients being monitored by the PatientNet Central
Station, also known as VCOM. The MPV is intended for use from any location within a hospital

enterprise.

The MPV is available for sale only upon the order of a physician or licensed health care
professional.
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Comparison to the Predicate Device

It is VitalCom's conclusion that the Mobile-PatientViewer is substantially equivalent to the
Remote Viewing Station (RVS).

e Both MPV and RVS are viewing stations only. The user can not change patient settings.
They are read-only monitors.

e Both provide the ability to continuously view a patient’s current data (such as physiologic
waveforms and other numerical vital sign values), event historical waveform data. and
retrospective trended patient data.

e While the RVS is directly connected to the PatientNet Real-Time Network via a proprietary
Ethernet LAN. The MPV is connected to the PatientNet Real-Time Network via a wireless
LAN connection with the VitalCom Network Data Server (VNDS) which in turn is directly
connected to the PatientNet Real Time Network.

e The RVS can be configured to display 8 or 16 patients at a time, whereas the MPV displays
one patient at a time.

e Both MPV and RVS operate on off-the-shelf PC-based hardware.

Summary of Performance Testing

The Mobile-PatientViewer has been tested and found to comply with the design control
requirement of the 21CFR 820.30 and the product specification listed in the labeling.

The risk analysis. identifying potential hazards and documenting mitigation of hazards has been
developed. verified and validated as part of VitalCom's product development and design control
procedure. VitalCom Quality System conforms to 21CFR820 and is certified by Intertek Testing
Services (ITS) to ISO 9001 standard.

Conclusions

As stated above, VitalCom’s conclusion is that the Mobile PatientViewer is safe, effective,
complies with the appropriate medical device and information technology standards. and is
substantially equivalent to the VitalCom Remote Viewing Station (RVS).

This 510(k) Summary of Safety and Effectiveness may be copied and submitted to
interested parties as required by 21CFR 807.92.
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- DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

JuL = 5 2001

Ms. Florin Truuvert
Regulatory Affairs Manager
VitalCom Inc.

15222 Del Amo Ave.
Tustin, CA 92780

Re: K011436
Trade Name: Mobile-PatientViewer™

Regulation Number: 870.2340
Regulatory Class: II (two)
Product Code: 74 DPS

Dated: May 8, 2001
Received: May 10, 2001

Dear Ms. Truuvert:

We have reviewed your Section 510(k) notification of intent to market the device referenced
above and we 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). You may, therefore, market the device, subject to the general control
provisions of the Act. The general control provisions of the Act include requirements for annual
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against

misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III
(Premarket Approval), it may be subject to such additional controls. Existing major regulations
affecting your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to
895. A substantially equivalent determination assumes compliance with the Current Good
Manufacturing Practice requirements, as set forth in the Quality System Regulation (QS) for
Medical Devices: General regulation (21 CFR Part 820) and that, through periodic QS
inspections, the Food and Drug Administration (FDA) will verify such assumptions. Failure to
comply with the GMP regulation may result in regulatory action. In addition,

FDA may publish further announcements concerning your device in the Federal Register. Please
note: this response to your premarket notification submission does not affect any obligation you




Page 2 - Ms. Florin Truuvert

might have under sections 531 through 542 of the Act for devices under the Electronic Product
Radiation Control provisions, or other Federal laws or regulations.

This letter will allow you to begin marketing your device as described in your 510(k) premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus, permits your device to

proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and
additionally 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at
(301) 594-4645. Additionally, for questions on the promotion and advertising of your device,
please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification” (21CFR 807.97). Other general
information on your responsibilities under the Act may be obtained from the Division of Small
Manufacturers Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or at its
Internet address "http://www.fda.gov/cdrh/dsma/dsmamain.html".

Sincerely yours,

QuAhTT N

“fames E. Dillard III
Director
Division of Cardiovascular
and Respiratory Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Indication for Use

Applicant

VitalCom, Inc.

15222 Del Amo Avenue
Tustin, CA, 92780

USA

Telephone: (714) 546-0147
Fax: (714) 247- 4030
510(k) Number: Koll436

Device Name: Mobile Patient Viewer™

Indication for Use:
The Mobile Patient Viewer, MPV is a Pocket PC-based wireless hand-held personal

patient data viewer which allows physicians and caregivers to have instant remote access
to their patients’ data from anywhere within the hospital enterpnse at any time. It is
intended to be used by healthcare professionals and clinicians to view physiological ECG
data and alarm status of those patient populations being monitored by the PatientNet

Central Station.

The MPV is intended for use from any location within a hospital enterprise.

The MPV is available for sale only upon the order of a physician or licensed health care
professional.

Please do not write below this line — continue on another page if needed)

Concurrence of the CDRH, Office of Device Evaluation (ODE)

Prescription Use \/ OR Over-The-Counter
(Per 21CFR801.109)

e b2 e

510(k) Numbe {’3 H
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510(k) SUMMARY

Submitted by: JAN 03 2002

Micromedical Industries Ltd
Date Prepared:
October 1, 2000

Proposed Device:

PocketView version of Cardioview™ 3000 software

Predicate Device:

Cardioview™ 3000 software

Device Description:

The proposed device is modification to the Cardioview™ 3000 software that allows the 12 Lead
Simultaneous Cable to be linked to commercially available personal digital assistants (PDA)

running the Windows CE operating system.

Statement of Intended Use:

PocketView ECG software is a version of Cardioview™ 3000 software, a Windows-based
program intended to interpret electrocardiograms. PocketView ECG software receives, displays
and stores a single or standard 12 Lead Simultaneous ECG recording using a proprietary digital

data transmission protocol. The device contains proprietary software algorithms to receive,
store, analyze, and interpret the ECG signal. PocketView ECG Software allows the ECG
information to be displayed on a commercially available personal digital assistant (PDA) running

the Windows CE operating software.

Summary of Technological Characteristics or New Device to Predicate Devices

The technological features of PocketView ECG do not differ significantly from Cardioview™
3000 software. The predicate device and the modified device are identical with the exception
that the modified device has the connectivity feature allowing the ECG information to be

displayed on a commercially available personal digital assistant (PDA) running Windows CE

operating system.

CONFIDENTIAL

MicroMedical Industries Ltd.

3



Discussion of Nonclinical Tests; Conclusions Drawn from Nonclinical Tests

Nonclinical testing was performed to evaluate the modification to the predicate device. Testing
verified that the modified device displayed acceptable performance.

CONFIDENTIAL

MicroMedical Industries Ltd.

26
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{é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JAN 0 3 2002

Mr. Stephen Cresswell
MicroMedical Industries, Ltd.
11 Technology Drive
Labrador, Queensland
AUSTRALIA

Re: K013311 _
Trade Name: PocketView ECG Software
Regulation Number: 21 CFR 870.1025
Regulation Name: Patient Physiological Monitor
Regulatory Class: Class III (three)
Product Code: MHX
Dated: November 12, 2001
Received: December 4, 2001

Dear Mr. Cresswell:

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.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such 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.




Page 2 - Mr. Stephen Cresswell

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); 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device

to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and
additionally 21 CFR Part 809.10 for in vitro diagnostic devices), please contact the Office of
Compliance at (301) 594-4646. Additionally, for questions on the promotion and advertising of
your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the
regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97).
Other general information on your responsibilities under the Act may be obtained from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

QT

Bram D. Zuckerman, M.D.

Acting Director

Division of Cardiovascular
and Respiratory Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indication for Use

510(k) Number: KO013311

Device Name: PocketView ECG Software

Indication for Use:

PocketView ECG software is a version of Cardioview™ 3000 software, a Windows-based
trocardiograms, for use on a personal digital assistant (PDA).

program intended to interpret elec
PocketView ECG software receives, displays and stores a single or standard 12 Lead
Simultaneous ECG recording which is transmitted either locally or transtelephonically using a

proprietary digital data transmission protocol. The device contains proprietary software
algorithms to receive, store, analyze, and interpret the ECG signal.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use ,)< OR Over-The-Counter Use

:

510(k) Number
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TheraSense, ir:c. FreeStyle Tracker Diabetes Management System
March 15, 2002 Special 510(k)- Device Modification
JUN 11 2002
510(k) Summary
Category Comments
Sponsor: TheraSense, Inc.
‘ 1360 South Loop Road
Alameda, CA 94502
Correspondent: Donna K. Templeman
Manager, Regulatory Affairs
1360 South Loop Road
Alameda, CA 94502
Contact Numbers: Phone: (510) 239-2670

Fax: (510)239-2799

Device Common Name

Blood Glucose Meter and Data Management
Software

Device Proprietary Name

FreeStyle Tracker™ Diabetes Management
System

Device Classification Name

Glucose Test System
Blood Lancet

Device Classification

Glucose Test System per 21 CFR 862.1345,

Class I Device

Predicate Device

TheraSense, Inc., FreeStyle Blood Glucose
Monitoring System

TheraSense, Inc., FreeStyle Connect Data
Management System

Predicate Device TheraSense, Inc.
Manufacturer(s)
Predicate Device K992684; K000582; K012014; K994433
Reference(s)
Predicate Device TheraSense, Inc., FreeStyle Blood Glucose
Proprietary Name(s) Monitoring System
TheraSense, Inc., FreeStyle Connect Data
Management System
Predicate Device Glucose Test System

Classification Name(s)

Data Management Software

Predicate Device
Classification(s)

Glucose Test System per 21 CFR 862.1345, Class
I Device

Data Management Software, no classification
exists as of the date of subject device filing.

Date Summary Was Prepared:

March 15, 2002,

Proprietary Data: This document and the information contained herein may not be reproduced,
used or disclosed without prior written consent of TheraSense, Inc

-363



TheraSense, Inc. FreeStyle Tracker Diabetes Management System
March 15, 2002 Special 510(k)- Device Modification

Description of the
Device:

The FreeStyle Tracker Diabetes Management System combines and joins the
technologies and capabilities of both the FreeStyle Blood Glucose Monitoring System
(blood glucose measurement testing system) and the FreeStyle Connect Data
Management System (data management accessory software). Through the use of a
Personal Digital Assistant (PDA), the user is able to conveniently log glucose
measurements directly to a log history on the PDA. The Tracker System eliminates
the necessity for manual data logs and separate tools for calculating values, storing
results and producing and maintaining critical medical records. The blood glucose
meter and data management system components of the Tracker System can also be

used independently as separate features.

The items that comprise the FreeStyle Tracker Diabetes Management System are as

follows:

o FreeStyle Tracker Measurement Module

e Personal Digital Assistant (PDA)

e “Hot-sync” Cradle

e FreeStyle Tracker Data Management Software

Additionally, in order to perform a blood glucose test the Tracker System requires the
following items. These items are the same as those needed for the current FreeStyle

System:

e FreeStyle Test Strips

e FreeStyle Lancing Device

e FreeStyle Lancets

e FreeStyle Control Solution
To perform a blood glucose measurement, the user removes the cover of the Visor
PDA expansion slot and inserts the Tracker Measurement Module into the Visor PDA

Handspring slot. The user then inserts a test strip into the Measurement Module. The

user acquires a blood sample (with the test strip in the meter) by touching the edge of

Proptietary Data: This document and the information contained herein may not be reproduced,
used or disclosed without prior written consent of TheraSense, Inc
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TheraSense, Inc. FreeStyle Tracker Diabetes Management System
March 15, 2002 Special 510(k)- Device Modification

the test strip to the blood target area, filling the chamber on the strip by capillary
action. The Tracker System sounds a tone (beeps) to let the user know that the
sample chamber is full and the reaction has begun. The test is complete and the meter

displays the glucose reading on the PDA display.

The Tracker Data Management Systems also gives the user the ability to conveniently
access and maintain diabetes data through the Visor PDA and/or PC. The user can
easily and conveniently track major factors that affects their diabetes health, for

example:
¢ Blood glucose levels
e Insulin usage (via injection or pump)
e Food intake
e Exercise
e Oral medication usage
e State of health

The Tracker DMS will also allow the user to enter personal factors used to maintain
their proper glucose level. The following items assist the user to track and modify

their lifestyle as it affects their diabetes health:
e Target glucose range
e Usual insulin type
e Typical insulin dose

¢ Insulin adjustment guidelines (determined by his/her healthcare

professional)

e Meal schedule and guidelines (determined by his/her healthcare

professional)

o Typical exercise type, duration and intensity

Proprietary Data: This document and the information contained herein may not be reproduced,

used or disclosed without prior written consent of TheraSense, Inc
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TheraSense, Inc. FreeStyle Tracker Diabetes Management System
March 15, 2002 Special 510(k)- Device Modification

Intended Use:

The TheraSense, Inc. FreeStyle Tracker Diabetes Management System is intended for
use in the quantitative measurement of glucose in whole blood. It is intended for use
by healthcare professionals and people with diabetes mellitus at home as an aid in
monitoring the effectiveness of a diabetes control program. It is not intended for the
diagnosis of or screening for diabetes mellitus, and it is not intended for use on

neonates or arterial blood.

Additionally, the TheraSense, Inc. FreeStyle Tracker Diabetes Management System is
intended for use in home and clinical setting to aid people with diabetes and
healthcare professionals in the review, analysis, and evaluation of historical blood

glucose test results to support an effective diabetes management program.

The TheraSense, Inc. FreeStyle Tracker Diabetes Management System is specifically

indicated for use on the finger, forearm, upper arm, thigh, calf, and hand.

Technological

Characteristics:

The fundamental scientific technology of the FreeStyle System has not been modified
to result in the Tracker Diabetes Management System. The Tracker Measurement
Module contains the same technology as the FreeStyle Meter in that the Tracker
Measurement Module measures the electrical output from the glucose in whole blood
reacting with the FreeStyle Test Strip chemistry. The measurement is then converted

into glucose concentrations and displayed to the user.

Proprietary Data: This document and the information contained herein may not be reproduced,

used or disclosed without prior written consent of TheraSense, Inc
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TheraSense, Inc. FreeStyle Tracker Diabetes Management System
March 15, 2002 Special 510(k)- Device Modification

Summary of

Testing:

System and component testing was performed with the Tracker Diabetes
Management System to ensure the new device is equivalent to the currently marketed
devices (FreeStyle Blood Glucose Monitoring System and FreeStyle Connect Data
Management Software). These tests consisted of system, hardware, software,
mechanical, packaging, electrical safety (EMC, EMI, and ESD) and clinical (user’s
study and labeling comprehension) evaluations. The changes to the FreeStyle System
have been verified and validated demonstrating that the resultant changes have not

affected safety or effectiveness.

Proprietary Data: This document and the information contained herein may not be reproduced,

used or disclosed without prior written consent of TheraSense, Inc
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\ ’/(é DEPARTMENT QOF HEALTH & HUMAN SERVICES Public Health Service |

Hiesq ’ ) : ) Food and Drug Administration
2098 Gaither Road
Rockville MD 20850

‘Ms. Donna K. Templeman

Manager, Regulatory Affairs

TheraSense, Inc. : ‘ JUN 11 2002
1360 South Loop Road

Alameda, CA 94502

Re: k020866
Device Name: FreeStyle Tracker™ Diabetes Management System
Regulation Number: 21 CFR§862.1345
Regulation Name: Glucose Test System
Regulatory Class: 11
Product Code: NBW
Dated: June 3, 2002
Received: June 4, 2002

Dear Ms. Templeman:

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.

If your device is classified (see above) into either class II (Special Controls) or class IIT (PMA), it
may be subject to such 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); 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.
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This letter will allow you to begin marketing your device as described in your 510(k) premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus, permits your device to
proceed to the market. ‘

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and
additionally 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at
(301) 594-4588. Additionally, for questions on the promotion and advertising of your device,
please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation
entitled, “Misbranding by reference to premarket notification” (21CFR 807.97). Other general
information on your responsibilities under the Act may be obtained from the Division of Small
Manufacturers International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its internet address "http://www.fda.gov/cdrh/dsma/dsmamain.html".

Sincerely yours,

/éﬁ-v%)l%

Steven I. Gutman, M.D., M.B.A.
Director
Division of Clinical
Laboratory Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure


http://www.fda.gov/cdrh/dsma/dsmamain.html

TheraSense, Inc. FreeStyle Tracker Diabetes Management System
March 15, 2002 Special 510(k)- Device Modification

Intended Use Statement

510(k) Number (if known): [ 020 56

Device Name:  FreeStyle Tracker Diabetes Management System

Indication for Use:

The TheraSense, Inc. FreeStyle Tracker Diabetes Management System is intended for use
in the quantitative measurement of glucose in whole blood. It is intended for use by
healthcare professionals and people with diabetes mellitus at home as an aid in
monitoring the effectiveness of a diabetes control program. It is not intended for the

diagnosis of or screening for diabetes mellitus, and it is not intended for use on neonates.

Additionally, the TheraSense, Inc. FreeStyle Tracker Diabetes Management System is
intended for use in home and clinical setting to aid people with diabetes and healthcare
professionals in the review, analysis, and evaluation of historical blood glucose test

results to support an effective diabetes management program.

The TheraSense, Inc. FreeStyle Tracker Diabetes Management System is specifically

indicated for use on the finger, forearm, upper arm, thigh, calf, and hand.

Q‘”& VAN ( Q)/kﬁ/y/j

! /Dlwsxon Sign-Off)
Aision of Clinical Laboratosy v R

o,
. 10(K) Number__t_\__L__e:\L/ gelo

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

s

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use (
(Per 21 CFR 801.109)

(Optional Format 1-2-96)

Proprictary Data: This docutnent and the information contained herein may not be reproduced,

used or disclosed without prior written consent of TheraSense, Inc.
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TM2005 Personal Medical Phone™ Center E v o 143
CARD GUARD® Special 510(k) Premarket Notification510(k) Summary of
' , "

Scientific Survival LTD

Safety and Effectiveness

Submitter: Card Guard Scientific Survival Ltd.,
2 Pekeris St. P.O.B. 527
Rehovot 76100, Israel

Tel: 972-8-9484600

Fax: 972-8-9484605

Alex Gonorovsky,
Regulatory Affairs Officer

Tel; 972-8-9484624
E-mail: alexanderg(@cardguard.com

JAN 15 2003

Contact Person:

Date Prepared: = December 02, 2002

1. Definition and Intended Use

The TM2005 Personal Medical Phone™ software system is designed to manage data from
remote patients and physicians. The system users are patients, physicians and administrators.
Each user has a unique access to database according to his permissions in the system.

The system enables the user to connect to the Internet Server, view and update data
according to the user permissions, download data via PDA or PC. This includes ECG, and
other patient related data, (such as demographics, doctors, medical history and status,
diagnoses, etc.).

An external means (CGTTM) is provided for displaying, measuring, and printing the
downloaded ECG.

The system includes a DB Management application and a means to receive data via
Internet. It also provides auxiliary tools to enable the administrator to add users, set user
permissions, link between users (patients/doctors and a Backup utility).

2. Device Class

The TM2005 Receiving Center system is classified as Class II medical device (21 C.F.R. Par.
870.2920 (1992)).

3. Applicable Standards

No performance standards have been developed under Section 514 of the Federal Food,
Drug and Cosmetic Act for telephone ECG and Spirometric transmitter devices.

TM2005 meets the requirements of the following standards and guidances:
e ENI1441: 1997 Medical Devices — Risk Analysis
e IEC 1025: 1990 Fault tree analysis (FTA)

e IEC/TR 513: 1994 Fundamental aspects of safety standards for medical electrical
equipment .

o [EC601-1, 1996, Medical Electrical Equipment, General Requirements for Safety
e JEC601-1-1, 1996, Safety Requirements for Medical Electrical Systems
e IEC 601-1-4, 1996, Part 1-4, Programmable Electrical Medical Systems

e IEC 812: 1985 Analysis techniques for system reliability — Procedure for failure
mode and effects analysis (FMEA)


mailto:alexanderg@,cardguard.com
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TM2005 Personal Medical Phone™ Center «{»
CARD GUARD® Special 510(k) Premarket Notification510(k) Summary of

Scientific Survival (TQ ¥ Safety and Effectiveness

e IEC 300-3-9: 1995 Dependability management, Part 3: Application guide, Section 9,
Risk analysis of technological systems

e Reviewer Guidance for Computer Controlled Medical Devices, FDA Aug 29, 1991

e ISO/IEC Guide 51: 1990 Guidelines for the inclusion of safety aspects in standards
e ISO 9002 guidelines '

e EN-46002

e IEEE Standard for Software Quality Assurance Plan

¢ FDA's Guidance for the Content of Premarket Submissions for Software
Contained in Medical Devices, May 29, 1998

e FDA's New 510(k) Paradigm, Alternate Approaches to Demonstrating Substantial
equivalence in Premarket Notifications - Final Guidance, CDRH, March 20, 1998.

4. Features
e Runs on Windows 2000 Server; XP Server operating system
e Manual entry of patient and physician detail
e Data processing capabilities
e ECG event recording

e Receiving, storing medical data
5. User Interface
The TM2005 GUI enables access to all categories of data through 3 built-in interfaces:
- Administrator interface
- Physician interface

- Patient interface

6. Substantial Equivalence

The basis of this special 510(k) premarket notification is Card Guard’s belief that TM2005
is substantially equivalent to the predicate system: the TM2000 Receiving Center K992164:
it has the same intended use and main principles of operation.

The main difference between the systems is that in the TM2000 is essentially a DB server
while TM2000 is a web server that supports JSP files. The differences between the
systems have no effect on safety, and are intended to improve the system effectiveness.

7. Design Controls and Quality System Regulations

The Card Guard manufacturing facility is in conformance the with design control
procedure requirements specified in 21 CFR 20.61, the records are available for review.

The Card Guard’s product design procedure, and quality assurance and control policy,
formalize the design and production process and assure that all respective requirements
are met.

The Pre-Production design control for the original development and subsequent
modifications is properly established according to the Quality System Regulation (21
CFR 820.30 Subpart C Design Controls of the Quality System Regulation).



TM2005 Personal Medical Phone™ Center
CARD GUARD® Special 510(k) Premarket Notification510(k) Summary of
Scientific Survival LTD Safety and Effect"veness

8. Level of Concern and Hazard Analysis

The device Level of Concern criteria were evaluated and the system was determined to be
a moderate level of concern system.

The rigorous design evaluation and the System Safety and Risk analysis expose potential
failures or possible system flaws which could directly or indirectly effect the patient.

9. Conclusions

The system constitutes a safe and reliable means for receiving, storing, displaying, updating,
and re-transmitting of patient ECG and other patient related data. Its operation present no
adverse health effect or safety risks to patients when used as intended.

Ko 43465
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JAN 15 2003

Card Guard Scientific Survival Ltd.
c/o Mr. Alex Gonorovsky
Regulatory Affairs Officer

2 Pekeris Street

Rehovot 76100

Israel

Re: K024365
Trade Name: TM2005 Personal Medical Phone™ Center

Regulation Number: 21 CFR 870.2920

Regulation Name: Telephone Electrocardiograph Transmitters and Receivers
Regulatory Class: Class II (two)

Product Code: DXH

Dated: December 1, 2002

Received: December 31, 2002

Dear Mr. Gonorovsky:

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.

If your device is classified (see above) into either class II (Special Controls) or class 111 (PMA), it
may be subject to such 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); 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4646. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97) you may obtain.
Other general information on your responsibilities under the Act may be obtained from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrh/dsma/dsmamain.html

Bram Df Zuckerman, M.D.
Director

Division of Cardiovascular Devices
Oftice of Device Evaluation

Center for Devices and
Radiological Health

Enclosure


http://www
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Indications For Use
S‘AIS(DC sGL!A.'?E: Y N TM2005 Personal Medical Phone™ Center

510(k) Number (if known):

The Personal Medidal Phone™ Center is intended for supporting transtelephonic
monitoring of Electrocardiography (ECG) parameters of cardiac patients.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use v OR Over-The-Counter Use

(Per 21 CFR 801.109)
(Optional Format 1-2-96)
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510(k) Notification P {
NorthEast Monitoring SD360 Digital Recorder

w1z 910(K) Summary

Date Prepared [21 CFR 807.92(a)(1)]
July 9, 2004

Submitter’s Information [21 CFR 807.92(a)(1}]
Joseph M. Azary
C/o NorthEast Monitoring Inc.
543 Long Hill Avenue
Shelton, CT. 06484

Azary Technologies has received authorization to submit this 510(k) on behalf of the sponsor NorthEast
Monitoring Inc. NorthEast Monitoring Inc. located at Two Clock Tower Place, Suite 360, Maynard, MA
01754, is an FDA-registered medical device under establishment# 1224919,

Trade Name, Common Name, Classification [21 CFR 8§07.92(a)(2)]

Device trade names are: NorthEast Monitoring SD360 Digital Recorder, SD360 Digital Holter Recorder
Common Name: Ambulatory ECG Recorder, Ambulatory Electrocardiograph (without analysis)
Classification: Class II, 21 CFR §70.2800, MW}

Predicate Device [21 CFR 807.92(a)(3)]
e NorthEast Monitoring DR180 1I Holter Recorder — K001288

The subject device has the same indications for use as the predicate. Both the subject device and predicate
device can be used for 3 channel recording. The main differences between the subject device and predicate
device are as follows:

* The subject device is smaller and thinner.
» The subject device weighs less.

e  The subject device requires only one AA battery (as opposed to two AA batteries required by the
predicate).

» The subject device does not have 12 lead capabilities (this was not a heavily used option in the
predicate device).

e The LCD screen in the subject device is smaller. The LCD screen of predicate device showed wave-
forms, whereas the LCD screen of the subject device shows lead quality as a numeric value.

e The subject device uses SD cards instead of flash cards for memory. The SD cards are smaller, but
have the same memory capabilities as the flash cards.

Page 8-1
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510(k) Notification
NorthEast Monitoring SD360 Digital Recorder

Description of the Device [21 CFR 807.92(a}(4)]
An ambulatory monitor, sometimes called a Holter, is a painless method to monitor the heart beat for a
period of time (such as 24 hours, 48 hours, or 72 hours). The Holter is a small recording device that re-
cords the heart beat while being worn by the patient. -
The physician or technician places electrodes and wires on the patient. The wires are connected to the
Holter or digital recorder. Typically the patient is asked to write down a diary of daily activity including
the time and character of any symptoms.

The patient can push a patient event button to mark an ¢vent. The patient must write down details about
the event in their diary so that physician or technician can relate the event to specific symptoms or ac-
tivities QRS

The NorthEast Monitoring SD360 Digital Recorder is a holter monitor designed to facilitate the ambu-
latory cardiac monitoring, on the order of a physician, of those patients who may benefit from such
monitoring including but not limited to those with complaints of palpitations, syncope, chest pains,
shortness of breath, or those who need to be monitored to judge their current cardiac function, such as
patients who have recently received pacemakers.

The SD360 Digital Recorder package includes:
¢ SD360 Digital Recorder

Operation Manual

SD Card

Patient Cable

Pouch

The data obtained by monitoring is not analyzed at the time of recording. After the recording is com-
plete, the data must later be downloaded to a compatible NorthEast Monitoring holter analysis system to
be analyzed. The Holter Analysis Software was cleared by FDA under K930564.

The SD360 is not intended to replace real time tclemetry monitoring for patients suspected of having
life-threatening arrhythmias.

The SD360 digital recorder is powered by one 1.5 volt AA alkaline battery (MN1500 or the equivalent),
one AA rechargeable NiMH (nickel metal hydride) battery, or one AA Eveready Lithium L91 battery.
Batteries should not be re-used for a second patient. The batteries are not included; users are instructed
to purchase 2 AA batteries.

Page §-2
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NorthEast Monitoring SD360 Digital Recorder

The device is compatible with standard silver / silver chloride ECG electrodes. Electrodes are not pro-
vided with the subject device. The user is instructed to purchase standard silver / silver chloride ECG
electrodes.

The SD360 digital recorder uses NorthEast Monitoring SD360 patient cables with either seven leads or
five leads for a 3-channel holter recording. The patient cable connects to the recorder via a 9-pin female
connector on the recorder. A patient cable is provided with the SD360 Digital Recorder.

The SD360 has a small LCD that is used to display either time of day (during the recording), error mes-
sages (during the hookup procedure or during recording), or lead quality (during the hookup procedure).

The data collected by the SD360 digital recorder is stored on a removable SD Card. To store 24 hours
in normal mode, the minimum capacity of the SD Card should be 28 megabytes; 56 megabytes are re-
quired for 24 hours in high resolution mode. To store 24 hours in 360 samples/sec mode, 112 mega-
bytes are required. To stored 24 hours in 720 samples/sec, 224 megabytes are required. Double all stor-
age requirements for 48 hour recordings, and triple them for 72 hour recordings. The SD360 is provided
with an SD memory card with at least 32 megabytes.

The SD360 is packaged in a plastic bag in a cardboard shipping carton. The shipping carton will also

include a patient cable and a pouch. The pouch is used by the patient to hold the digital recorder while
in use.

The physician or technician can optionally use a PC as an interface to key in patient information. If a
PC were used, the patient information would be keyed into the SD card using the NorthEast Monitoring
Holter Analysis software {(cleared under a separate 510k).

Another option for entering patient information is through the use of a PDA (i.e. Palm Pilot). Patient
information such as patient name, sex, date of birth, identification number, scan number, hookup tech
name or initials, physician name, indications, and medications.

Page 8-3
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NorthEast Monitoring SD360 Digital Recorder

Physical and Electrical Specifications:

Characteristic Specification —‘
Dimensions 8.7cm (length) x 6.5cm (width) x 2¢m (depth)
Weight 70.9 grams (2.5 oz) without battery
99.3 grams (3.5 oz) with battery
Recording Bandwidth 0.05 to 70 hertz in 180 samplés/sec mode; 0.05 to 150 heriz
in 360 or 720 samples/sec mode.
Prefilter Sampling Rate 720 samples/sec
Data Stored In 180 samples/sec mode, data stored at 180 samples/sec (4

sample average), in 360 samples/sec mode, data stored at 360
samples/sec (2 sample average), in 720 samples/sec mode,
data stored at 720 samples/sec.

Pacemaker Sensitivity 2 millivolts

Pacemaker Pulse Duration 100 to 2500 microseconds

Intended Use [21 CFR 807.92(a)5)|

5.

8.

Detection of Arrhythmias: The NorthEast Monitoring, Inc. SD360 Digital Recorder is indicated for use
in continuous monitoring of cardiac thythm when intermittent arrhythmia are suspected due to patient
symptoms such as palpitations, transient ischemic attacks (T1As), syncope (fainting), or other such
symptoms as determined by the physician.

Efficacy of Treatment: The NorthEast Monitoring Inc. SD360 Digital Recorder is indicated for use to
determine whether current pharmacological treatment(s) of known arrhythmia is effective by measuring
the frequency and duration of the arrhythmia compared to the frequency and duration prior to treat-
ment.

Pacemaker Evaluation: The NorthEast Monitoring Inc. SD360 Digital Recorder is indicated for use to

evaluate the function of implanted pacemakers to insure that the pacemaker is functioning within pre-
scribed limits.

The NorthEast Monitoring SD360 Digital Recorder is to be used by or on the order of a physician.

Technological Characteristics [21 CFR 807.92(a)(6)]

NorthEast Monitoring, Inc. believes that the subject device is substantially equivalent to the predicate de-
vice. The subject device has the same indications for use as the predicate.

The main technological difference is the device is smaller, thinner, weighs less, uses only one battery, does
not have 12 lead capabilities, uses SD cards instead of flash cards for memory, and can be used with a Palm
Pilot to enter patient information.

Performance Data [21 CFR 807.92(b)(1)]
The subject device has been subjected to and passed electrical safety and EMC testing requirements.

Conclusion [21 CFR 807.92(b)(3)]

We believe the changes are minor and conclude that the subject device is as safe and effective as the predicate

devices.
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Food and Drug Administration
9200 Corporate Boulevard

Rockville MD 20850

AUG 3 1 2008

Azary Technologies, LLC
¢/o Mr. Joseph M. Azary
President

543 Long Hill Avenue
Shelton, CT 06484

Re: K041901
Trade Name: Northeast Monitoring SD360 Digital Recorder
Regulation Number: 21 CFR 870.2800
Regulation Name: Medical Magnetic Tape Recorder
Regulatory Class: I (two)
Product Code: MWI]
Dated: July 14, 2004
Received: July 14, 2004

Dear Mr. Azary:

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.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to such 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); 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification, The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4648. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistancc at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.ida.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

NAR S

Bram D. Zuckerman, M.D. g\f HOx
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): K041901

Device Name: NorthEast Monitoring Inc. SD360 Digital Recorder

indications For Use:

1. Detection of Arrhythmias: The NorthEast Menitoring, Inc. SD360 Digital Recorder is indicated
for use in continuous monitoring of cardiac rhythm when intermittent arrhythmia are suspected
due to patient symptoms such as palpitations, transient ischemic attacks (TIAs), syncope
(fainting), or other such symptoms as determined by the physician.

2. Efficacy of Treatment: The NorthEast Monitoring Inc. SD360 Digital Recorder is indicated for
use to determine whether current pharmacological treatment(s) of known arrhythmia is effective
by measuring the frequency and duration of the arrhythmia compared to the frequency and
duration prior to treatment.

3 Pacemaker Evaluation: The NorthEast Monitoring Inc. SD360 Digital Recorder is indicated for
use to evaluate the function of implanted pacemakers to insure that the pacemaker is functioning
within prescribed limits.

4. The NorthEast Monitoring SD360 Digital Recorder is to be used by or on the order of a

physician.
Prescription Use _ X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

M M)
(Division Sign-Off) - I’JZ\/
Division of Cardiovascular Devices biz

510(k) Number___ 04 (0! Page 1 of _l
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Food and Drug Administration
9200 Corporate Boulevard
Rackville MD 20850

JAN 2 1 2005

Wm. Cameron Powell, M.D.
President

MP4 Solutions, LP

11 Lynn Batts Lane, Suite 100
SAN ANTONIO TX 78218

Re: K042082
Trade/Device Name: AirStrip OB®
Regulation Number: 21 CFR §884.2740
Regulation Name: Perinatal monitoring system and accessories
Regulatory Class: Il
Product Code: 85 HGM
Dated: November 26, 2004
Received: November 30, 2004

Dear Dr. Powell:

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.

If your device is classified (sec above) into either class II (Special Controls) or class [II (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); 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.



This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device to

proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at one of the following numbers, based on the regulation number at

the top of this letter:

21 CFR 876.XXXX (Gastroenterology/Renal/Urology) 240-276-0115

21 CFR 884.xxxx (Obstetrics/Gynecology) 240-276-0115
21 CFR 892.xxxx  (Radiology) 240-276-0120
Other 240-276-0100

Also, please note the regulation entitled, “Misbranding by reference to premarket notification” (21 CFR
807.97). 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) 443-6597 or at its [nternet address http://www.fda.gov/cdrh/dsma/dsmamain.htmi

Sincerely yours,

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health
Enclosure



Indications for Use Statement

AirStrip OB® is intended to be used by Obstetricians for the following
purposes:

« To more rapidly and thoroughly respond to a nurse call
regarding fetal heart tracings or maternal contraction
patterns by viewing the real time waveforms remotely
using a mobile device such as a PDA or Smart Phone

« To proactively review a fetal heart or maternal contraction
tracing of a patient in Labor and Delivery for whom they
are responsible but are unable to be present in the
hospital at that time.

» To review the current Labor and Delivery patient census
list.

« Provide a request for remote consultation regarding a
fetal heart tracing.

« To remotely review other standard or critical real-time
numeric data from Labor and Delivery.

Yoot Brssfon

(Division\Sign-Of@ Prescription Use =

Division of Reproductive, Ab8ominal, (Per 21 CFR 801.109)
and Radiological Devices

510¢k) Number KDL{ Z@ql

K042082 Response to Remaining Issues 15
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international

711 Park Avenue « Medina, New York 14103-0756 » 585.798-3901 « Fax: 585-798-3909

SIGMA International General Medical Apparatus, LLC.
Spectrum with or without Master Drug Library

510(k) Summary

Submitter Information

Company Name & Address:
SIGMA International General Medical Apparatus, LLC.
711 Park Avenue
Medina, NY 14103-0756

Contact Name:
Charles Martina
Test Engineer
SIGMA International
(585) 798-3901
(585) 798-3909 Fax

Date Summary Prepared: April 12. 2003

Device Information

Generic Name:
Infusion Pumyp

Trade or Proprietary Name:
Spectrum with or without Drug Library Work Station

Classification Designation:
Class I, 80FRN infusion Pump

Device Description information

The Spectrum with Master Drug Library (device) is an infusion pump having a basic
description as identified in Title 21 CFR, Part 880, Section 5725. The Spectrum infusion
pump consists of electronic circuitry and mechanical mechanisms that are integrated into
a lightweight plastic enclosure. The electrical and mechanical operations are software
controlled using discrete microcontrotler and processor technology. The motor control /
feedback pumping mechanism are of the linear peristaltic design using inlet and exit
valves for occlusion control. Infusion therapy fluids and selected intravenous (IV) sets
are supplied by the device user. The Spectrum infusion pump is specifically
manufactured and calibrated for the application of standard gravity infusion sets of a
manufacturer's brand, as indicated by the Spectrum’s labeling. The IV set is loaded into

510(k) Submission
Page 1508 of 1514



Premarket Notification 510(k) Ky ala |
Summary of Safety and Effectiveness (f 7 oF 3 )

510(k} Summary (continuation)

the Spectrum infusion pump. After acceptance of program parameters, the pump is
started and fluid is propelled by the rhythmic action of the pumping mechanism against
the outside surface of the IV tubing. The pump is controlled to create smooth fluid
dynamics, precision volumetric accuracy, and uniformity of flow rate profile. The
Spectrum infusion pump is small in comparison to the traditional “Large Volume”
infusions pumps currently on the market. However, it is designed to be used in a
healthcare facility in an IV pole mounted configuration or carried by the user in an
ambulatory mannert.

The Master Drug Library (MDL) capability is a software package that allows the
generation and management of a patented downloadable drug library into to a target
infusion pump. The library may be loaded direcily into the infusion pump or uploaded
into another computer, Personal Assistants (PDA's), or other transfer apparatus (l.e.
“smart” C-pen) for wired or wireless communication to the infusion pump. The MDL
software reduces the risk of medication errors by providing programmed delivery profiles
and limits for a corresponding drug that is intend for a specific use classification. The
MDL software will operate on a popular software systems platform (l.e. Windows) and
have the capability (using external peripherals) of printing text / barcode labels that may
be used to label and identify drug therapy bags and or patient identification labels.
Through the application of the C-pen equipment, scanned patient and 1V prescription
information can be downloaded into the Spectrum infusion pump. The Spectrum
infusion pump has the capability of communicating with a hospital information
management system. The Spectrum infusion pump uses coded passwords and
redundancy checks to mitigate the acceptance of improper information.

Predicate Device Information

The Spectrum with Master Drug Library is considered to be substantially equivalent (as
defined by U.S. FDA regulatory information) to other infusion pumps with software
managing systems. The safety and effectiveness related to the predicate devices is
comparable to the Spectrum with Master Drug Library. Examples of devices within the
same regulatory classification as the Spectrum with Master Drug Library are identified as

follows:

Premarket Device Name Applicant

Notification, 510(k)

Number

K030459 Medley™ System with Medication | ALARIS Medical Systems,
Management System Inc.

K011975 Horizon Outlook™ with | B. Braun Medical Inc.
DoseCom™

The Spectrum infusion pump may also be used without the Master Drug Library.
Predicate devices within the same regulatory classification as the Spectrum are
identified as follows:

510(k) Submission
Page 1509 of 1514
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IOEYEY

Summary of Safety and Effectiveness (P3P 3)

510(k) Summary (continuation)

Premarket Device Name Applicant

Notification, 510(k}

Number

K950766 SIGMA Model 8000 and 8002 | SIGMA International General
infusion Pumps Medical Apparatus, LLC.

K002211 Colleague® CX Volumetric | Baxter Healthcare
Infusion Pump Corporation

Intended Use information for Subject Device

The Spectrum infusion pump is intended to be used for the controlled administration of
intravenous fluids. These fluids may include blood, blood products or mixtures of
pharmaceutical drugs for required patient therapy. The spectrum is used in conjunction
with legally marked intravenous administration sets and medications provided by the
user. The Master Drug Library is a software package that will add additional features to
the Spectrum infusion pump. The Master Drug Library will permit electronic
communications with the Spectrum pump and other external peripherat devices. The
intended use of the Spectrum pump includes commaon drug error prevention, through the
stand alone settings features of the pump. This includes drug parameter limits and
associated drug name identification. With the Master Drug Library, the intended use s
to reduce user errors associated with drug selection, drug dose rates, drug dose
concentrations, and patient identification associated with the prescribed drug.

Technological Characteristic information

The technological characteristics of the Spectrum infusion pump are similar in many
respects to the predicate devices. The Spectrum and predicated devices share
mechanical and electrical assembly design complexity similarities. Their respective
designs contain “state-of-the-art” printed circuit board layout system, proven reliable
corrosion  resistant pumping mechanisms and microcomputer software control
intelligence. The functional characteristics including the user interface, alarm sensing
systems, and display technology are of similar technological form. The Master Drug
Library features and communication interaction with the Spectrum or other peripherals is
also technologically similar in nature to the predicate devices. The technological
characteristics of the Spectrum and Spectrum with Master Drug Library are substantially
equivalent to the predicate device for intended use. Technological differences between
the Spectrum and Spectrum with Master Drug Library do not raise new issues of safety
and effectiveness.

Non-Clinical Performance Data Information

The determination of substantial equivalency is also based on non-clinical performance
data. The testing conducted on the Spectrum infusion pump was in accordance with
recognized performance standards for infusion pumps. tn addition, non-clinical testing
based on the validation of design requirements has been conducted and is provided as
support data for this 510(k) submission. The performance data indicate that the
Spectrum and Spectrum with Master Drug Library meets specification requirements and
is substantially equivalent to the predicate devices.

510(k) Submission
Page 1510 0f 1514
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration
9200 Corporate Boulevard
AUG 2 6 2004 Rockville MD 20850

SIGMA International General Medical Apparatus, LLC
C/O Mr. Daniel W. Lehtonen

Responsible Third Party Official

Intertek Testing Services NA, Incorporated

70 Codman Hill Road

Boxborough, Massachusetts 01779

Re: K042121
Trade/Device Name: Spectrum and Spectrum with Master Drug Library
Regulation Number: 880.5725
Regulation Name: Infusion Pump
Regulatory Class: 1II
Product Code: FRN
Dated: August 18, 2004
Received: August 19,2004

Dear Mr. Reuber:

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.

If your device is classified (see above) into either class II (Special Controls) or ciass III
(PMA), it may be subject to such 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); 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Compliance at (301) 594-4618. Also, please note the regulation
entitled, “Misbranding by reference to premarket notification” (21CFR Part 807.97). 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) 443-6597 or at its Internet address
hitp://www.fda.gov/cdrh/dsma/dsmamain. html

Sincerely yours,

1u Lin, Ph.D.

Director

Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Premarket Notification 510(k)
Indications for Use Statement

510(k) Number (if known): kfp%l R

Device Name: Spectrum, Spectrum with Master Drug Library

indications for Use

The Spectrum and Spectrum with Master Drug Library is intended to be used for
the controlled administration of intravenous fluids. These fluids may include
pharmaceutical drugs, blood, blood products and mixtures of required patient
therapy. The intended routes of administration consist of the following clinically
acceptable routes: intravenous, arterial, subcutaneous, intrathecal, epidural or
irrigation of fluid space. The spectrum is intended to be used in conjunction with
legally marketed intravenous administration sets and medications provided by
the user.

The Spectrum and Spectrum with Master Drug Library is suitable for many user
facility applications such as but not limited to hospitals, outpatient care areas,
homecare and ambulatory care services.

The Spectrum and Spectrum with Master Drug Library is intended to reduce
operator interaction through automated programming thereby helping to reduce
errors associated with complex device programming. Parameter programming
requires trained healthcare professional confirmation of limits and drug therapy to
physician’s directive.

Prescription Use AND/OR QOver-The-Counter Use
(Part 21 CFR 801 Subpart D) (Part 21 CFR 807 Subpart C)

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

Concurrence of CORH, Office of Device Evaluation (ODE)

Lt oo T
&is&m Sigh-0Mf)

ivision of Anesthesiology, Ganera! Hespital
Infection Gohtrol, Dental Davieas P,
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510(k) SUMMARY

510(k) Owner Name and Address: 2. Contact Person:

PHASEIN AB David Weissburg
Svardvagen 15 Weissburg Associates

182 33 Danderyd Madison, Wisconsin
Sweden Telephone: 1-608-770-0223

Telephone: 46-8-544-98-150
Fax: 46-8-544-98-169

Date: 6 September 2005
Trade Name: VEO Multigas Monitor for Pocket PC
Common Name: Multigas Monitor

Classification Names:
a. Carbon dioxide gas analyzer (21 CFR 868.1400, Product Code CCK)
b. Oxygen gas analyzer (21 CFR 868.1720, Product Code CCL)

Substantially equivalent to:
a. Tidal Wave Model 610, Novametrix Medical Systems Inc. (K963327)
b. MX300 Portable Oxygen Monitor, Teledyne Analytical Instruments {K024155)
c. S/5 Multigas Monitor, Datex-Ohmeda-GE {K051092)
d. Handi, Ceramatec, Inc (K973282)

Device description: The VEO Multigas Monitor for Pocket PC combines a miniature
mainstream infrared gas analysis bench with an ultra-fast response oxygen fuel cell. The
complete multigas analyzer is contained within a transducer that is attached to the
breathing circuit via an airway adapter.

Intended Use: The VEO Multigas Monitor for Pocket PC is intended to provide monitoring
of carbon dioxide and oxygen during anesthesia, recovery and respiratory care. It may be
used in the operating suite, intensive care unit, patient room, and emergency medicine
settings for adult and pediatric patients.

Comparison to predicates: The VEO Multigas Monitor for Pocket PC combines the gas
monitoring capabilities of two predicate devices into one device. The VEO Multigas
Monitor for Pocket PC uses the same basic technology concepts used in the predicate
devices, while adding improvements derived from advanced electronics and
miniaturization. The intended uses of the VEO Multigas Monitor for Pocket PC and its
predicates are the same. All the devices consume equivalent amounts of electric power
and utilize disposable single-patient-use airway adapters to interface with gases in the
breathing circuit. Labeling and materials used are equivalent, except that the VEC
Multigas Monitor for Pocket PC displays numeric and graphic information on an off-the-
shelf Pocket PC. PHASEIN-approved Pocket PCs have been tested and validated as
reliable components of the VEO Multigas Monitor device.

Testing vs. predicates: Non-clinical testing in direct comparison to predicates throughout
the operating range was conducted using calibrated gas samples and legally marketed
anesthesia and ventilation devices.

Conclusions from testing: The VEO Multigas Monitor for Pocket PC demonstrated
performance, safety and effectiveness equivalent or superior to its predicates in all
characteristics. The VEO Multigas Monitor for Pocket PC demonstrated superior
performance in response time, accuracy, precision, and reliability.



: —/é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
SEP 15 2005 Rockville MD 20850

Phasein AB

C/O Mr. David Weissburg
Weissburg Associates

4213 Winnequah Drive
Madison, Wisconsin 53716

Re: KO051857
Trade/Device Name: VEQ Multigas Monitor For Pocket PC, Model 400221
Regulation Number: 21 CFR 868.1400
Regulation Name: Carbon dioxide gas analyzer
Regulatory Class: II
Product Code: CCK, CCL
Dated: June 30, 2005
Received: July 8, 2005

Dear Mr. Weissburg:

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 Fuderal 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.

If your device is classified (see above) into either class IT (Special Controls) or class III (PMA), it
may be subject to such 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 1ssuance 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); 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). 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) 443-6597 or at its Internet address http://www.fda.gov/cdrh/industrv/support/index.html.

Sincerely yours,

hiu Lin, Ph.D.
Director
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use

510(k) Number:

Device Name: VEO Multigas Monitor for Pocket PC
Indications for Use:

The VEO Multigas Monitor for Pocket PC is intended to provide monitoring of
carbon dioxide and oxygen during anesthesia, recovery and respiratory care. it
may be used in the operating suite, intensive care unit, patient room and
emergency medicine settings for adult and pediatric patients.

Prescription Use ___ X AND/OR Over-The-Counter Use
{Part 21 CFR 801 Subpart D) (21 CFR 801 Subpari C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Division Sign-Off) _
(Di:/\?sion of Anesthesiclogy. General Hospital,

Infection Gontrol, Dental Devices
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510(K) Number.
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Premarket Notification 510(k) Summary
As required by section 807.92
Datex-Ohmeda S/5 Web Viewer, Datex-Ohmeda S/5 Pocket Viewer and
Datex-Ohmeda S/5 Cellular Viewer with L-WEB04 software

GENERAL COMPANY INFORMATION as required by 807.92(a)(1)

COMPANY NAME/ADBRESS/PHONE/FAX:

(GE Healthcare

86 Pilgrim Road

Needham, MA 02492 USA
Tel: 781-449-8685

Fax: 781-433-1344

NAME OF CONTACT:

Mr. Joel Kent

DATE;
October 20, 2005

DEVICE NAME as required by 807.92(a)(2)

TRADE NAME:

Datex-Ohmeda 5/5 Web Viewer, Datex-Chmeda S/5 Pocket Viewer and Datex-Ohmeda S/5
Cellular Viewer with L-WEB04 software

COMMON NAME:

Remote monitoring device

CLASSIFICATION NAME:

The following Class Il classifications appear applicable:

Product Code Classification Name CFR Section
MSX System, network and communication, physiological monitors 870.2300
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NAME OF LEGALLY MARKETED DEVICE FOR WHICH A CLLAIM OF SUBSTANTIAL
EQUIVALENCE IS MADE as required by 807.92(a)(3}

The revised Datex-Ohmeda S/5 Web Viewer version and 8/5 Pocket Viewer version and the new
8/5 Cellular Viewer are substantially equivalent in safety and effectiveness (o the legally marketed
(predicate) Datex-Ohmeda S/5 Web Viewer and Datex-Ohmeda $/5 Pocket Viewer versions
{K033078) currently in distribution.

DEVICE DESCRIPTION as required by 807.92(a)(4)

The Datex-Ohmeda S/5 Web Viewer is a supplementary monitoring application running on a

generic PC that is connected to the hospital LAN, either directly or via the Internet. It is based on

the World Wide Web and Java technologies, and it is intended to be used for remote viewing of

real-time patient information and trends from patient monitors that are connected to the Datex-

Ohmeda 5/5 Network and Central. The Pocket Viewer is a Web Viewer version running on a

Pocket PC PDA that is connected to the hospital LAN via wireless access within the hospital, or

via a mobile connection outside the hospital. The PDA uses a standard WLAN (802.11b) or

mobile connections (GSM, GPRS, HSCSD, CDMA) to gain access to the Hospital LAN and Web

Server. The Cellular Viewer is a Web Viewer version running on a generic cellular phone that is

connected to the hospital LAN via a mobile connection. The mobile phone uses standard mobile

connections (GSM, GPRS, HSCSD) to gain access to the Hospital LAN and Web Server.

The Web Viewer, Pocket Viewer and Celtular Viewer are not primary alarm sources but decision-

making support tools that offer clinicians access to the patient data also outside the patient care

area. The network architecture of the S/5 Web/Pocket/Cellular Viewer system consists of the

following components:

s Datex-Olmeda S/5 Network that connects D-O monitors to one or more D O §/5 Centrals

¢  The Hospital LAN to which the office PCs in the hospital are connected to

» The 8/5 Web Server that is cottnected to both of these networks

¢ 5/5 Web Viewer client programs running in desktop and laptop PCs, S/5 Pocket Viewer client
programs running in PDAs and 5/5 Cellular Viewers running in generic cellular phones

*  Optional VPN (virtual private network) or dial-up solutions enabling remote connection to
patient monitoring data with the S/5 Web Viewer, Pocket Viewer and Cellular Viewer

The hospital is responsible for ensuring a secure and functional interface between the Datex-
Ohmeda S/5 Network and the Hospital LAN, by utilizing, for example, a gateway, router, switch
or firewall, as shown in the figure above. If the Web Viewer clients are not connected to a hospital
Intranet, a regular hub can be used instead. Wireless LAN access points are required to connect the
Pocket Viewer to the WLAN. For Cellular phones the proper subscriptions with the telephone
operators are needed,
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INTENDED USE as required by 807.92(a)(5)

Indication for use for 5/5 Web Viewer: The Datex-Ohmeda S/5 Web Viewer displays information
received from other networked devices. It is comprised of a §/5 Web Server and S/5 Web Viewer
chents. The Datex-Ohmeda S/5 Web Server maintains and coordinates the network connections
berween the devices in the Datex-Ohmeda Network and 8/5 Web Viewer clients. The $/5 Web
Viewer client runs on a generic computer that is connected to the hospital local area network. The
Datex-Ohmeda S/5 Web Viewer can be used for viewing or otherwise processing of information
from several bedside monitors or other networked devices. The Datex-Ohmeda S/S Web Viewer
can be used for patients in the hospital and it is meant for consultation and remote monitoring use.
The Datex-Ohrmeda 8/5 Web Viewer is not a primary alarm source. The device is for use by
qualified medical personnel only,

Indication for use for 8/5 Pocket Viewer: The Datex-Chmeda S/5 Pocket Viewer displays
information received from other networked devices. It is comprised of a S/5 Web Server and S/5
Pocket Viewer clients. The Datex-Ohmeda S/5 Web Server maintains and coordinates the
network connections between the devices in the Datex-Ohmeda Network and $/5 Pocket Viewer
clients. The S/5 Pocket Viewer client runs on a generic handheld computer that is connected to the
hospital local area network. The Datex-Ohmeda S/5 Pocket Viewer can be used for viewing or
otherwise processing of information from several bedside monitors or other networked devices.
The Datex-Ohmeda S/5 Pocket Viewer can be used for patients in the hospital and it is meant for
consultation and remote monitoring use. The Datex-Ohmeda S/5 Pocket Viewer is not a primary
alarm source. The device is for use by qualified medical personnel only.

Indication for use for §/5 Cellular Viewer: The Datex-Ohmeda S/5 Cellular Viewer displays
information received from other networked devices. It is comprised of a S/ Web Server and S/5
Cellular Viewer clients. The Datex-Ohmeda S/5 Web Server maintains and coordinates the
network connections between the devices in the Datex-Ohmeda Network and S/5 Cellular Viewer
clients. The Datex-Ohmeda §/5 Cellular Viewer client runs on a generic cellular phone that is
connected to the hospital local area network. The Datex-Ohmeda 5/5 Cellular Viewer can be used
for viewing or otherwise processing of information from several bedside monitors or other
networked devices. The Datex-Ohmeda S/5 Cellular Viewer can be used for patients in the
hospital and it is meant for consultation and remote monitoring use. The Datex-Ohmeda $/5
CellularViewer is not a primary alarm source. The device is for use by qualified personnel only,

SUMMARY OF TECHNOLOGICAL CHARACTERITICS OF DEVICE COMPARED TO THE
PREDICATE DEVICE as required by 807.92(a)(6)

The revised Datex-Ohmeda S/5 Web Viewer version and $/5 Pocket Viewer version and the new
5/5 Cellular Viewer are substantially equivalent in safety and effectiveness to the legally marketed
{predicate) Datex-Ohmeda S/5 Web Viewer and Datex-Ohmeda S/5 Pocket Viewer versions
(K033078) currently in distribution.

The indications for use for the 8/5 Web Viewer is identical to the predicate.

The indications for use for the S/5 Pocket Viewer is identical to the predicate.

The indications for use for the S/5 Cellular Viewer is the same as in predicate $/5 Pocket Viewer
except that the term ‘generic handheld computer’ has been replaced by a term ‘generic mobile
phone’.

The structure and functionality of the revised Datex-Ohmeda S$/5 Web Viewer and §/5 Pocket

Viewer and the new S/5 Cellular Viewer corresponds to the structure and functionality of the
Datex-Ohmeda 5/5 Web Viewer and S/5 Pocket Viewer (predicate). The basic architecture of the
revised Datex-Ohmeda 5/5 Web Viewer and S/5 Pocket Viewer and the new Cellular Viewer is
the same as that of Datex-Ohmeda S/5 Web Viewer and Datex-Ohmeda S/5 Pocket Viewer
(predicate).
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The revised Datex-Ohmeda S/5 Web Viewer and S/5 Pocket Viewer and the new $/5 Cellular
Viewer can show real-time curves, numeric information, graphical and numerical trends and visual
alarms from bedside monitors just like the predicate.

The physical nerwork components used by the revised S/5 Web Viewer and $/5 Pocket Viewer
and the new 5/5 Cellular Viewer are the same as in the predicate.

Differences:
The following functionality has been added to the revised Datex-Ohmeda S/5 Web Viewer, S/5
Pocket Viewer and the new /5 Cellular Viewer:
User interface changes:

* A new viewer type Cellular Viewer is available

*  Up to 30 concurrent Cellular Viewer users

* Entropy parameter numeric values and trends are provided

*  User specific configurations are possible through User Configuration Pages

e User can change her/his own password

¢ No more support for S/5 Light Monitor trends
In addition to the functional changes, the following technical improvements have been
implemented in the revised 5/5 Web Viewer and §/5 Pocket Viewer:

*  The new version supports standard mobile phone technology

*  Support for HTTPS tunneling with advanced communication security is available

* PChardware: A new version of the PC for the Web Server computer has been

specified because manufacturing of the earlier one was discontinued

Summary:
The changes above do not effect safety and effectiveness of the system, and the new Datex-
Ohmeda S/5 Web Viewer, S/5 Pocket Viewer and $/5 Cellular Viewer, described in this
submission, are substantially equivalent to the predicate device.

SUMMARY OF NONCLINICAL TESTING FOR THE DEVICE and CONCLUSIONS as required by

807.92(bY133)
Datex-Ohmeda S/5 Web Viewer, Datex-Ohmeda S/5 Pocket Viewer and Datex-Chmeda S/5

Cellular Viewer with L-WEB0Q4 software has been assessed against the standards below. The
device has been thoroughly tested through validation and verification of specifications,

*  ENG60950: 2000 (IEC60950 3rd edition) — Product Safety
¢ ENS55022: 1998 (IEC-CISPR 22) - Radio Frequency Interface
e EN 55024: 1998 (IEC-CISPR 24) - Eléctromagnetic Immunity
s EN61000-3-2:1995 + A1/A2/A14, Harmonic Currents
= EN 61000-3-3:1995, Voltage Fluctuation and Flicker
* EMC Directive 89/336/EEC (including amendments)
¢ Low Voltage Directive 73/23/EEC (amended by 93/68/EEC)
e IS0 14971:2000, Medical devices - Risk analysis
* IEC 60601-1-4Medical electrical equipment. Part 1: General requirements for safetyd.
Collateral Standard: Safety requirements for programmable medical systems.
e CAN/CSA-C22.2 No. 60950-00: Safety on Information Technology Equipment.
* UL: [EC 60950 {1999) Third Edition.

CONCLUSION;:

The summary above shows that there are no new questions of safety and effectiveness for the
revised Datex-Ohmeda S/5 Web Viewer version and S/5 Pocket Viewer version and the new S/5
Cellular Viewer and they are substantiaily equivalent in safety and effectiveness to the legally
marketed (predicate) Datex-Ohmeda 8/5 Web Viewer and Datex-Ohmeda $/5 Pocket Viewer
versions (K033078).
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JAN 20 2006

GE Healthcare

c/o Mr. Joel C. Kent

Manager, Quality and Regulatory Affairs
86 Pilgrim Road

Needham, MA 02492

Re: K052975
Trade Name: Datex-Ohmeda S/5 Web Viewer, Pocket Viewer and Cellular Viewer with L-
WEB04 software
Regulation Number: 21 CFR 870.2300
Regulation Name: Physiological Monitors Network and Communication System
Regulatory Class: Class II (two)
Product Code: MSX
Dated: December 19, 2005
Received: December 21, 2005

Dear Mr. Kent:

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.

If your device is classified (see above) into either class II {Special Controls) or class [l (PMA), it
may be subject to such 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); 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97) you may obtain.
Other general information on your responsibilities under the Act may be obtained from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

%WJ/%,

Bram D. Zuckerman, M.D.
Director

Division of Cardiovascular Devices
Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use
510(k) Number (if known): __052975

Device Name: Datex-Ohmeda S/5 Web Viewer, Datex-Ohmeda S/5 Pocket
Viewer and Datex-Ohmeda S/5 Cellular Viewer with L-WEBO04 software.

Indications for use:

Indication for use for 575 Web Viewer: The Datex-Ohmeda S/5 Web Viewer displays information received from other
natworked devices. I(is comprised of a S5 Web Server and S/5 Web Viewer clients. The Datex-Ohmeda 5/5 Web

Server mainfains and coordinates the network connections between the devices in the Datex-Ohmeda Network and
5/5 Web Viewer clients. The S/5 Web Viewer client runs on a generic computer that is connected to the hospital
local area network. The Datex-Ohmeda S/5 Web Viewer can be used for viewing or otherwise processing of
information from several bedside monitors or other networked devices. The Datex-Ohmeda S/5 Web Viewer can be
used for patients in the hospital and it is meant for consultation and remote monitoring use. The Datex-Ohmeda S/5
Web Viewer is not a primary alarm source. The device is for use by qualified medical personnei only.

Indication for use for S/5 Pocket Viewer: The Datex-Ohmeda S/5 Pocket Viewer displays information received from
other networked devices. It is comprised of a $/3 Web Server and 5/5 Pocket Viewer clients. The Datex-Ohmeda
S/5 Web Server maintains and coordinates the network connections between the devices in the Datex-Ohmeda

MNetwork and S/5 Pocket Viewer clients. The Sf5 Pocket Viewer client runs on a generic handheld computer that is
connected to the hospital local area netwoerk. The Datex-Ohmeda S/5 Pocket Viewer can be used for viewing or
otherwise processing of information from several bedside manitors or other networked devices. The Datex-Chmeda
515 Pocket Viewer can be used for patients in the hospital and it is meant for consuitation and remote monitoring
use. The Datex-Chmeda S/5 Pocket Viewer is not a primary alam source. The device is for use by qualified
medical personnel only.

Indication for use for $/5 Cellular Viewer: The Datex-Ohmeda S/5 Cellular Viewer displays information received
from other networked devices. It is comprised of a 5/5 Web Server and 5/5 Cellular Viewer clients. The Datex-

Ohmeda S/5 Web Server maintains and coordinates the network connections between the devices in the Datex-
Ohmeda Network and S/5 Cellular Viewer clients. The Datex-Ohmeda 5/5 Cellular Viewer client runs on a generic
cellular phone that is connected lo the hospital local area network. The Datex-Ohmeda S/5 Cellular Viewer can be
used for viewing or otherwise processing of information from several bedside monitors or other networked devices.
The Datex-Ohmeda S/5 Celiutar Viewer can be used for patients in the hospital and it is meant for consultation and
remote monitoring use. The Datex-Ohmeda S/5 CellularViewer is not a primary alarm source. The device is for use

by qualified personnel only.

Prescription Use __ X 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 OF NEEDED)

g% Con'currwm-{, Office of Device Evaluation (ODE)
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Koko298

MAR 2 9 2005
510(k) SUMMARY

Vocel
PILL PHONE Medication Reminder Software Device
510(k) Premarket Notification

Submitter

Vocel

13400 Sabre Springs Parkway
Suite 255

San Diego, CA 92128

Contact Person: Mr. Chris Nelson
Date Prepared: January 27, 2006

Name and Classification of Device

Trade or Proprietary Name: PILL PHONE

Common Name: medication reminder systern
Classification Name: daily assist device
Product Cede : unknown

Predicate Devices

The PILL PHONE is substantially equivalent to the ONCELLRX, the MEDPARTNER,
and various medication reminder systems marketed by E-Pill, LLC.

Description of the PILL. PHONE

The PILL PHONE software device will be sold to users of cell phones (or other
communication devices) through their cell phone service. The sofiware will have a
feature to send out reminders to a cell phone owner of the dosing schedule that has been
programmed into the phone, whether the dosing schedule is for the user, a child, or an
elderly parent. The software will also enable the delivery of information about
medications, such as indications for use, dosing, side effects, and even photographs of
different pills. The PILL PHONE software is a Minor Level of Concern.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
MAKR 2 4 2008 Rockville MD 20850

Vocel

C/O Mr. Keith A. Barritt

Fish & Richardson, Professional Corporation
1425 K Street, N.W,

Suite 1100

Washington, DC 20005

Re: K060298
Trade/Device Name: Piil Phone
Regulation Number: 890.5050
Regulation Name: Daily activity assist device
Regulatory Class: 1
Product Code: NXQ
Dated: February 3, 2006
. Received: February 7, 2006

Dear Mr. Barritt:

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 (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.

If your device is classified (see above) into either class I (Special Controls) or class 111
(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); 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.

This letter will allow you to continue marketing your device as described in your Section
510(k) premarket notification. The FDA finding of substantial equivalence of your device to
a legally marketed predicate device results in a classification for your device and thus,
permits your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Compliance at (240) 276-0115. Also, please note the regulation
entitled, “Misbranding by reference to premarket notification” (21CFR Part 807.97). 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) 443-6597 or at its Internet address

http//'www.fda. gov/cdrh/dsma/dsmamain.htm!

Sincerely yours,

hiu Lin, Ph.D.
Director
Division of Dental, Anesthesiology, General
Hospital, Infection Control, and Dental Devices
Office of Device Evaluation

Center for Devices and
Radiological Health
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Indications for _Use

510(k) Number (ifknown): < 0G0 9

—

Device Name: PILL PHONE

_Indications For Use: |

The PILL PHONE is a medication reminder and information

system utilizing software that operates on a user's cell phone or other

wireless device., The PILL PHONE will also have the ability to receive

multiple question surveys from the PTLL PHONE server,

Prescription Use - ~ AND/OR - Over-The-Counter Use __ X
{Part 21 CFR 801 Subpart D) _ ‘ (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGEIF -
NEEDED) - : ‘ _ '

Concurrence of CDRH, Office of Device Evaluation (ODE)
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CG-6108 Arrhythmia ECG Event Recorder
510(k) Summary of Safety and Effectiveness

CARD GUARD

Schentific Survival 1700

1. General KpéoqN 79 {/Z
Submitter Card Guard Scientific Survival Ltd., U
Address 2 Pekeris St. P.O.B. 527 Rehovot 76100, Israel

Contact: Alex Gonorovsky, RA Manager

Phone: 972-8-9484019 | Fax: 972-8-9484044

E-mail: galex(@cardguard.com

Device

Trade Name: | CG-6108 Arrhythmia ECG Event Recorder

Classification: | Transmitters and receivers, electrocardiograph, telephone

Product Code: | pxXH

Regulation No: | 21 CFR 870.2920

Class: II

2. Definition and Intended Use

The CG-6108 system is an Arrthythmia ECG Event Recorder designed for self-testing by patients at
home and for analysis by medical professionals at a remote Monitoring Center. It comprises a chest-
worn ECG sensor and a handheld device with a proprietary application, configured to process and
transmit the ECG recordings.

The chest-worn unit includes 3 electrodes on a harness and it houses a battery, an ASIC and a
Bluetooth transceiver for the acquisition, recording, and transmission of the ECG signal.

The ECG signals are transmitted via Bluetooth to the handheld device. When an event is detected it is
wirelessly transmitted to the CG Monitoring Center for professional analysis. The handheld device is
equipped with shared memory used to record the signal received from the sensor and to allow pre-
and post processing options through the use of this memory in a dual memory loop configuration,
both running in parallel. One loop is auto-triggered, with programmable thresholds, that starts
recording based on specific rhythms and arrhythmias detected or manually activated by the patient.
The second, and longer, recording loop is controlied remotely to provide the physician with more
information, when requested by the CG Monitoring Center.

The handheld device automatically transmits the recorded ECG, via cellular link, to the Monitoring
Center. When cellular service is unavailable the patient can transmit via landline telephone.

3. PMP* Medical Application

The PMP* Medical Application is designed for wireless mobile platforms, e.g. PDA, SmartPhone and
for static platforms, i.e., PC. It is used to receive from the CG-6108 (and other Card Guard’s devices),
the test results and other medical data, to process and save these test results, and synchronize data and
test results with the PMP* Medical Center. The Application is a part of a personal medical system
solution. The PMP* Medical Application performs the following activities:

I. Receives medical test inputs from the external accessories

Collects medical test data and other related information as defined for each test

Accesses historical test and related data stored on the device

Transmits medical test data and additional information to Center for professional evaluation/backup
Receives data from Center

6. Enables configuring GPRS data connection (based on mobile phone GPRS/CDMA
capabilities), changing user name and password.

hoBs W N



CG-6108 Arrhythmia ECG Event Recorder
510(k) Summary of Safety and Effectiveness

2
4. Referenced Standards KocoTu /j /Z

No performance standards have been developed under Section 514 of the Federal Food, Drug and
Cosmetic Art for wireless ECG event recording devices. The CG-6108 meets the requirements of
the following standards:

CARD GUARD

Salentific Surevival £TD

(1) MDD 93/42/EEC Medical Device Directive Council Directive 93/42/EEC; June 14, 1993
(2) EN 475: Medical devices - Electrically-generated alarm signals ; April 1995
(3) EN 980: Graphical symbols for use in the labeling of medical devices; August 2003

(4) EN1041: Terminology, Symbols and Information provided with Medical Devices; Information supplied by the
manufacturer with medical devices; April 1998

(5) EN IS0 9001: Quality management systems - Requirements; December 2000

(6) EN ISO 13485: Quality systems — Medical devices; August 2000

(7) ENISO 14971: Medical devices — application of risk management to medical devices: March 2001

(8) EN ISO 10993 Biological evaluation of medical devices Part 1; Evatuation and testing; Dec. 1997

(9) EN 60601-1: Medical electrical equipment; Part 1: General requirements for safety; Sept. 2002

(10) EN 60601-1-2: Medical electrical equipment; Part 1: 2. Collateral Std: EMC; requirecments and tests; 2001

(11} EN 60601-1-4; Medical electrical equipment; Part 1: 4. Collateral Std: Programmable electric medical systems;
Apr. 01

5. Indications for use

The CG-6108 Arrhythmia ECG Event Recorder is intended for use by patients who experience
transient symptoms that may suggest cardiac arrhythmia.

6. Principles of operation

The CG-6108 Arrhythmia ECG Event Recorder comprises a chest-worn ECG sensor with three
electrodes and a handheld device with a proprietary PMP* Medical Application, used to process and
transmit the ECG recordings. The battery powered chest-worn unit has an ASIC and a transceiver
for the acquisition, recording, and transmission of the ECG signal. The ECG signals are transmitted
via Bluetooth to the handheld device equipped with the PMP* Medical Application, which
incorporates an algorithm specially developed for detection of arrhythmia artifacts, e.g. AF. A
detected artifact triggers transmission of the signal to the CG Monitoring Center for analysis.

7. Substantial Equivalence

The clearance for the CG-6108 is sought on the grounds of its claimed substantial equivalence (SE)
to the following predicate devices:

1. Card Guard’s CG-6106 K963811 for its memory loop monitoring principle of operation and
the identity of the intended use.

2. Card Guard’s CG-6550 K003220 Personal 3-lead ECG Transmitter - for its arrhythmia artifacts
detection algorithm (e.g. AF)

3. Card Guard’s PMP* SelfCheck ECG K042254 - for the BT transmission capability and for
interfacing and including the PMP* Medical Application - the CG proprietary SW for storing,
measuring, displaying and transmitting data gathered from medical sensors.

8. Conclusions

The CG-6108 Arrhythmia ECG Event Recorder constitutes a safe and reliable means for designed for
self-testing by patients who experience transient symptoms that may suggest cardiac arrhythmia. Its
material composition and operation present no adverse health effect or safety risks when used as intended.

The device is as safe, as effective and performs as well as or better than its cleared predicate device.
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Card Guard Scientific Survival Ltd.
c/o Mr. Alex Gonorovsky
Manager, Regulatory Affairs

2 Pekeris St. P.O. Box 527
Rehovot 76101

ISRAEL

Re: K060911
Trade Name: CG-6108 Arrhythmia ECG Event Recorder
Regulation Number: 21 CFR 870.2920
Regulation Name: Telephone Electrocardiograph Transmitters and Receivers
Regulatory Class: Class II (two)
Product Code: DXH
Dated: August 4, 2006
Received: August 4, 2006

Dear Mr. Gonorovsky:

This letter corrects our substantially equivalent letter of August 22, 2006 and the subsequent
correction letter of March 27, 2007.

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.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
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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); 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). 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
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Bram D. Zuckerman, M.D.

Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use
510(k) Number (if known): K 06671/
Device Name: CG-6108 Arrhythmia ECG Event Recorder

Indications for Use:

Intended for use by patients who experience transient symptoms that may suggest cardiac arrhythmia

Prescription Use 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 OF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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(Posted November 13, 2003)
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Premarket Notification 510(k) Summary
As required by section 807.92

Web Viewer, Pocket Viewer and Cellular Viewer
with L-WEBO0S5 software

GENERAL COMPANY INFORMATION as required by 807.92(a)(1)

COMPANY NAME/ADDRESS/PHONE/FAX;

GE Healthcare

86 Pilgrim Road

Needham, MA 02492 USA
Tel: 781-449-8685

Fax: 781-433-1344

NAME OF CONTACT:

Mr. Joel Kent

DATE:

July 11, 2006

DEVICE NAME as required by 807.92(a){(2)

TRADE NAME:
Web Viewer, Pocket Viewer and Cellular Viewer with 1.-WEBOS software

COMMON NAME:

Remote monitoring device

CLASSIFICATION NAME:

The followingCa&s I classifications appeac applicable:

Product Code Classification Name CFR Section
MSX System, network and communication, physiological monitors  870.2300

?‘@5{ Lo\
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

AUG 11 2006

GL Healthcare

c/o Joel Kent

Manager, Quality and Regulatory Affairs
86 Pilgrim Road

Needham, MA (02492

Re:  K061994
Trade/Device Name: Cellular Viewer, Pocket Viewer, and Cellular Viewer
Regulation Number: 21 CFR 870.2300
Regulation Name: Network and Communicaiton Physiological System
Regulatory Class: Class II
Product Code: MSX
Dated: July 11, 2006
Received: July 14, 2006

Dear Mr. Kent:

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.

If your device is classified (see above) into either class IT (Special Controls) or class I[I1 (PMA),
it may be subject to such 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); 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your
device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). 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
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrb/industry/support/index.html.

Sincerely yours,

Brafr! D. Zuckerman, M.D.

Dvirector

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use

510(k) Number (if known):

Device Name: Web Viewer, Pocket Viewer and Cellular Viewer
with L-WEBOS5 software.

Indications for use:

Indication for use for Web Viewer: The Web Viewer displays information received from other networked devices. It is
comprised of a Mobile Care Server and Web Viewer clients. The Mobile Care Server maintains and coordinates the
netwark connections between the devices in the Datex-Ohmeda Network or Unity Network and Web Viewer clients.
The Web Viewer client runs on a generic computer that is connected to the hospital local area network (LAN). The
Web Viewer can be used for viewing or otherwise processing of information from several bedside monitors or other
networked devices. The Web Viewer can be used for patients in the hospital and it is meant for consultation and
remote monitoring use. The Web Viewer is not a primary atarm source, The device is for use by qualified medical

personnel only.

indication for use for Pocket Viewer: The Pocket Viewer displays information received from other networked devices.
1t is comprised of a Mobile Care Server and Packet Viewer dients. The Mobile Care Server maintains and
coordinates the network connections between the devices in the Datex-Ohmeda Network or Unity Network and Pocket
Viewer dlients. The Pocket Viewer client runs on a generic handheld computer (PDA) that is connected to the hospital
local area network (LAN). The Pocket Viewer can be used for viewing or otherwise processing of information from
several bedside monitors or other networked devices. The Pocket Viewer can be used for patients in the hospital and
it is meant for consultation and remote monitoring use. The Pocket Viewer is not a prmary alam source. The device
is for use by qualified medical personnel only.

Indication for use for Cellutar Viewer: The Celfular Viewer displays information received from other networked
devices. It is comprised of a Mabile Care Server and Cellular Viewer clients. The Mobiie Care Server maintains and
coordinates the network connections between the devices in the Dalex-Ohmeda Network or Unity Network and
Celhilar Viewer clients. The Cellutar Viewer dlient runs on a generic cellular phone that is connected to the hospital
focal area network (LAN). The Celiular Viewer can be used for viewing or otherwise processing of information from
several bedside monitors or other networked devices. The Cellular Viewer can be used for patients in the hospital and
it is meant {or consuttation and remote monitoring use. The Cellular Viewer is aot a pamary alam source. The device

is for use by qualified personnel onty.

Prescription Use __ X Over-The-Counter Use

(Part 21 CFR 801 Subpart D AND/OR (21 CFR 801 Subpart C)

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrepce of CDRH, Office of Device Evaluation (ODE)

/ Page | of
7)? L LILAIN LT N 29830
(Divisign Sign-0Off)

Division of Cardiovascular Deyices
510(k) Number_K g /495




MedApps, Inc.
510(k) SUMMARY

EXHIBIT 1

JUL -3 2007

PREMARKET NOTIFICATION 510(k) SUMMARY
As required by §807.92

Device Name - as required by 807.92(a)(2):

510(k) Number:
Trade Name:

Common/Classification Name;

Classification Regulation:
Device Class:

Product Code (Procode):

Premarket Notification submitter:

Company Name:
Company Address:
Contact:

Preparation Date:
Revision Date:

K062377
MedApps™ Remote Patient Monitoring System

Transmitters and Receivers, Physiological Signal,
Radiofrequency

870.2910

Class II

DRG

MedApps, Inc.

7975 North Hayden Road,

Suite B-200, Scottsdale, AZ 85258

Kent E. Dicks, President and CEQ

August 14, 2006
April 3, 2007

A. LEGALLY MARKETED PREDICATE DEVICE - as required by
807.92(a)(3)

Legally marketed predicate device are:
K061328 Think Positive (t+) Diabetes Management System

K050929 The Hermes System

The submitted device is intended to be an accessory device to the
LifeScan OneTouch® Ultra® Blood Glucose Monitoring System
(K024194/K043197).

B. DEVICE DESCRIPTION - as required by 807.92(a)(4)

The MedApps Wellness System (“System”) is designed to be used by
patients to send their data from the LifeScan OneTouch Uitra glucometer
to a central server for subsequent storage and display.

The System is comprised of a “Hub” (cell phone software} and the
MedApps Engine, which runs on a central server.

The Hub is a software program that runs on a cell phone and takes in

data from the OneTouch Ultra and then transmits it to the central server
for storage and processing.

000003



MedApps, Inc. EXHIBIT 1
510(k) SUMMARY

The MedApps Engine is a software program that runs on a common Web /
Internet secure server platform. The MedApps Engine picks up the stored
data sent to it by the Hub and through a set of business rules set by the
healthcare providers, determines if a follow-up Interactive Voice Response
(IVR) call is required to be made to the patient to collect additional
Behavioral information from the patient.

Once all the data is collected, then it is stored in a repository for access by
the healthcare provider.,

The Hub will utilize the OneTouch Ultra integrated Short-range low power
wireless transmission (Bluetooth V1.2) or a FDA approved accessory to
the medical devices that to transmits the medical device data via
Bluetooth to a compatible cellular telephone, such as the Nokia 6620, or
other /compatible cetlular phones.

C. INTENDED USE - as required by 807.92(a)(5)

The MedApps Wellness System is intended for use in non-clinical settings
to collect and transmit historical data to healthcare professionals to help
support effective management of patients.

The System is not intended to provide automated treatment decisions, nor
is it to be used as a substitute for a professional healthcare judgment. All
patient medical diagnosis and treatment are performed under the
supervision and oversight of an appropriate healthcare professional.

D. INDICATIONS FOR USE

The MedApps Wellness System model D-PAL acts as an accessory to FDA cleared
devices, which collects and transmits stored patient data via wireless connections
from medical devices to a cellular phone (Hub) and forwards to a central server
for review of historical data about a patient over time to benefit the Healthcare
Practitioner.

The following medical devices and measuring systems are fully validated for this
intended use at this time;

. LifeScan OneTouch ® Ultra® Blood Giucose Monitoring System
(K024194 / K043197)
. Polytel PWR-08-03 Remote Module (K070559 pending clearance)

The MedApps Wellness System is not intended to provide automated treatment
decisions or to be used as a substitute for professional healthcare judgment. All
patient medical diagnoses and treatment are to be performed under the
supervision and oversight of an appropriate healthcare professionali.

The MedApps Wellness System is not intended for erhergency calis, and may not

be used for transmission or indication of any real-time alarms or time-critical
data.
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MedApps, Inc.
510(k) SUMMARY

EXHIBIT 1

Clinical judgment and experience are required to check and interpret the
measurements collected and transmitted.

This device is not for use in systems which substitute for medical care.

This device is not intended for patients requiring direct medical supervision or
emergency intervention,

LEVEL OF CONCERN - as requested by recent FDA guidance

The FDA guidance document “Guidance For The Content of Premarket
Submissions For Software Contained In Medical Devices,” May 11,
2005, clearly identifies that all manufacturers of software devices are

responsible for determining a Level of Concern for their device(s).

MedApps, Inc. believes that this device, because of its functional

characteristics and

intended uses,

CONCERN. See Exhibit 4, Level of Concern.

TECHNOLOGICAL CHARACTERISTICS SUMMARY - as required by

807.92(a)(6)

has a MODERATE LEVEL OF

method of hub
with Central
Server

Feature Think Positive The Hermes MedApps .
K061328 K050929 (Submission
Device)
Indications of Enabies healthcare | Same Same
Use providers to
monitor and
manage chronic
conditions of
patients remotely
Intended Use Telemedicine Same Same
System
Intended Users Home users and | Same Same
Healthcare
providers
Site of Use Home, Clinic Same Same
Data Collection Think Positive The Hermes MedApps
Software Proprietary Proprietary Proprietary
Software Software Software
Data Collection Transmit data from | Same Same
Software Sensor devices to
Functionality Central Database
Communication Via Cellular Phone Same Same

000005



MedApps, Inc.
510(k) SUMMARY

EXHIBIT 1

Feature Think Positive The Hermes MedApps
K061328 K050929 (Submission
Device)
Types of sensors Glucose Levels Same Same
which can be
interfaced (wired
or wirelessly) to
receiver hub
Implementation | Shortrange radio | game Same
method of system using
collecting data Bluetooth and
from sensors Celiuiar technology
Sensor Software Sensor Software Same Same
unchanged
Connectivity shortrange radio | game Same
system using
Bluetooth and
Cellular technology
Communication Short range radio Same Same
method of hub system using
with devices Bluetooth and
Cellular technology
Communications | Bluetooth V1.2 Same Same
Protocol
Communication 2.402 to 2.480 Same Same
Frequency GHz
Power Source Wall power plug for | Same Same
hub (120 VAC/50-
60) and batteries
in devices
Display On devices and Same Same
hub, and monitors
connected to
central server
Communication On screen display Same On screen display

with Patients

of Readings and
Interactive Voice
Response (IVR)
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MedApps, Inc. EXHIBIT 1
510(k) SUMMARY

G. NON-CLINICAL PERFORMANCE DATA TESTING AND REVIEW - as
required by 807.92(h}(1)

Non-Clinical Testing

The submitted device has undergone significant verification and validation
testing. Alpha validation testing included testing of all executable code
and functionality and confirmation that all identified hazards have been
adequately addressed by software functionality, the user interface,
documentation or user SOP.

Alpha validation activities included exhaustive validation scripts of all
Software Design Specifications (SDS), which was summarized and
discussed to provide a preliminary record of performance data.
Additionally, the submitter duplicated the operational environment of a
sophisticated user and provided the complete record of those executed
scripts as operational performance data. The output of these two
performance data records documents that MedApps Wellness System
met its required requirements and design specifications as intended.

H. SUBSTANTIAL EQUIVALENCE SUMMARY

The submitted device, MedApps Wellness System, has the same
indications for use as the predicate devices, Think Positive (t+) Diabetes
Management System and The Hermes System,

I CONCLUSIONS

The performance and usability testing and validation studies document
that MedApps Wellness System is substantially equivalent to the
predicate Think Positive (t+) Diabetes Management System and The
Hermes System.

060007



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
2098 Gaither Road
Rockville MD 20850

MedApps, Inc.

¢/o Mr. Kent E. Dicks

President/CEO

7975 North Hayden Road, Suite B-200

Scottsdale, AZ 85258 JUL -3 2007

Re: k062377
Trade/Device Name: MedApps™ Remote Patient Monitoring System
Regulation Number: 21 CFR 862.1345
Regulation Name: Glucose test system
Regulatory Class: Class II
Product Code: NBW
Dated: June 26, 2007
Received: June 27, 2007

Dear Mr. Dicks:

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.

If your device is classified (see above) into cither class II (Special Controls) or class IIT (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in Title 21, Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Repister.

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 Parts 801 and 809); and good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820).
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your
device to proceed to the market.

If you desire specific information about the application of labeling requirements to your device,
or questions on the promotion and advertising of your device, please contact the Office of In
Vitro Diagnostic Deviceé Evaluation and Safety at (240) 276-0490. Also, please note the
regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97).
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 (240) 276-3150 or at its Internet address at
http://www.fda,gov/cdrh/industry/support/index html.

Sincerely yours,

: /V\_C,@OGZM} M.%-/D.\/.M.

an M. Cooper, M.S., D.V.M.
Director _
Division of Chemistry and Toxicology
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and
Radiological Health

Enclosure -



Indication for Use

510(k) Number (if known): k062377
Device Name: MedApps™ Remote Patient Monitoring System
Indication For Use:

The MedApps Remote Patient Monitoring System model d-PAL acts as an accessory to
FDA cleared devices, which collects and transmits stored patient data via wireless
connections from medical devices to a cellular phone (Hub) and forwards to a central
server for review of historical data about a patient over time to benefit the Healthcare
Practitioner.

The following medical devices and measuring systems are fully validated for this
intended use at this time:

* LifeScan OneTouch ® Ultra® Blood Glucose Monitoring System
(k024194/k043197)
* Polyte] PWR-08-03 Remote Module (k070559)

The MedApps Remote Patient Monitoring System is not intended to provide automated
treatment decisions or to be used as a substitute for professional healthcare judgment. All
patient medical diagnoses and treatment are to be performed under the supervision and
oversight of an appropriate healthcare professional.

The MedApps Remote Patient Monitoring System is not intended for emergency calls,
and may not be used for transmission or indication of any real-time alarms or time-
critical data. Clinical judgment and experience are required to check and interpret the
measurements collected and transmitted. This device is not for use in systems which
substitute for medical care. This device is not intended for patients requiring direct
medical supervision or emergency intervention,

Prescription Use And/Or Over the Counter Use _ X .
(21 CFR Part 801 Subpart D) (21 CFR Part 801 Subpart C)

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

Concurrence of CDRH, Office of In Vitro Diagnostic Device Evaluation and Safety (OTVD)

....vision Sign-Off

Office of In Vitro Diagnostic Device
Evaluation and Safety

J<OQ)Q_377 Page 1 of 1
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The Image Management Company

5100k Summary

in accordance with the provisions of the Safe Medical Device Act of 1880 IMCO Tachnologies s
oroviding a summary of safety and effectiveness information regarding the IMCG-STAT™
software

1 Company identification

IMCC Technologies

N2TW23957 Paul Road

Pewaukaee W H3072

Contact Mark Schwartz, President and Ok
Tewphone 282-523-4445

Fax 262-523-1141

£malh mschwarlz@imeo-tech com

12 Official Corresnondent

Mark Schwartz, President and CEC
IMCO Technologies

N27TW23927 Paul Rd

Pewaukes Wl 53072

Telephone: 2682-523-4445

Fax 262-523-1141

Email mschwartz@imgo-tech.com

13 Date of Submission
November 7. 2008
14 Device Name
Classification Name System image Processing. Radiological
Common/Usual Name Boft-copy reading system
Proprietary Name: IMCO-STAT™
15 Substantial Eguivalence
The IMCO-STAT™ system has the same intendad uses and technical

characteristics as the Medical insight EasyViz system (K051809) and Marotach,
Inc . Marosis PACS System (K012844).

VOO Techoologies 21000y Sunmmary . )
Mage Lol IMCO Technologies

N27 W23957 Pau! Boad, Pewaukee, WI 53072
wiww imeo-tech com PH: 300/300-7734 262/523-4445 FX. 262/523-1141



| Medical ;

: ' Insight - Marosis
Product Name IMCC Stat | EasyViz . PACS
Graphical L Yes ' Yes . Yes
Windows O S - Clien: Yes _ Yes Yes

" Uses Standard Monitor ' Yes Yes Yes

- Scales image o Display B Yes | Yes Yes

: Image nput DICOM 34 - DICOM30  DICOM3.0

_images stored or remote Window server i Mes Yes __Yes

- Network Protoco! TCpqap TCRUP  TCRP

Camgressior o dPEGIK Propretary  JPEG IK
Wireless Capavilty oo Yes ... Yes . :No
Supoort Tablet PC, PDAete o Yes ves o No

LAnnotaton - ‘Yes Yes - Yes

_image Measurement b S Yes . Yes

- Cine tocl Yes Yes . Yes

- Companson Mode Yes ‘ Yes Yes

. Review Report from RIS Ne Yes Yes

' Designed for Use Inside and Qutside Radiglogy Yes ' Yes Yas

. Flip 7 Rotate of Images *Yes ' Yes _Yes

- Mulliple Layout Options Yes i Yes . Yes

WWL cantro! & Pre-sets Yes : Yes | Yes

Patient & Study Browser e oYes . Yes  Yes

_Prntic Paper Capability Ng ‘ Yes i Yesg
16 Device Descripticn and Intended Use

IMCO-STAT™ & a software device that receives digital images and data from
existing imagng equipment using DICOWM 3.0 communication protocols Images
and data are stored on the IMCO-STAT™ server in DICOM 30 Part 10 and
JFEG format.

MCO-5TAT™ s designed to send reports, images, audic and video data 1o
other workstations, Personal Digital Assistants {PDA) or Tablet PCs in wired or
wireless environments.  This is accomplished using an executable client
application on a recewving entity with the appropriate hardware.

The images may be embedded for reference in & DICOM image comprised
report data, for distribution across a network and storage in a2 Picture Archive
Communication System (PACS) with the original 2xam series data. Wavelet files
can also be created and stored utilizing the same process. The algorithms used
to create JPEG and wavelel images follow known and accepted protocols

IMOO Technologies 10K Suniman

Page Tl d



IMCO-STAT™ uses standard off-the-shelf hardware and commercialy avaitable
computer platforms and operating systems. The software communicates using
the standard TCP/P stack The network used to support the TCPAP stack is
superflucus to IMCO-STAT™

General Satety and Effectiveness Concerns

The device labeling contains instructions for use and indications for use Th
antional hardware components specifed are off-the-shelf computer components

Validation and Effectiveness:

Tasting of the software and relates hardware has heen performed Dy
programmers.  non-programmers, quailly control individuals and  potenual

TUBIGTMIENS.

Lossy compressed mammographic images and digitized fim screen images mus!
not be reviewed for primary image nterpretations. Mammographic images may
onty be intarpreted using an FDA approved monitor that offars at least 5 Mpixel
rasolution and meets other technical specifications reviewed and accepted by
FDA.

Substantial Equivalence

As stated previously, IMCO-STAT™ s substantially equivalent to EasyViz
sofhware package and Marosis PACS.

slogies STOUK) Summan




" WIALTY "

_/é DEPARTMENT OF HEALTH & HUMAN SERVICES

9200 Corporate Blvd.
Rockville MD 20850

Mr. Mark L. Schwartz

President / CEO

IMCO Technologies

N27W23957 Paql Road #101 DEC 1 2 2006
PEWAUKEE WI 53072

Re: K063392
Trade/Device Name: IMCO-STAT™
Regulation Number: 21 CFR 892.2050
Regulation Name: Picture archiving and communications system
Regulatory Class: 11
Product Code: LLZ
Dated: November 7, 2006
Received: November 9, 20006

Dear Mr. Schwartz:

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.

If your device is classified (see above) into either class II (Special Controls) or class III (Premarket
Approval), it may be subject to such additional controls. Existing major regulations affecting j'our
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.

Food and Drug Administeation
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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); 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.

This letter will allow you to begin marketing your device as descnbed in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device

to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at one of the following numbers, based on the regulation

number a{ the top of this letter:

21 CFR 876.xxx (Gastroenterology/Renal/Urology  240-276-0115

21 CFR 884.xxx (Obstetrics/Gynecology) 240-276-0115
21 CFR 894 .xxx (Radiology) 240-276-0120
Other 240-276-0100

Also, please note the regulation entitled, “Misbranding by reference to premarket notification”
(21CFR Part 807.97). 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 (240) 276-3150
or at its [nternet address hltp://v.—ww.fda.gov/cdrldindustrv/suppor“(findex.html.

Sincerely yours,

\/[M c«{é@ﬂﬁﬁ%ﬂx

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal, and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure



TECHNOLOGIES v

The Image Management Company

INDICATIONS FOR USE

STk Number (i known ) K 0f 339+

Device Name: IMCO-STAT™

Sponsor Name: IMCO Technologies
Indications for Use:

IMCO-STAT™ 15 a software device that receives digital tmages and data from existing
itmaging equipment using DICOM 3.0 communication protocols. Images and data are stored
on the IMCO-STAT™ server in DICOM 3.0 Part 10 and JPEG format.

IMCO-STAT™ s designed to send reports, images, audio and video data to other
workstations. Personal Digital Assistants (PDA) or Tablet PCs in wited oy wireless
environments. This is accomplished using an executable client application on a recetving
entity with the appropriate hardware.

Lossy compressed mammographic images and digitized film screen images must not be
reviewed for primary image interpretations. Mammographic images may only be interpreted
using an FDA approved monitor that offers at least S Mpixel resolution and meets other
technical specitications reviewed and accepted by FDA,

Prescription Use < WOr Over-The-Counter Use [_]
21 CFR &3 Subpart [ (21 CFR 807 Subpart C}

Do Not Write Below This Line — Continue on Another Page if Needed

Concurrence of CDRH, Office of Device Evaluation

frvﬂ/ / M’hﬂr\—

{Division Sign-Off)
Division of Reproductive, Abdomlnal,

and Radiological Devices Py ,9\
510(k) Number M%J@Of \ IMCO Technologies

) M27 W23957 Paul Road, Pewaukee, WI 53072
www.imco-tech.com PH: 800/300-7734 262/523-4445 FX: 262/523-1141
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510(k) Premarket Notification | aFoo |
Silhouette || 2007-00001 |
510(k) Summary of Safety and || Revi1io || Approved |

510(k) Summary of Safety and Effectiveness

Submitter: ARANZ Medical Limited
Address: Ground Eloor, St EImo Courts JUN 29 2007
47 Hereford Street, PO Box 3894
Christchurch 8013
Phone: +64 33746120 ext 217
Fax: +64 3 3746130
Contact: Shane Goodwin
Trade name: Silhouette
Common name: Wound measurement and documentation system
Classification name: Surgical camera and accessories (21 CFR 878.4160)
Class: Class I (general controls)
Predicate Devices: Verge Videometer (Verg Incorportated)

Visitrak (Smith & Nephew)

Device Description: Silhouette consists of a camera connected to a PDA, for the
measurement and tracking of wounds

Indications for Use: Silhouette is indicated for wound measurement and documentation
and can be used on all external wound types.

Intended Use: The intended use of the Silhouette system is to measure and
document the progression of external wounds over time. The
Silhouette system is comprised of a camera (SilhouetteCamera)
connected to a PDA running a software application
(SilhouetteMobile Software) to capture and document images taken
by the user. A software accessory (SithouetteServer) on a PC may
be used to transfer images and documentation to a third-party
patient information database. The system is non-contact with
respect to the patient.

Comparison to Silhouette is substantially equivalent the predicate devices,

Predicates: considered in light of the comparison of the indications for use, the
intended use, the workflow of the devices and the technological
principles being applied. Standard wound measurements made with
Silhouette are more accurate than those made with the predicate
devices. These differences do not raise questions safety and
effectiveness over the predicate devices.

Date of Summary: 17 January 2007




DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Foad and Drug Administration -
9200 Corpeorate Boulevard

Rockville MD 20850

Aranz Medical Limited JUN 29 2007
% Shane Goodwin
Regulatory Scientist

St. Elmo Courts

Ground Floor

47 Hereford Street

P.O. Box 3894
Christchurch, New Zealand

Re: K070426
Trade/Device Name: Silhouette Wound Measurement and Documentation System
Regulation Number: 21 CFR 878.4160
Regulation Name: Surgical camera and accessories
Regulatory Class: 1
Product Code: FXN
Dated: June 18, 2007
Received: June 20, 2007

Dear Shane Goodwin:

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.

If your device is classified (see above) into either class II {Special Controls) or class IIl (PMA), it
may be subject to such 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
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CIR Part 807); labeling (21 CFR Part 801}; 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). 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
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely your

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use

510(k) Number (if knowr@KO?OclEG
Device Name: Silhouette Wourd Measurement and Documentation System
Indications For Use:

Silhouette is indicated for wound measurement and documentation and can be used
on all external wound types.

Prescription Use _ v AND/OR QOver-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)

i\
1‘!

Concurrenc i ratisi (ODE)

ivision dign-
Division of General, Restorative,
and Neurological Devices

[ 6/)11\"[4 Page1of __1__

510(k) Number. \
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JUL 13 2007

510K Summary

APPLICANT: Tinnitus Otosound Products, LLC
ADDRESS: 880 First Street, Suite 403
Los Angeles, CA 90012

CONTACTS: Geraldine Crean, Ph.D.
Regulatory Liaison, Tinnitus Otosound Products,
LLC
gerldinecrean(@yvahoo.com
310-927-6151
310-273-8217

Anthony Materna, Ph.D.

CEOQ, Tinnitus Otosound Products, L1.C
tmaterna@top llc.net

213-626-0927

DATE OF SUBMISSION: February 28, 2007

TRADE OR PROPRIETARY NAME: Customized Sound Therapy

COMMON OR UNUSUAL NAME(S): CST

CLASSIFICATION NAME: Tinnitus Masker Device (TMD)
Described in 21 CFR 874.3400 Class II,
product code KLW

$10K Summary, page 2

Page 29 of 47



PREDICATE DEVICE(S)
Manufacturer: Petroff Audio Technologies, Inc.
Tradename: Dynamic Tinnitus Mitigation System, DTM-6
510K Number: K974501

Manufacturer: Neuromonics (formerly TiniTech)
Tradename: TinniTech ANMP System
510K Number: K030791

SUBSTANTIAL EQUIVALENCE

Customized Sound Therapy is claiming substantial equivalence to two devices.

1. Equivalence to the Dynamic Tinnitus Mitigation System, DTM-6, manufactured by Petroff

Audio Technologies Inc. 510K number K974501.

2. Equivalence is also claimed to the TinniTech ANMP System, manufactured by Neuromonics

(formerly TiniTech). 510K number K030791

DEVICE DESCRIPTION

The Tinnitus Otosound Products LLC (TOP-LLC), Customized Sound Therapy (CST), falls
under devices described in 21 CFR 874.3400 Class 1, product code KLW, The device is a CD
comprised of software with two components: a graphic user interface and cmusic program.
The software can be used on a nofebook or desktop computer with at least Windows XP (SP2)
having at least a 1.2 GHz Pentium III CPU (or equivalent), 256 MB of RAM, 1 GB of free disk

space, a CD drive, and an available USB port.

The Customized Sound Therapy software produces, and transfers sounds to a sound wave file,
This sound file can be stored on any commercially available computer hard drive or portable
audio device (PAD) like an iPod.

510K Summary, page 3
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DESCRIPTION OF DEVICE DESIGN

The CST software consists of specialized programs for creating the CST sounds, which are
matched as closely as possible to the tinnitus sensation experienced by the patient. The CST
software is based on the cmusic acoustic compiler and a proprietary graphic user interface
developed specifically for use during sound matching with CST [1; Chapter 3, pp. 150-214;
Appendix D, pp. 490-546].  Under control of a qualified audiologist or other qualified
professional, the CST software writes the matching sound on the hard drive of the computer. A
copy of this sound is transferred to a commercially available portable audio device for use by the
patient during therapy. The volume control on the PAD is used to match that apparent level of the

CST sound to the patient’s tinnitus sensation as subjectively judged by the patient.

The system is intended to provide relief from the disturbance of tinnitus in an attempt to provide

temporary relief of the effect of tinnitus

INTENDED USE
The TOP-LLC CST is intended for use by a qualified healthcare professional such as an

otolaryngologist, an audiologist, or other qualitied professional. It is intended to mask or

intermittently mask the patient’s tinnitus as part of a tinnitus management program.

Patients receive a medical evaluation by a licensed physician (preferably a physician who
specializes in diseases of the ear) to rule out medically or surgically treatable diseases for
which tinnitus is a symptom before proceeding with CST. Imtial hearing and tinnitus tests are
conducted by a qualified audiologist familiar with the treatment of tinnitus; subsequent management

of the treatment is carried out by an audiologist or other qualified professional.

510K Summary, page 4
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INDICATIONS FOR USE

The CST system is a CD with software that enables qualified professional to identify, with
the patient’s verbal input, the sounds that most closely match the patient’s tinnitus. The

device is indicated to mask and intermittently mask tinnitus as part of a tinnitus management
program. The target population for the device is adults (18 years and over) who present with

tinnitus, that may or may not be accompanied with hearing loss at the higher frequencies, and who

are participating in a tinnitus management program.

RISKS AND WARNINGS FOR SAFE USE

The software packaging and the CD are clearly marked with two warnings; 1) the sounds on the
discs should not be played at uncomfortable levels, and 2) the CST system should not be used if
such use prevents the user from hearing sounds warning of danger (like the beeping of oncoming
vehicles).

The following caution statement is also on the software packaging and the CD:

Caution: Federal law restricts this device to sale by or on the order of a practitioner licensed by
the law of the Siate in which he/she practices to use or order the use of this device.

DEVICE CHARACTERISTICS

The CST device consists of computer software, which identifies, produces and transfers custom
sounds, CST, from a desktop or laptop to a PAD. The CST software is based on the cmusic
acoustic compiler (standard in generating computer music) that includes a proprietary graphic
user interface developed specifically for use during sound matching with CST [1]. CST software
will be use with standard computer and audio equipment that is commercially available. The
standard commercially available components are intended for use as designated by the
manufacturer.
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CONCLUSIONS

CST is equivalent to tinnitus masking devices already approved for marketing,
REFERENCES

[1] Moore, F. R. Elements of Computer Music (Prentice-Hall, 1990)

[2} Folnﬁer, R.L. Long-term reductions in tinnitus severity. BMC Ear, Nose, and Throat
Disorders, 2002, 2(3): 1-9.
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/ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

“,
“Fryag

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUL 13 2007

Tinnitus Otosound Products, LLC
¢/o Geraldine Crean, Ph.D.

880 First Street, Suite 403

Los Angeles, CA 90012

Re: K070599
Trade/Device Name: Customized Sound Therapy (CST)
Regulation Number: 21 CFR 874.3400
Regulation Name: Tinnitus masker
Regulatory Class: Class II
Product Code: KLW
Dated: May 22, 2007
Received: May 24, 2007

Dear Dr. Crean:

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.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it
may be subject to such 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 FDXA’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); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part §20); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market. '

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0115. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at 240-276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems at 240-
276-3464. 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 (240) 276-3150 or at its Internet address

http://www.fda. gov/edrh/industry/support/index.html.

Sincerely yours,

Malvina B. Eydelman, M.D.

Director

Division of Ophthalmic and Ear, Nose
and Throat Devices _

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Indications for Use

510(k) Number:- K O} 0 S q ﬁ

Device Name: Customized Sound Therapy (CST)
Indicaitons For Use:

The CST system is a CD with software that enables a qualified healthcare professional to
identify, with the patient’s verbal input, the sounds that most closely match the patient’s
tinnitus. The device is indicated to mask and intermittently mask tinnitus as part of a
tinnitus management program. The target population for the device is adults (18 years and
over) who present with tinnitus, that may or may not be accompanied with hearing loss at the

higher frequencies, and who are partictpating in a tinnitus management program.
Perscription Use: X AND/OR Over-The Counter Use
{(Part 21 CFR 801 Subpart D) (12 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Drug Evaluation (ODE)

\/ ' Page 1 of |
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lvision Sign-Off)
Divlsm of Ophthalmic Ear,
Nose and Throat Devises

Ko90¢49

510(k) Number
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{\ CG-6108 Continuous ECG Monitor and Arrhythmia Detector
GUARD r_/"“\

o 510(k) Summary of Safety and Effectiveness
Submitter Card Guard Scientific Survival Ltd., Ko7/995
Address 2 Pekeris St. P.0.B. 527 Rehovot 76100, Israel ! /3
Contact: Alex Gonorovsky, RA Manager
Phone: 972-8-9484019 | Fax: 972-8-9484044
E-mail; galex@cardguard.com
Device
Trade Name: | CG-6108 Continuous ECG Monitor and Arrhythmia Detector 9
Classification; | detector and alarm, arrhythmia d\(\"
Product Code: | DSI ‘/d’
Regulation No: | 870.1025 ‘é&)}

Class: I1

1. Definition

The CG-6108 Continuous ECG Monitor and Arrhythmia Detector system is designed for self-testing
by patients at home and for analysis by medical professionals at a remote Monitoring Center. It comprises
a chest-worn ECG sensor and a handheld device with a proprietary application, configured to process
and transmit the ECG recordings.

The chest-worn unit includes 3 electrodes on a harness and it houses a battery, an ASIC and a
Bluetooth transceiver for the acquisition, recording, and transmission of the ECG signal.

The ECG signals are transmitted via Bluetooth to the handheld device. When an event is detected it is
wirelessly transmitted to the CG Monitoring Center for professional analysis. The handheld device 1s
equipped with shared memory used to record the signal received from the sensor and to allow pre- and
post processing options through the use of this memory in a dual memory loop configuration, both
running in parallel. One loop is auto-triggered, with programmable thresholds that starts recording based
on specific thythms detected or manually activated by the patient. The second, and longer, recording
loop is controlled remotely to provide the physician with more information, when requested by the CG
Monitoring Center.

The handheld device automatically transmits the recorded ECG, via cellular link, to the Monitoring
Center. When cellular service is unavailable the patient can transmit via landline telephone.

2.  Medical Application

The Application is designed for wireless mobile platforms, e.g. PDA, SmartPhone and for static platforms,
i.e., PC. It is used to receive from the CG-6108, the test results and other medical data, to process and save
these test results, and synchronize data and test results with the Medical Center. The Application is a part
of a personal medical system solution. The Medical Application performs the following activities:

Receives medical test inputs from the external accessories

Collects medical test data and other related information as defined for each test

Accesses historical test and related data stored on the device

Transmits medical test data and additional information to Center for professional evaluation/backup
Receives data from Center

Enables configuring GPRS data connection (based on mobile phone GPRS/CDMA capabilities),
changing user name and password.

A i e
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CG-6108 Continuous ECG Monitor and Arrhythmia Detector
M’\ T 510(k) Summary of Safety and Effectiveness

3. Referenced Standards )(o';_/‘?g‘? 5

No performance standards have been developed under Section 514 of the Federal Food, Drug and
Cosmetic Art for wireless ECG event recording devices. Following are reference standards:

{1) Arrhythmia Detector and Alarm Guidance for Industry and FDA Staff Class 1T Special Controls Guidance Document:
QOctober 28, 2003

{2} ANSIAAMI-EC 57:1998, Testing and Reporting Performance Results of Cardiac Rhythm and ST Segment Measurement
Algorithms

{3) ANSI/AAMI EC38:1998 Ambulatory Electrocardiograph

(4) IEC 60601-2-27 2005 Medical electrical equipment - Part 2: Particular requirements for the safety of
electrocardiographic monitoring equipment

(5) EN 475: Medical devices - Electrically-generated alarm signals ; April 1995

(6) EN 980: Graphical symbols for use in the labeling of medical devices; August 2003

{7) EN 1041: Terminology, Symbols and Information provided with Medical Devices; Information supplied by the
manufacturer with medical devices; April 1998

{8) ENISO 9001: Quality management systems - Requirements; December 2000

(9) ENISO 13485: Quality systems — Medical devices; August 2000

{10) EN ISO 14971: Medical devices — application of risk management to medical devices; March 2601

{11) EN ISO 10993 Biological evaluation of medical devices Part 1: Evaluation and testing; Dec. 1997

{12) EN 60601-1: Medical electrical equipment; Part 1: General requirements for safety; Sept. 2002

{13) EN 60601-1-2: Medical electrical equipment; Part 1: 2. Collateral Std: EMC; requirements and tests; 2001

{14} EN 60601-1-4: Medical electrical equipment; Part 1: 4. Collateral Std; Programmable electric medical systems; 2001

4. Indications For Use

The CG-6108 Continuous ECG Monitor and Arrhythmia Detector is intended for use by patients who
experience transient symptoms that may suggest cardiac arrhythmia. The device continuously monitors
a one lead 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 monitoring center provides the ECG data to the medical practitioner for
evaluation.

5. Principles of operation

The CG-6108 system comprises a chest-worn ECG sensor with 3 electrodes and a handheld device with
a Medical Application, used to process and transmit the ECG recordings. The battery powered chest-worn
unit has an ASIC and a transceiver for acquisition, recording, and transmission of the ECG signal. The
ECG signals are transmitted via Bluetooth to the handheld device equipped with the Medical Application,
which incorporates an algorithm for AF detection. A detected event triggers transmission of the signal
to the CG Monitoring Center for analysis.

6. Substantial Equivaience

The clearance for the CG-6108 is sought on the grounds of its claimed substantial equivalence (SE) to

the following predicate devices:

1. Card Guard’s CG-6108 Arrhythmia ECG Event Recorder K060911 for the complete physical
identity and the identity of the intended use and technical specifications. The CG-6108
Continuous ECG Monitor and Arrhythmia Detector is physically identical to the CG-6108 ECG
Event Recorder KO60911.

2. Cardiac Telecom Corp’s Heartlink, Model It K982803 for Product Code DSI (Reg. Number
870.1025).

Page 2 of 3



CARD GUARD CG-6108 Continuous ECG Monitor and Arrhythmia Detector
o) [ 510(k) Summary of Safety and Effectiveness
Ko7/975

7. Conclusions
/3

The CG-6108 device constitutes a safe and reliable means for self-testing by patients who expefience
transient symptoms that may suggest cardiac arrhythmia. The device is at least as safe, effective, and

reliable as the cleared predicate devices.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Heaith Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

DEC ¥ 8 2007

Card Guard Scientific Survival, Inc.
¢/o Mr. Gregory Levine

Arnold & Porter, LLP

55512 StNW

Washington DC 20004

Re: K071995

Trade/Device Name: Card Guard CG-6108 Continuous ECG Monitor and
Arrhythmia Detector

Regulation Number: 21 CFR 870.1025

Regulation Name: Arrhythmia detector and alarm (including ST-segment measurement and
alarm)

Regulatory Class: 11 (special controls)

Product Code: DSI, DXH

Dated: October 26, 2007

Received: October 26, 2007

Dear Mr. Levine:

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.

If your device is classified (see above) into either class Il (Special Controls) or class IIT (PMA), it
may be subject to such 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); 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
piease contact CDRH’s Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at 240-276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems at 240-
276-3464. 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 (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.htmd.

Smcerely yours

Bra.m . Zuckerman, M.D. //L

Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use
51000 Number (ifknowny: KO 7 1972
Device Name: CG-6108 Continuous ECG Monitor and Arrhythmia Detector

Indications for Use:

The CG-6108 Continuous ECG Monitor and Arrhythmia Detector is intended for use by patients who
experience transient symptoms that may suggest cardiac arrhythmia. The device continuously monitors
a one lead 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 monitoring center provides the ECG data to the medical practitioner for
evaluation.

Prescription Use _ 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 OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(DislorSi:- | N
Division of ¢ ardiovascular De\w«»

5100 Numwer__K g 2192
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510(K) SUMMARY K072{77

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

1. Submitter's Name:

Address:
Phone:

Fax:
Contact:

2. Device Name :
Trade Name:
Common Name:

Classification name

3. DEVICE CLASS

4. Predicate Device:

5. Intended Use:

AViTA Corporation

9F , No. 78 , SEC. 1, Kwang-Fu Rd., San-Chung, Taipei
County., Taiwan , 241

+886-2-8512-1568 DEC 07 2007
+886-2-8512-1347

Mr. Casper Chen / Vice President of R&D

AVIiTA Bluetooth Blood Pressure Monitor ,

Model no.: BPM656ZB

Non-Invasive Blood Pressure Monitor

System , Measurement , Blood-Pressure , Non-Invasive

The AVITA Bluetooth Blood Pressure Monitor (Model
no.: BPM656ZB) has been classified as

Regulatory Class: II

Panel: 74

Product Code: DXN

Regulation Number: 2ICFR 870.1130

The predicate device is the A&D Medical UA-767PBT Digital
Blood Pressure Monitor(K040371) marketed by A & D
ENGINEERING, INC..

The device is arm type Blood Pressure Monitor that applies

oscillometric methad to measure human Systolic, Diastolic

blood pressure and heart rate The measurement resuits are
displayed on the LCD and transmitted to Bluetooth enabled
devices, such as a PC, a PDA or a printer.

The devise is designed for adult.

Product: AViTA Bluetooth Blood Pressure Monitor (Model no.: BPM656ZB)

Page 1 of 2
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6. Device Description: The AVITA Bluetooth Blood Pressure Monitor (Model
no.: BPM656ZB) is designed to measure the systolic and
diastolic blood pressure, and pulse rate (heart of an
individual).

The device uses an inflated cuff which is wrapped around the
upper arm. The cuff is inflated by an electrical air pump. The
systolic and diastolic blood pressures are determined by
oscillometric method. The deflation rate is controlled by a
preset mechanical valve at a constant rate. At any moment of
measurement, the user can deflate the cuff. The
measurement results are displayed on the LCD and
transmitted to a Bluetooth enabled devices, such as a PC, a
PDA, a printer, or and access point.

7. Performance In terms of operating specification, Safety & EMC
Summary: requirements, the device conforms to applicable standards
included EN-1060-1, EN-1060-3, ANSI/AAMI SP-10, IEC
60601-1 and IEC 60601-1-2 requirements.

8. Conclusions:
The_AVITA Bluetooth Blood Pressure Monitor (Model no.: BPM656ZB) has
the same intended use and similar technological characteristics as the A&D
Medical UA-767PBT Digital Blood Pressure Monitor(K040371) marketed by A&D
ENGINEERING, INC.. Moreover, bench testing contained in this submission
demonstrate that any differences in their technological characteristics do not raise
any new questions of safety or effectiveness. Thus, The AViTA Bluetooth Blood
Pressure Monitor (Model no.: BPM656ZB) is substantially equivalent to the
predicate devices.

Product: AVITA Bluetooth Blood Pressure Monitor (Model no.: BPM6562B)
Page 2 of 2 Section 4 - 510(k) Summary REV. [A]



-é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

DEE G 7 2007 9200 Corporate Boulevard

Rockville MD 20850

AVITA Corporation
¢/o Ms. Jennifer Reich
2904 Boldt Drive
Flagstaft, AZ 86001

Re: KO072137
Trade/Device Name: AViTA Bluetooth Blood Pressure Monitor
Regulation Number: 21 CFR 870.1130
Regulation Name: Noninvasive Blood Pressure Measurement System
Regulatory Class: Class II (two)
Product Code: DXN, DRG
Dated: November 6, 2007
Received: November 8, 2007

Dear Ms. Reich:

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.

If your device is classified (see above) into either class II (Special Controls) or class 111 (PMA),
it may be subject to such 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); 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your
device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0120. Also, please note the regnlation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at 240-276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting {MDR)), please contact the Division of Surveillance Systems at 240-
276-3464. 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 (240) 276-3150 or at its Internet address
http://www.fda.gov/cdri/industry/support/index.html.

Sincerely vours,
c

Bram D, Zuckerman, M.D.

Director

Division of Cardiovascular Devices
Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use

510(k) Number (if known):__K072137

Device Name: AVITA Bluetooth Blood Pressure Monitor ,
Model no.: BPM656ZB
AVITA Corporation

Indications For Use:

The AVITA Bluetooth Blood Pressure Monitor (Model no.;: BPM656ZB)
is intended to measure the blood pressure (systolic and diastolic) and
pulse rate by oscillometric method. The measurements are conducted by
using an cuff which is wrapped around the upper arm. At the end of each
measurement, the results will be displayed on LCD. AVITA BPM656ZB
through its Bluetooth wireless communication port can also transfer the
measurement results to other electronic devices, such as a PC, a PDA or
a printer.

The device is indicated for adult in home use. The arm circumference
range shall be between 9 inches (23 cm) to 17 inches (43 cm). The end
users should not have common arrhythmias, such as atrial or ventricular
premature beats or atrial fibrillation.

Prescription Use AND/OR Over-The-Counter Use V
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation {ODE)

ﬂ%mmm&v Page 1 of 1
(Divisia# Sign-Off) N
Divisior: of Cardiovascular Devices
510 wumber__K () 7/2U37)




(CONFIDANT NOV 1 & 2007

510(K) SUMMARY Ko7269%

In accordance with 21 CFR 807.92, the following information constitutes
Confidant's summary for the Confidant 2.5 System.

SUBMITTER'S NAME: Confidant International, LLC
ADDRESS: 2530 Meridian Parkway, Suite 300
CONTACT PERSON: Daniel R. Plonski

CONTACT PERSON TITLE: Director of Product Management
TELEPHONE NUMBER: (919) 806-4323

FAX NUMBER: (919) 806-4802

DATE OF SUBMISSION: September 20, 2007

1 Identification of device

Proprietary Name: Confidant 2.5

Common Name: Physiological Transmitter and Receiver
Classification Status: Class Il per regulations 870.2910
Product Codes: DRG

2 Equivalent devices

Confidant Inc. believes that Confidant 2.5 is substantially equivalent to the
following legally marketed devices:

Confidant 2.0 Honeywell HomMed Genesis
K062215 OTC Monitor System
Confidant Inc. K061087

Honeywell HomMed, LLC
3 Description of the device

Confidant 2.5 is an accessory device that collects data from a range of
supported home-monitoring devices. The data is collected from the
supported devices and sent to a central database server, using standard
wireless technologies. Upon receipt of newly submitted patient data, the
Confidant Server software will generate and send one or more feedback
messages directly to the patient's celi-phone. The feedback messages
are selected by the system based on the patient’s currently submitted and
recent historic data.

Confidant 2.5 currently supports several models of glucose meters, non-
invasive blood pressure cuffs and weight scales.

2530 Meridian Parkway, Ste 300 Durham, NC 27713 . - O,
(W) 919.806.4620 (F) 919.806.4802 Pf'\'ﬁ € _(_. ‘3_
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4 Intended use

Confidant 2.5 is intended for personal use by out-of-hospital patients as a
means to retrospectively collect and record physiologic measurements
from home monitoring devices (including blood glucose meters, blood
pressure cuffs and weight scales). The data is transmitted to a database
server where customized messages are generated by the system and
returned to the patient. The returned messages contain objective
observations and motivational information intended to help the patient
better understand and manage their health.

Confidant 2.5 is an accessory device that collects data from a range of
supported home-monitoring devices. The data is collected from the
supported devices and sent to a central database server, using standard
wireless technologies. Upon receipt of newly submitted patient data, the
Confidant Server software will generate and send one or more feedback
messages directly to the patient’s cell-phone. The feedback messages
are selected by the system based on the patient’s currently submitted and
recent historic data.

Confidant 2.5 does not provide diagnosis of any disease or medical
condition.

Confidant 2.5 is not intended to provide automated treatment decisions, or
to be used as a substitute for professional heaithcare judgment. All
patient medical diagnoses and treatment are to be performed under the
supervision and oversight of an appropriate healthcare professional.

Confidant 2.5 is not intended for emergency calis or for transmission or
indication of any reai-time alarms or time-critical data. This device is not
intended as a substitute for direct medical supervision or emergency
intervention.

Confidant 2.5 is intended for over-the-counter use.

2530 Meridian Parkway, Ste 300 Durham, NC 27713
(W) 919.806.4620 (F) 919.806.4802 Lﬂ“?ﬁ & OF <
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5 Technological characteristics, comparison to predicate
device.

Confidant 2.5 utilizes the same technology as one or both of the predicate
devices (Confidant 2.0, K062215 and/or Honeywell HomMed Genesis
OTC Monitor System, K061087) including:

¢ The same supported monitoring devices

¢ The same operating features

¢ The same fundamental technology

6 Discussion of functional and safety testing.

Testing of Confidant 2.5 included electrical safety and EMC testing of the
Confidant Connector component; software testing of the Confidant
Collector and Confidant Server components; and low-level, device
compatibility testing with each of the supported monitoring devices. The
test results demonstrate that Confidant 2.5 is in compliance with the
applied standards and that it performed within its specifications and
functional requirements.

7 Conclusion

Based on the comparison of intended use, supported monitoring devices,
operational features and technology and the results of electrical safety.
EMC, device compatibility and performance testing, it is our conclusion
that Confidant 2.5 is as safe, as effective and performs as well as the
legally marketed predicate devices.

2530 Meridian Parkway, Ste 300 Durham, NC 27713
(W) 919.806.4620 (F) 919.806.4802
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

NOV 1 6 2007

Confidant International, LLC

¢/o Mr. Daniel R. Plonski

Director of Product Management
2530 Meridian Parkway, Suite 300
Durham, NC 27713

Re: K072698
Device Name: Confidant 2.5
Regulation Number: 21 CFR 870.2910
Regulation Name: Radiofrequency Physiological Signal Transmitter and Receiver
Regulatory Class: Class 1I (two)
Product Code: DRG
Dated: September 20, 2007
Received: September 24, 2007

Dear Mr. Plonski:

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 1n 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.

If your device is classified (see above) into either class II (Special Controls) or class III (FMA),
it may be subject to such 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); 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your
device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). 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
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrl/industry/support/index.html.

Sincerely yours,

%W/ML

Bram D. Zuckerman, M.D.

Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use

510(k) Number (if known}: KO 72 Caqcé)}

Device Name: Confidant 2.5

Indications For Use: Confidant 2.5 is intended for personal use by out-of-hospital patients as a means to
retrospectively collect and record physiologic measurements from home monitoring devices (including blood glucose
meters, blood pressure cuffs and weight scales). The data is transmitted to a database server where customized messages
are generated by the system and returned to the patient. The returned messages contain objective observations and
motivational information intended to help the patient better understand and manage their health.

Confidant 2.5 is an accessory device that collects data from a range of supported home-monitoring devices. The data is
collected from the supported devices and sent to a central database server, using standard wireless technologies. Upon
receipt of newly submitted patient data, the Confidant Server software will generate and send one or more feedback
messages directly to the patient’s cell-phone. The feedback messages are selected by the system based on the patient’s
currently submitted and recent historic data.

Confidant 2.5 does not provide diagnosis of any disease or medical conditjon.
Confidant 2.5 is not intended to provide automated treatment decisions, or to be used as a substitute for professional
healthcare judgment. All patient medical diagnoses and treatment are to be performed under the supervision and

oversight of an appropriate healthcare professional.

Confidant 2.5 is not intended for emergency calls or for transmission or indication of any real-time alarms or time-
critical data, This device is not intended as a substitute for direct medical supervision or emergency intervention.

Confidant 2.5 is intended for over-the-counter use,

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(%mm///mﬂ/
i Slon-Off) .
Division of Cﬂr{;ﬁ:ovqsculor?n}vices

510(k) Number__£ o 7,lé




JUL 11 2008

S1(K) SUMMARY

CardioSen’C
510(k) Number K 50+ 7

Applicant’s Name: SHL Telemedicine International Ltd.
90 Igal Alon St.
Tel Aviv 67891
ISRAEL
Tel (972)3-561-2212
Fax (972)3-624-2414

Contact Person: Yoram Levy, Qsite
31 Haavoda St.
Binyamina, Israel 30500
Tel (972)4-638-8837; Fax (972)4-638-0510
Yoram(@gsitemed.com

Trade Name: CardioSen’C

Classification: Name: Telephone electrocardiograph transmitter and receiver
Product Code: DXH
Regulation No: 21 CFR 870.2920
Class: 1 -
Panel: Cardiovascular

Device Description: The CardioSen'C is a personal, battery powered, hand-held personal ECG
transmitter, enabling an individual to immediately transmit a 12-lead
ECG and a rhythm strip from a remote location, to a physician's office,
hospital or monitoring center.

The ECG data can be transmitted in real time via two communication
methods. The CardioSen'C produces an ECG frequency modulated
acoustical tone that can be coupled with and transmitted by a standard or
a cellular telephone. The ECG data can also be transmitted digitally
through the cellular network. Either one of these two transmissions
methods permits the transfer of a 12-lead ECG and rhythm strip to the
medical professional capable of interpreting the data.

Section 2 — Page 2 < _
CardioSen’C - 510k Notification fa ge | oF >



Intended Use S‘tatelln‘é.nt:

The CardioSen'C device is intended to condition an electrocardiographic
signal so that it can be transmitted acoustically via telephone and/or
digitally over cellular network to a remote location. The CardioSen'C
device is designed to be used by a patient to transmit a 12 lead ECG and
thythm strip in real-time to a physician’s office, hospital or other medical
receiving center.

Predicate Devices:
The CardioSen'C is substantially equivalent to the following predicate
devices:

e CardioBeeper ® CB 12/12, 12 Lead Personal ECG Transmitter,
cleared under K002310;

s River - 1, ECG Event Recorder and Transmitter, cleared under
K063609.

Performance Data:
The CardioSen'C device has been tested according to various standards
and guidance documents, such as ANSI/AAMI EC11-1991 (Diagnostic
Electrocardiographic Devices), IEC 60601-2-25 (1993) +A1:1999
requirements for the safety of electrocardiographs, etc. Further IVD study
has shown that the system meets its design specifications and is safe and
effective for its intended use.

Conclusions:

The CardioSen'C device has the same intended use and is capable of
transmitting the electrocardiographic signal acoustically via customary
telephones as the CardioBeeper® CB 12/12. Further, the CardioSen’C
can transmit digitally over cellular network to a remote location as the
River -1 device. The results of tests studies and analyses performed with
the CardioSen'C device demonstrate that the CardioSen'C device is as
safe and effective as its predicate devices without raising any new safety
and\or effectiveness concerns.

Section 2 — Page 3
CardioSen’C— 510k Notification ngg 3 oF X
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@ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUL 11 2008

SHL TeleMedicine International LTD
c/o Qsite

Mr. Yoram Levy

31 Haavoda St.

Binyamina, 30500

ISRAEL

Re: KO80047
CardioSens’C
Regulation Number: 21 CFR 870.2920
Regulation Name: Telephone Electrocardiograph Transmitter and Receiver
Regulatory Class: Class II {two)
Product Code: DXH ‘
Dated: June 22, 2008
Received: June 27, 2008

Dear Mr, Levy:

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.

If your device is classified (see above) into either class IT (Special Controls) or class [T (PMA),
it may be subject to such 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 FDDA’s issuance of a substantial equivalence determination docs not mean
that I'DA 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); labceling (21 CFR Part 801); 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.

This letter will allow you to begin marketing your device as described in your Section S10(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your
device Lo proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). 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
{240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely you

‘@" Bram . Zuckerman, M.D.

Director

Division of Cardiovascular Devices
Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



INDICATIONS FOR USE STATEMENT

510(k) Number (ifknown): £ 0§ OO0

Device Name: CardioSen’C

Indications for Use: The CardioSen'C device is intended to condition an
' electrocardiographic signal so that it can be transmitted
acoustically via telephone and/or digitally over cellular network
to a remote location. The CardioSen'C device is designed to be
used by a patient to transmit a 12 lead ECG and rhythm strip in
real-time to a physician’s office, hospital or other medical
receiving center.

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 CDRH, Office of Device Evaluation (ODE)

(Division Sign-off)
Division of Cardiovascular, Respiratory and Neurological Devices
510(k) Number @Q

(Division Sign-Off) \sc/
Division of Cardiovastular Devices

Section 1 — Page 2
ection age f,"él%‘) Number K 0 BOO‘“{'?

CardioSen’C — 510k Noti
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510(k) Notification Submission Abbreviated
Intel” Health Guide PHS6000

510(k) Summary
As required by 21 CFR §807.92(c)

Submitter JUN 2 7 2008
510(k) Owner: Intel Corporation

Address: 1900 Prairic City Road, FM7-197, Felsom, CA 95630

Telephone: (408) 765-2060

Contact Person: 'Tac-Woong Koo

Date Prepared: March 19, 2008

Device Information

Trade Name: Intel™ Health Guide PHS6000

Common Name: Remote Patient Monitoring System

Classification Name: Transmitters and Receivers, Physiological Signal,
Radiofrequency (21 CTR 870.2910, Product Code DRG)

Substantial Equivalence is claimed to the following devices:

1. Philips Medical Systems’ M3810A TeleMonitoring System with M3812B TeleStation
(K023749) _

2. Health Hero Network's Health Buddy® Appliance (K063612)

3. WEBVMC, LLC's RemoteNurse™ Patient Monitoring system (K041308)

Device Deseription

The Inicl® Health Guide PHS6000 is a communication tool that allows caregivers to
remotely access vital sign measurcments of patients at home. It collects measurcments
captured on commercially available wireless or tethered medical devices designed for home
use, stores and displays the collected information on the LCD screen, and transmits the
information to a secure host server. Carcgivers can review the transmitted information and

- select education and reminders for patients using a caregiver software interface to the host
server. Patients can review the stored vital sign measurement information and receive
cducational and motivational content from carcgivers. Patients can also optionalty engage in
video conferences with caregivers and answer the caregivers™ questions by participating in
SUTVEYs.

The Intel™ Health Guide PHS6000 system consists of the:

(1) Intel” Health Guide PHS6000 hardware:
The physical component of the Intel® Health Guide PHS6000 is an electronie device
contained in a plastic enclosure with a touch screen. video camera with privacy

screen. microphoncs. speakers and a reminder light whiclt is mounted into the top ot
the case. On the back of the device is a power socket, a headphone socket. a

Section 3: 310¢k) Summary . Page 1 of 3
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510(k) Notification Submission — Abbreviated
Intel” Health Guide PHS6000

Broadband (high-spced) internet socket for connection to a broadband network. The
device has medical device sockets for conncction to specific physiological monitors,
and may optionally have a phone socket for modem connection to a standard phone

linc. '

{H Intel® Health Guide software application:

T'he software application captures, stores, and transmits information to a secure
website via a standard telephone line or a LAN/WAN connection.

(3)  Intel™ Care Management Suite sofiware application:

The application allows caregivers to review patient vital signs on the secure website.
The Intel® Care Management Suite allows for predefining upper and lower limits and,
when either limit is exceeded, the system emails and/or pages the caregiver.

(4) Processor software application:

The processor software application manages the interface between the Intel* Health
Guide PHS6000 sofiware application and the secure website.

The Intel™ Health Guide PHS6000 is not intended for diagnosis or as a substitute for medical
care, and it is not intended to provide real time data. It is made available to patients when
time-ctitical care is not required. The device is contraindicated for patients requiring direct
medical supervision or emergency intervention. The device is intended for patients who are
willing and capable of managing its use. Clinical judgment and experience by a caregiver are
required to check and interpret the information delivered.

Indications for Use

The Intel® Health Guide PHS6000 is a communication tool that allows caregivers to
remotely access vital sign measurements of patients at home. It collects measurements
captured on commercially available wireless or tethered medical devices designed for home
use. stores and displays the collected information on the LCD screen, and transmits the
information 1o a secure host server. Caregivers can review the transmitted information and
select education and reminders for patients using a caregiver software interface to the host
server. Patients can review the stored vital sign measurement information and receive
educational and motivational content from carcgivers. Patients can also optionally engage in
vidco conferences with caregivers and answer the caregivers’ questions by participating in
SUIVEYSs.

The Intel™ [lealth Guide PHS6000 is not intended for diagnosis or as a substitule for medical
care. and it is not intended to provide real time data. It is made available to patients when
time-critical care is not required. It is contraindicated for patients requiring direct medical
supervision or emergency intervention. It is intended for patients who arc willing and capable

Section 32 310(k) Summary Page 2 of 3
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510¢k) Netification Submission — Abbreviated
Intel® Health Guide PHS6000

of managing its use. Clinical judgment and experience by a caregiver are required to check
and interpret the information delivered.

Technological Characteristics

The Intel® Health Guide PHS6000 is substantially equivalent to the predicate devices in
terms of data collection software functionality, operating system for the patient device,
communication method of patient device with central server, types of sensors which can be
interfaced to the patient device, implementation method of collecting data from sensors,
sensor software, connectivity, communication protocol, power source, and display method.

Safety and Efficacy

The Intel® Health Guide PHS6000 does not rely on an assessment of clinical performance
data. The device conforms to FDA’s recognized consensus standards and relies on its
conformity to demonstrate the safety and efficacy. The device introduces no new questions
concerning the safety or efficacy and is, therefore, substantially equivalent to the predicate
devices,

Section 5: 510{k) Summary Page 3 of 3
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUN 272008

Digital Health Group

¢/o0 Ms. Maureen Glynn

Director of Regulatory Affairs
Intel Corporation

1900 Prairie City Road FM7-197
Folsom, CA 95630

Re: K0O80798
Trade/Device Name: Intel® Health Guide PHS6000
Regulation Number: 21 CFR 870.2910
Regulation Name: Radiofrequency Physiological Signal Transmitlers and Receivers
Regulatory Class: Class 11
Product Code: DRG
Dated: June 10, 2008
Received: June 12, 2008

Dear Ms. Glynn:

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.

[f your device is classified (see above) into either class 11 (Special Controls) or class ITT (PMA),
it may be subject to such 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
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(21 CFR Part 807); labeling (21 CFR Part 801); 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits vour
device to proceed to the market.

I you desire specific advice for your device on our fabeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at 240-276-3474. For questions regarding the reporting of device adverse events
{Medical Device Reporting (MDR)), please contact the Division of Surveillance Systems at 240-
276-3464. You may obtain other peneral information on your responsibilities under the Act from
the Division of Small Manufacturers, Intermational and Consumer Assistance at its toll-frec
number (800) 638-2041 or (240) 276-3150 or at its Internet address

htip://www. fda.gov/edrh/industry/support/index.htmi.

Sincerely yours,

@V Bram D, Zudkerman, M.D.

Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use:

510(k} Number: Ker619%

Device Name: Intel® Health Guide PHS6000
Tndications Tor Use:

The Intel™ Health Guide PHS6000 is a communication tool that allows caregivers to
remotely access vital sign measurements of paticnts at home. Tt collects measurements
captured on commercially available wireless or tethered medical devices designed for home
use, stores and displays the collected information on the LCI) screen. and transmits the
information to a secure host server. Caregivers can revicw the transmitied information and
sclect education and reminders for paticnts using a caregiver software interface to the host
server. Patients can review the stored vital sign measurement information and receive
cducationat and motivationat comtent from caregivers. Patients can also optionafty engage m
video conferences with caregivers and answer the caregivers™ questions by participating in
SUTVEYS.

The Inte!® Health Guide PHS6000 is not intended for diagnosis or as a substitute for medical
care. and it is not intended to provide real time data. It is made available to- paticnts when-
time-critical care is not required. It is contraindicated for patients requiring direct medical
supcrvision or emergency inicrvention. Tt is intended for patients who are willing and capable
of managing its use. Clinical judgment and experience by a caregiver are required to check
and interpret the information delivered.

Prescription Use X AND/OR Over-The-Counier Use
(Part 2t CFR 801 Subpar D) (21 CFR 801 Subpart C}

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

Toncurrence of CHRH, Office of Device Evatuation (ODE)

AT

(Division Sigh-Off)
Division of Cardiovascular Devices

510(k) Number Kog0134

Page T of T
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CG-6108 ACT-3L Continuous ECG Monitor and Arrhythmia Detector

CARD GUARD. . 510(k) Summary of Safety and Effectiveness

s |EC B0601-2-27 2005 Medical electrical squipment - Part 2: Particular requiremenis for the safety of
electrocardiographic monitoring equipment

¢ EN 475: Medical devices - Electrically-generated alarm signals ; April 1985
s EN 980: Graphical symbois for use in the labeling of meadical devices; August 2003

e EN 1041: Terminology, Symbols and Information provided with Medical Devices; informafion supplied by the
manufacturer with medical devices; Aprit 1998

e ENISD 9001 Quality management systems - Reguirements; December 2000

a  ENISO 13485: Quality systems ~ Medical devices; Auguet 2000

EN 1SO 14971 Medical devices — application of risk management to medical devices; March 2001

EN ISO 10993 Biological evaluation of medical devices Part 1: Evaluation and testing; Dec. 1997

EN 60601-1; Madical electrical equipment; Part 1: General requirements for safety; Sept. 2002

EN 80801-1-2: Medical electrical equipment; Part 1: 2, Collateral Std: EMC; requirements and tests; 2007

s EN B0B01-1-4+A1 2000: Medical electrical equipment; Part 1; 4. Collateral Std: Programmable electric
medical systems;

. o =

Indications for Use, Intended Use

The CG-6108 ACT-3L Continuous ECG Monitor and Arrhythwia Detector is intended for use by patients-
who experience transient symptoms that may suggest cardiac arrhythmia. The device continuously
monitors patient ECG, automatically generates an alarm triggered by an arrhythmia detection
atgorithm, or generates an alarm manually triggered by the patient, and transmits the recorded data
franstete-phonicatly 1o 8 momitoring center. The monitoring center provides the ECG datz to the
medical practitioner for gvaluation.

Principles of operation

The chest-worn ECG sensor transmits signals via Bluetooth to-the handheld device equipped with-the
Medical Application, which incorporates an algorithm specially developed for detection of AF events, A
detected artifact triggers transmission of the signal to the GG Monitoring Center for analysis.

Substantiaily Equivaient Devices

The clearance for the CG-6108 ACT-3L is sought on the grounds of its claimed substantial equivalence

(SE) to the following predicate devices.

1. Card Guard's CG-6108 Continuous ECG Monitor And Arrhythmia Detector KO71895 for being the
parent model

2. Card Guard's CG-6550 Personal ECG Transmitter K990478 for the 3 leads/3 channet design.

Conclusions

All Verification, Validation and Testing (VV&T) documents - although not included in this dossier,
constitute a part of the device DMR and are available upon request

The Truthful and Accurate Statement complies with 21 CFR 807.87(j).

We trust that the submitted information wili enable the reviewer to process the material promptly. The
time factor is crucial for Card Guard’s commercial interests.

This dossier contains one paper copy of the 510{k) submission together with an electronic copy that is
an exact duplicate of the paper copy.

Pl
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CARD GUARD | - CG-6108 ACT-3L Continuous ECG Monitor and Arrhythmia Detector
i 510(k) Summary of Safety and Effectiveness
Submitter Card Guard Scientific Survival Ltd.,

Address 2 Pekeris St. P.O.B. 527 Rehovot 76100, israel

Contact: Alex Gonorovsky, RA Manager

Phone: 972-8-9484019 | Fax: 972-8-9484044

E-mail: galex@cardgeard.com

Device

Trade Name: CG-6108 ACT-3L Continuous ECG Monitor and Arrhythmia Detector

Classification: deteclar and alarm, arrhylhmia

Product Code: | DSt DXH

Regulation No: | 870.1023

Class: i

Device Definition

The CG-6108 ACT-3L is designed for self-testing by patients at home and for analysis by medicat
professionals at a remote Manitoring Center. It comprises a chest-worn ECG sensor and a handheld
davice with a proprietary application, configured to process and transmit the ECG recordings.

The chest-worn unit has 3 slectrodes ¢n a harness and it houses a battery, an ASIC and a Bluetooth
transceiver for the acquisition, recording, and fransmission of the ECG signal.

The ECG signals are transmitted via Bluetooth to the handheld device. When an event is detected it is
wirelessly transmitted to the CG Monitoring Center for professional analysis. The handheld device is
equipped with shared memory used to record the signal received from the sensor and to aliow pre-
and post processing options through the use of this memary in a dual memaory loop configuration, both
running in parallel. Ong ioop is auto-friggered, with programmable thresholds that starts recording
hased on specific rhythms detected or manually activated by the patient. The second, and longer,
recording oop is controlled remotely to provide the physician with more information, when reguested
by the CG Menitoring Center.

The handheld device automatically transmits the recorded ECG, via cellutar link, to the Monitoring
Center. When cellular service is unavailable the patient can transmit via landline-telephone.

Medical Application

The Application is designed for wireless mobile platforms, e.g. PDA, SmartPhone and for static platforms,
such as PC. Itis used to raceive from the TG-6108 the test resuilts and other medical data, to process
and sava these test results, and synchronize data and test results with the CG Medical Center. The
Application is a part of a personal medical system solution. It performs the following activities:
Receives medical test inputs from the extermal accessories

Collects medical test data and other related information as defined for each test

Accesses historical test and related data stored on the device

Transmits. medical test data and other infoarmation to Center for professional evaluation/hackuip
Racelves data from Center

Enables configuring GPRS data connection (based on mobile phone GPRS/CDMA capabilities}),
changing user name and password.

Referenced Standards

Arrhythmia Detector and Alarm Guidance for Industry and FDA Staff Class |l Special Controls Guidance

& ANSYAAMIEC 57:1998, Testing and Reporting Performance Resuits of Cardiac Phythm and 3T Segment
Measurement Algorithms

& ANSIVAAMI EC38:1998 Ambulatory Electrocardiograph

=2 S e
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Food and Drug Administration
8200 Corporate Boulevard
Rockville MD 20850

WAY 29 2008

Card Guard Scientific Survival Ltd.
c/o Mr. Alex Gonorovsky
Manager, Regulatory Affairs

2 Pekenis St.

P.O. Box 527

Rehovot 76101 ISRAEL

Re: KO081257 '
CG-6108 ACT-3L Continuous ECG Monitor and Arrhythmia Detector
Regulation Number: 21 CFR 8§70.1025
Regulation Name: Asrhythmia Detector and Alarm
Regulatory Class: Class IT (two)
Product Code: DSI
Dated: March 26, 2008
Received: May 2, 2008

Dear Mr. Gonorovsky:

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.

If your device is classified (see above) into either class 11 (Special Controls) or class IIT (PMA),
it may be subject to such 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 FDAs 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 requircments, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); 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,

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial cquivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your
device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). 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
(240) 276-3150 or at its Internet address http:.//www. fda. gov/cdrh/industry/support/index. html.

Sincerely yours,

Bram D-Zuckerman, M.D.
Director

Division of Cardiovascular Devices
Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): ¥0§125 7/ R
‘Device Name: CG-6108 ACT-3L Continuous ECG Monitor and Arrhythmia Detector

indications for Use:

The CG-6108 ACT-3L Continuous ECG Monitor and Arhythmia Detector is intended for use by
patients. who experience transient symptoms.that may suggest cardiac arrhythmia. The device
continuousty monitors patient 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 franstelephonically to a monitoring center. The monitoring center provides the ECG
data to the medical practitioner for evaluation.

Prescription Use [X] AND/OR Over-The-Counter Use
(Part 2t CFR 801 Subpart D} {21 CFR 801 Subpart C).

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

F T P A

Concurrence of CDRH, Office of Device Evaluation (ODE}

Dn w}aon of Cardlovasculor Devic
510(K) Number___@ 3]/& -

Page 1 of 1

{Posted November 13, 2003}



Entralfealth Systems, USA
338 Galloway Valley Ct.

Alpine, CA 91901 ' KO S0 > 03

SUMMARY OF SAFETY AND EFFECTIVENESS JAN -~ 8 2009
In accordance with 21CFR part 807.92

DEVICE NAME: Myglucohealth Models MGH-1 and MGH-BT1

PREDICATE DEVICE HMD Biomedical “Evolution” blood glucose monitor (reference
'K072369)

DESCRIPTION: Reference CLASSIFICATION: 862.1345: Blodd glﬁcose monitoring systems
that include a monitor, control solution and test strips with biosensor.

INTENDED USE:

Systems are intended for the quantitative measurement of the concentration of glucose in whole
blood that can be taken from the fingertip, ventral palm, dorsal hand, upper arm, forearm, calf
and/or thigh by diabetic patients or health care professionals. Results are plasma calibrated (o
allow for easy comparison to lab method. The Myglucohealth glucose monitoring systems are not
to be used for the diagnosis of diabetes or for neonatal use. Alternate site testing should be done
during steady-state times when ghicose is not changing rapidly.

SUBSTANTIAL EQUIVALENCE STATEMENT:
The Myglucohealth blood glucose monitoring system is equivalent in safety and effectiveness
to the HMD Biomedical “Evolution” device by virtue of the following:

1 Similar materials of construction including use of the same PCB, software and strips. Case |
design is different, however the MGH-BT1 monitor is tested and found to be in compliance to:
o IS0 15197

o CB test scheme to IEC/EN 61010-1:2001 and
61010-2-101: 2002 ‘

2) Equivalent manufacturing methods as both the MGH and predicate (Evolution} systems
(including monitor, control solution and strips) are manufactured by the same entity.

3) Although unlike the predicate, the Myglucohealth MGH-BT1 system provides for the
wireless uploading of data from the monitor via Bluetooth transmission to a Bluetooth
paired PC or cell phone. However, the wireless transfer of data has been validated and
demonstrates a 100% correlation to actual monitor data. A significant number of users of
varying demographic ages, gender, education and background were studied.

4) The intended use of the MGH monitors is the same as the predicate device.

Therefore, there are no substantive differences between the products defined in this 510(k)
sub-mission and the predicate device.

/ ’ N
Signed: (z//@’éﬁ 4&”‘(”‘4 Dated:/M [f; 20’05

~ CarloyGonzalez O 7 7
Regylatory AfT: onsultant to Entra Health Systems, USA
p;/(413) 513-6343



WEALT)
VT

©

irvaza

SURVICE,
» i,

o

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
2098 Gaither Road
Rockville MD 20850

Entra Health Systems, Ltd.

c/o Carlos Gonzalez

7833 Knollbrook Dr. “JAN - & 20p8
Pleasanton, CA 94588

Re: k081703
Trade Name: Myglucohealth Glucose Monitoring System
Regulation Number: 21 CFR 862.1345
Regulation Name: Glucose Monitoring System
Regulatory Class: Class II
Product Codes: NBW, CGA, JIX
Dated: December 23, 2008
~ Received: December 29, 2008

Dear Mr. Gonzalez:

- 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 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 F ood, 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,

/

If your device is classified (see above) into either class II {Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in Title 21, Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalénce determination does not méan
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 Parts 801 and 809); and good manufacturing practice - '
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820).
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your
device to proceed to the market.

If you desire specific information about the application of labeling requirermnents to your device,
or questions on the promotion and advertising of your device, please contact the Office of In )
Vitro Diagnostic Device Evaluation and Safety at (301) 594-3084. Also, please note the
regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97).
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) 443-6597 or at its Internet address '
http://www.fda.gov/cdrh/dsma/dsmamain.html.

Sincerely yours,

| C. Harper, Ph.D..

Acting Director _
Division of Chemistry and Toxicology
Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health_



Indication for Use

510(k) Number (if known): K081703
Device Name: Myglucohealth Glucose Monitorin g Systems
Indication For Use:

The Myglucohealth glucose monitoring system provides a quick and-easy way for
diabetic patients to measure and self-monitor blood glucose levels. The system is
comprised of the MGH-BT1 (w/Bluetooth wireless download capability) or the MGH-1
(w/o Bluetooth) blood glucose meter, control solution and test strips that carry a
biosensor used for the quantitative measurement of the concentration of glucose in
capillary whole blood that can be taken from the fingertip, ventral palm, hand, upper arm,
forearm, calf and/or thigh by diabetic patients or health care professionals. The results
obtamed are plasma calibrated to allow for easy comparison to the laboratory method.
Further, results from either meter may be uploaded to a memory device through a
standard RS32 connection, or, with the -BT1 model, wirelessly transmitted to a bluetooth
capable PC or Cell phone. The Myghucohealth glucose monitoring systems are not to be
used for the diagnosis or screening of diabetes or for neonatal use, Alternate site testing
should be done during steady-state times when glucose is not changing rapidly.

Prescription Use X ‘ And/Or - Over the Counter Use _x_ .
(21 CFR Part 801 Subpart D) _ _ (21 CFR Part 801 Subpar[ C)

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

~ Concurrence of CDRH Office of In Vitro Dlagnostlc Dewce Evaluatlon and Safety (OIVD)

wCwa

Division Sign-Off =~
Office of In Vitro Diagnostic Device
Evaluation and Safety

sto()__/< © §/703

.Page 1 of 1



Kos2ng
510(k) Notification Submission - Special 510(k)
Modification to Intel® Health Guide PHS6000

310(k) Summary NOV 2 6 2008
As required by 21 CFR §807.92(¢)

Submitter

510(k) Owner: Intel Corporation

Address: 1900 Prairie City Road, FM7-197, Folsom, CA 95630
Telephone: {(408) 765-2060

Contact Person: Tae-Woong Koo

Date Prepared: October 20, 2008

Device Information

Trade Name: Modification to Intel® Health Guide PHS6000
Common Name: Remote Patient Monitoring System

Classification Name: Transmitters and Receivers, Physiological Signal,
Radiofrequency (21 CFR 870.2910, Product Code DRG)

Substantial Equivalence is claimed to the following device:
Intel Corporation’s Intel® Health Guide PHS6000 (K080798)

Device Description

The Intel® Health Guide PHS6000 is a communication tool that allows caregivers to
remotely access vital sign measurements of patients at home. It collects measurements
captured on commercially available wireless or tethered medical devices designed for home
use, stores and displays the collected information on the LCD screen, and transmits the
information to a secure host server, Caregivers can review the transmitted information and
select education and reminders for patients using a caregiver software interface to the host
server. Patients can review the stored vital sign measurement information and receive
cducational and motivational content from caregivers. Patients can also optionally engage in
video conferences with caregivers and answer the caregivers’ questions by participating in
surveys.

Section 7: 510(k) Summary Page | of 3
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510(k) Notification Submission — Special 510(k)
Modification to Intel® Health Guide PHS6000

The Intel® Health Guide PHS6000 system consists of the:
(1) - Intel® Health Guide PHS6000 hardware:

The physical component of the Intel® Health Guide PHS6000 is an electronic device
contained in a plastic enclosure with a touch screen, video camera with privacy
screen, microphones, speakers and a reminder light which is mounted into the top of
the case. On the back of the device is a power socket, a headphone socket, a
Broadband (high-speed) internet socket for connection to a broadband network. The
device has medical device sockets for connection to specific physiological monitors,
and may optionally have a phone socket for modem connection to a standard phone
line.

(2)  Intel® Health Guide software application:

The software application captures, stores, and transmits information to a secure
website via a standard telephone line or a LAN/WAN connection.

(3)  Intel® Care Management Suite software application:

The application allows caregivers to review patient vital signs on the secure website.
The Intel® Care Management Suite allows for predefining upper and lower limits and,
when either limit is exceeded, the system emails and/or pages the caregiver.

(4)  Processor software application:

The processor software application manages the interface between the Inte]® Health
Guide PHS6000 software application and the secure website.

The Intel® Health Guide PHS6000 is not intended for diagnosis or as a substitute for medical
care, and it is not intended to provide real time data. It is made available to patients when
time-critical care is not required. The device is contramdicated for patients requiring direct
medical supervision or emergency interventton. The device is intended for patients who are
willing and capable of managing its use. Clinical judgment and experience by a caregiver are
required to check and interpret the information delivered.

Section 7: 310(k) Summary Page 2 of 3
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510¢k) Notification Submission — Special 510(k)
Modification to Intel® Health Guide PHS6000

Indications for Use

The Intel® Health Guide PHS6000 is a communication tool that allows caregivers to
remotely access vital sign measurements of patients at home. It collects measurements
captured on commercially available wireless or tethered medical devices designed for home
use, stores and displays the collected information on the LCD screen, and transmits the
information to a secure host server. Caregivers can review the transmitted information and
select education and reminders for patients using a caregiver software interface to the host
server. Patients can review the stored vital sign measurement information and receive
educational and motivational content from caregivers. Patients can also optionally engage in
video conferences with caregivers and answer the caregivers’ questions by participating in
SUTVEYS.

The Intel® Health Guide PHS6000 is not intended for diagnosis or as a substitute for medical
care, and it is not intended to provide real time data. It is made available to patients when
time-critical care is not required. It is contraindicated for patients requiring direct medical
supervision or emergency intervention. It is intended for patients who are willing and capable
of managing its use. Clinical judgment and experience by a caregiver are required to check
and interpret the information delivered.

Technological Characteristics

The Intel® Health Guide PHS6000 is substantially equivalent to the predicate device in
terms of data collection software functionality, operating system for the patient device,
communication method of patient device with central server, types of sensors which can be
interfaced to the patient device, implementation method of collecting data from sensors,
sensor software, connectivity, communication protocol, power source, and display method.

Safety and Efficacy

The Intel® Health Guide PHS6000 does not rely on an assessment of clinical performance
data. The device conforms to FDA’s recognized consensus standards and relies on its
conformity to demonstrate the safety and efficacy. The device introduces no new guestions

concerning the safety or efficacy and 1s, therefore, substantially equivalent to the predicate
device.

Section 7: 510(k) Summary Page 3 of 3
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Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

NOV 2 6 2008

Intel Corporation

c/o Mr. Tae-Woong Koo, Ph.D.
Manager of Medical Regulatory Affairs
Digital Health Group

1900 Prairie City Road, FM7-197
Folsom, CA 95630

Re: K083115
Trade/Device Name: Intel® Health Guide PHS6000
Regulation Number: 21 CFR 870.2910
Regulation Name: Physiological Signal Radiofrequency Transmitters and Receivers
Regulatory Class: Class 11
Product Codes: DRG, LFR, CGA
Dated: November 18, 2008
Received: November 20, 2008

Dear Dr. Koo:

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 requircments for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class I1 (Special Controls) or class I11 (PMA),
it may be subject to such 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



Page 2 - Tae-Woong Koo, Ph.D.

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); 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your
device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, “Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Oftfice of Surveillance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at 240-276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDR})), please contact the Division of Surveillance Systems at 240-
276-3464. 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 (240} 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html.

Director

Division of Cardiovascular Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use:

510(k) Number: KOE3US

Device Name: Modification to Intel® Health Guide PHS6000
Indications for Use:

The Intel® Health Guide PHS6000 is a communication tool that allows caregivers to
remotely access vital sign measurements of patients at home. It collects measurements
captured on commercially available wireless or tethered medical devices designed for home
use, stores and displays the collected information on the LCD screen, and transmits the
information to a secure host server. Caregivers can review the transmitted information and
select education and reminders for patients using a caregiver software interface to the host
server. Patients can review the stored vital sign measurement information and receive
educational and motivational content from caregivers. Patients can also optionally engage in
video conferences with caregivers and answer the caregivers’ questions by participating in
SUTVeys.

The Intel® Health Guide PHS6000 is not intended for diagnosis or as a substitute for medical
care, and it is not intended to provide real time data. It is made available to patients when
time-critical care is not required. It is contraindicated for patients requiring direct medical
supervision or emergency intervention. It is intended for patients who are willing and capable
of managing its use. Clinical judgment and experience by a caregiver are required to check
and interpret the information delivered.

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)

gt Devigg] Evaluation (ODE)

> B 2ol

- /
Concurrence of CHRH Othce
U
(Division Sigr-Off) T ey

Division of Cardiovascular Devices

510(k) Number Kes3lis™

Page 1 of 1
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SymCare Personalized Health Solutions, Inc.
SymCare Diabetes Management Program 510(k}

510(k) Summary
Date March 9, 2008
Contact Rae Ann DeLay

Director, Quality, Regulatory and Health Care Compliance
SymCare Personalized Health Solutions, Inc.

200 Lawrence Drive

West Chester, PA 19380

Phone: (484) 686-4650

Email: rdelay@its.jnj.com.

Device Name SymCare Diabetes Management Program

Common Name  Accessory to glucose test system

Classification 862.1345 — Glucose Test System — Class 11
862.2100 — Calculator/Data Processing Module for Clinical Use — Class I

Predicate e MCT-Diabetes™ by MyCare Team Inc. cleared most recently via 510(k)
Devices K073699
o Think Positive (t+) Diabetes Management System by e-San Limited
cleared most recently via 510(k) K061328

Device The SymCare Diabetes Management Program (DMP) is an online tool that

Description helps patients to manage their diabetes and communicate their blood glucose
readings to their healthcare providers, healthcare providers manage their
diabetes patient population, and insurance companies manage their diabetes
patient and health care provider populations. The DMP enables a blood
glucose meter to connect via a Bluetooth accessory, the Polymap Wireless
Polytel® GMA Glucose Meter Accessory (GMA), to a cellular phone. Once
the mobile phone has gathered the data from the meter, it transmits the data to
a centralized repository database. The data is analyzed to recognize health
patterns, show trends, and offer personalized health information.

Continued on next page



SymCare Personalized Health Solutions, Inc.
SymCare Diabetes Management Program 510(k)

510(k) Summary, Continued

Indications

Technological
Characteristics

Nonclinical
Tests

Clinical Tests

Conclusions

The SymCare Diabetes Management Program ts intended for use in home
settings to aid people with diabetes and healthcare professionals in the review,
analysis and evaluation of historical blood glucose test results to support
effective diabetes management. It is intended for use as an accessory to blood
glucose meters with data management capabilities. This system is intended
for use by people 18 years of age and older. The SymCare Diabetes
Management Program is not intended to provide treatment decisions or to be
used as a substitute for professional healthcare judgment. All patient medical
diagnoses and treatment are to be performed under the supervision and
oversight of an appropriate healthcare professional.

The SymCare Diabetes Management Program, like the predicate devices, is
an internet-based software device.

Extensive software verification and validation testing was conducted and
demonstrated compliance to requirements and design specifications.

A study to measure the usability of the SymCare DMP was conducted. The

study demonstrated: ‘

e comprehension of the study doctors, medical team members, and
participants with the DMP, :

e appropriate human factors related to the DMP, and

¢ ease of use of the DMP.

In accordance with the Federal Food, Drug and Cosmetic Act and 21 CFR
Part 807, and based on the information provided in this premarket
notification, SymCare Personalized Health Solutions, Inc., concludes that the
new device, the SymCare Diabetes Management Program, is safe, effective
and substantially equivalent to the predicate devices as described herein.




DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
2098 Gaither Road

MAR 1 3 2008 Rockville MD 20850

Symcare Personalized Health Solutions, Inc .

c/o Rae Ann DeLay

Director, Quality, Regulatory & Health Care Compliance
200 Lawrence Drive

West Chester, PA 19380

Re: k083263 ‘
Trade/Device Name: Symcare Diabetes Management Program
Regulation Number: 21CFR 862.1345
Regulation Nante: Glucose Test System
Regulatory Class: Class II
Product Code: NBW, JQP
Dated: February 27, 2009
Received: March 2, 2009

‘Dear Ms. DeLay:

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.

If your device is classified (see above) into either class IT (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can be
found in Title 21, Code of Federal Regulations (CFR), Parts 800 to 895. 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 Parts 801 and 809); and good manufacturing practice requirements as set forth in
the quality systems (QS) regulation (21 CFR Part 820).
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your
device to proceed to the market.

If you desire specific information about the application of labeling requirements to your device,
or questions on the promotion and advertising of your device, please contact the Office of In
Vitro Diagnostic Device Evaluation and Safety at (301) 594-3084. Also, please note the
regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part 807.97).
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) 443-6597 or at its Internet address :

hitp.//www.fda.gov/cdrh/dsma/dsmamain.html.

Sincerely yours,

O

Courtngy C. Harper, Ph.D.

Acting Director

Division of Chemistry and Toxicology
Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health




Indication for Use

510(k) Number (if known): k083263
Device Name: SymCare Diabetes Management Program
Indication For Use:

The SymCare Diabetes Management Program is intended for use in home settings to aid
people with diabetes and healthcare professionals in the review, analysis and evaluation
of historical blood glucose test results to support effective diabetes management. It is
intended for use as an accessory to blood glucose meters with data management
capabilities. This system is intended for use by people 18 years of age and older. The
SymCare Diabetes Management Program is not intended to provide treatment decisions
or to be used as a substitute for professional healthcare judgment. All patient medical
diagnoses and treatment are to be performed under the supervision and oversight of an
appropriate healthcare professional. :

Prescription Use __ X And/Or Over the Counter Use -
(21 CFR Part 801 Subpart D) (21 CFR Part 801 Subpart C)

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

Concurrence of CDRH, Office of In Vitro Diagnostic Device Evaluation and Safety (OIVD) .

Lodd s~
Division Sign-Off
Office of In Vitro Diagnostic Device
Evaluation and Safety

510(k)

Page 1 of 1
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EXHIBIT 02

P. (e
- PREMARKET NOTIFICATION 510(k) SUMMARY /7
As required by 21 CFR §807.92(c)
JUN ~ 5 2009
Submitter
510(k) Owner: MedApps, Inc.
Owner / Operator: 10027842
Registration: 3005916763
Address: 7975 North Hayden Road, Suite A-200, Scottsdale, AZ 85258
Telephone: 480-305-6323
Fax Number: 480-393-1892
Contact Person: Kent Dicks
Contact Person Title: President / CEO
Date Prepared: December 23, 2008

Device Information

Trade Name: MedApps 2.0 - Remote Patient Monitoring System

Common Name: Remote Patient Monitoring System

Classification Status: Class II per regulations 870.2910

Classification Name: Transmitters and Receivers, Physiological Signal,
Radiofrequency (21 CFR 870.2910, Product Code DRG)

A. LEGALLY MARKETED PREDICATE DEVICE

Legally marketed predicate device are:
K080798 Intel Health Guide PH56000

K072698 Confidant 2.5
K062377 MedApps Remote Patient Monitoring System (D-PAL)

B. DEVICE DESCRIPTION

The MedApps 2.0 - Remote Patient Monitoring System consists of a
patient device, MedApps HealthPAL, which is a mobile Over-The-Counter
wireless communication hub that connects to commercially available
wireless and tethered Glucose Meters, Scales, Blood Pressure Monitors
and Pulse Oximeters. The HealthPAL stores and displays the information
on the OLED screen, and transmits the information to the MedApps secure
host server called “HealthCOM" using off the shelf FCC approved wireless /
cellular connectivity (including, but not limited to GSM, CDMA and WiMax).
Healthcare professionals can review the transmitted information within the
MedApps HealthCOM system, set thresholds to flag readings based on
specific thresholds being exceeded. In addition, the MedApps Interactive
Voice Response (IVR) has the ability to contact the patient remotely and
use pre-approved (“canned”) educational or reminder messages. (“Your
nurse would like to talk to you, can I connect you now”, "We haven't

received a reading from you today, please send us your readings”).
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The HealthCOM system allows the patient to login and create a personal
account. The patient can specify / authorize which Personal Health Record
(PHR) or Electronic Health Record (EHR / EMR) they would like to send /
view their data within, outside of the HealthCOM system.

The MedApps 2.0 - Remote Patient Monitoring System uses MedApps
Accessories that help the patient in usability of the product, including
HealthLINK which docks the HealthPAL, and HealthPOD which connects to
off the shelf medical devices via their data port to transmit data via
wireless or RF technology (including, but not limited to bluetooth, zigbee,
ANT, ULP, etc.).

The MedApps 2.0 - Remote Patient Monitoring System consists of:
(1) MedApps HealthPAL hardware:

The physical component of the MedApps HealthPAL is an electronic
device contained in a plastic enclosure with an OLED screen, built-in
M2M cellular chip, speaker, smart cable connection, smart cables,
wireless, LED Lights to indicate activity, timer button to remind the
patient to take their reading in X minutes, last reading button, volume
up and down buttons.

(2) MedApps HealthPAL software application:

The software application captures, stores and transmits infofmation to
the MedApps HealthCOM server, via the embedded communication
chip / platform.

The software application takes in additional information via the
embedded wireless module from other medical devices that are
wireless enabled, and that have been paired to the MedApps
HealthPAL. '

The software application has many additional functions inciuding: |
« Download of the users profile from the server to configure the
HealthPAL remotely.

« Ability to “talk” to the patient with verbal acknowledgments of
readings from all attached medical devices, time settings,
volume control, educational content and reminders, in any
language that is loaded to the device.’

+ Timer set that was activated by the user at a set timeframe to
do whatever they wanted to be reminded to do.

» Control the OLED screen to show certain infoermation including,
battery status, volume level, transmission status, message
waiting indicator, medical device last reading, activity icons /
messages and more as it pertains to provide ease of use and
easier adoption for the patient.

« Battery charging, isolation circuits, and Interfaces to individual
medical davices / protocols via the smart cables.
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« For complete comparison of predicate devices see paragraph D
- TECHNOLOGICAL CHARACTERISTICS SUMMARY table below.
Additionally, please reference Exhibit 08 - System
Requirements Specifications (FDA-SRS-8009) document for
complete software / system functionality.

(3) MedApps HealthLINK hardware / software:

The HealthLINK hardware / software plugs into off the shelf Glucose
Meters, Scales, Blood Pressure Monitors and Pulse Oximeters, and
transmit the data via wireless to a receiver that it is already paired
with. This functionality was cleared in the MedApps D-PAL submission
K062377 in July 2007,

{4) MedApps HealthPOD hardware / software:

The HealthPOD hardware / software is an extension of the HealthPAL
functionality that is outlined in this submission. HealthPOD acts as a
“docking” station for the HealthPAL in order to recharge batteries, take
in additional connections to off the shelf Glucose Meters, Scales, Blood
Pressure Monitors and Pulse Oximeters, via smart cables {per validated
in HealthPAL software), add a backup communication method via
phone line (POTS line), and communicate via wireless to HealthPAL or
additional HealthPODs.

(5) MedApps HealthCOM software application:

The software application allows caregivers to set thresholds and review
patient data on the secure HealthCOM website.

The HealthCOM software also allows the patient to establish an
account and to direct / authorize their data to be directed to an
outside, validated Personal Health Record (PHR), Electronic Health
-Record (EHR or EMR).

(6) MedAppS IVR software application:

The software application calls the patient on any phone that is
designated in their user profile, and executes an approved (“canned”)
script to gather information. (“"Your nurse would like to talk to you, can
I connect you now”, “We haven’t received a reading from you today,
please send us your readings”).

In addition, the MedApps IVR application will send out Email, SMS /
Text Messages, Paging, IM and many other forms of comrunicaticns
in order to contact patients or caregivers. This will include reminders
and alerts, based on parameters / thresholds set in the HealthCOM
system.
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The MedApps 2.0 - Remote Patient Monitoring System consists of a
patient device, MedApps HealthPAL, which is a mobile Over-The-Counter
wireless communication hub that connects to commercially available
wireless and tethered Glucose Meters, Scales, Blood Pressure Monitors
and Pulse Oximeters. The HealthPAL stores and displays the information
on the OLED screen, and transmits the information to the MedApps secure
host server called “HealthCOM” using off the shelf FCC approved wireless /
~ cellular connectivity (including, but not limited to GSM, CDMA and WiMax).
Healthcare professionals can review the transmitted information within the
MedApps HealthCOM system, set thresholds to flag readings based on
specific thresholds being exceeded. In addition, the MedApps Interactive
Voice Response (IVR) has the ability to contact the patient remotely and
use pre-approved (“canned”) educational or reminder messages. (“Your
nurse would like to talk to you, can I connect you now”, "We haven't
received a reading from you today, please send us your readings”).

The MedApps 2.0 - Remote Patient Monitoring System is not intended for
diagnosis or as a substitute for medical care, and it is not intended to
provide real time data. The data is made available to the patients when
time-critical care is not required. The device is contraindicated for
patients requiring direct medical supervision or emergency intervention.

TECHNOLOGICAL CHARACTERISTICS SUMMARY - as required by
807.92(a)(6)

EXHIBIT 02

HoP2es2 o /7

Feature Intel Health Confidant 2.5 MedApps
Guide PHS56000 Submission
KO80798 KG72698 K083862
Indications of Enables healthcare | Same Same
Use providers to
monitor and
manage chronic
conditions of
patients remotely
Intended Use Telemedicine Same Same
System
Intended Users tome users and Same Same
Healthcare
providers
Site of Use Home (HealthPAL), | Same Same
Clinic {(HealthCOM)
Data Coliection Intel Care The Hermes MedApps
Software Management Suite | Proprietary Proprietary
Software Software Software
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Feature Intel Health Confidant 2.5 MedApps
Guide PH56000 Submission
K080793 K072698 K083852
Data Collection Transmit data from | Same Same

Software
Functionality

Sensor devices to
Central Database

Communication
method of hub
with Central
Server

Via DSL or Phone
Line Connection

Via Cellular Phone

Via Embedded
Cellular
Technology

Types of sensors
which can be

Medical Devices
designed for

Medical Devices
designed for

Medical Devices
designed for

interfaced (wired | Home: Home: Home:
or wirelessly) to | Glucose Glucose Glucose
receiver hub Scale Scale Scaie
Blood Pressure Blood Pressure 8lood Pressure
Pulse Ox Pulse Ox
Peak Flow
Maximum Determined by Same Same
number and type | vital sign devices
of measurement that are designed
devices that can for Home use, and
be connected to have a data port.
the devices (Wireless or Wired}
Maximum data Multiple readings Same Same
throughput are stored on the
under worst case | Medical devices
conditions and act as 2
backup if data
needs to be re-sent
to the server
Time Delay in the | Readings storedin | game Same

processing of
data collected
and transmitted

the medical
devices can be sent
up to the server
when the
connection is
restored. .

Implementation
method of

Short range radio
system using
Bluetooth and

Short range radio
system using

Short range radio
system using

collecting data : Bluetooth Bluetooth and

from sensors Wired (tethered) Wired (tethered)
cables. cables.

Sensor Software Sensor Software Same Same

unchanged

Connectivity

Short range radio
system using
Bluetooth and
Wired (tethered)
cables.

Short range radio
system using
Bluetooth

Short range radio
system using
Bluetooth and
Wired (tethered)
cables,

Communication
method of hub
with devices

Short range radio
system using
Bluetooth and
Wired (tethered)
cables.

Short range radio
system using
Bluetooth

Short range radio
system using
Bluetooth and.
Wired (tethered)
cables.

22 5/7
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Feature Intel Health Confidant 2.5 MedApps
Guide PHS56000 Submission
KG80798 K072698 K083862

Communications
Protocol

Bluetooth V2.0 and
Wired (Tethered)

Bluetooth V2.0

Bluetocoth V2.0 and
Wired (Tethered)

Communication
Frequency

Bluetooth : 2.402
to 2.480 GHz

Bluetooth : 2.402
tc 2.480 GHz

GSM: 850 / 900 /
1800 / 1950 Mhz

Biuetooth ; 2.402
to 2.480 GHz

G5M: 850 / 900 /
1800 / 1950 Mhz

Power Source

wall power plug
(120 VAC/S0-60)

Wail power plug
(120 VAC/50-60)
and Rechargeable
Batteries in Device

Wall power plug
(120 VAC/50-60)

{ and Rechargeable

Batteries in Device

Display

On devices and
hub, and monitors
connected to
central server

Same

Same

Communication
with Patients

On screen display

Same

On screen display
of Readings, Voice
Cutput and
Interactive Voice
Response (IVR)

Use of
Thresholds /
Algorithms for
determining how
Thresholds are
set and changed

Thresholds are set
by Healthcare
professionals in
Server Software

Same

Same

Information
presented to the
user, ifitis
different from
that presented
by the
measurement
devices

Cn screen display

Same

On screen display
of Readings, Voice
Qutput and
Interactive Voice
Response (IVR)

Messages and
Instructions that
can be sent to
the User.

On screen display

Same

On screen display
of Readings, Voice
Qutput and
Interactive Vaoice
Response (IVR)

Data Collection:

The 2 predicates and the MedApps solution connect to medical devices
{designed for home use) via either through wired {cable} or wireless
{bluetooth). The data is collected from the devices and sent up to the
central server via various communication methods. :

Telecommunication Platform to Central Server:

Intel Health uses DSL connectivity (wired point of care), Confidant uses an
off the shelf Cell Phone (Celluiar), and MedApps uses an embedded
Machine to Machine (M2M) module that transmits the data via cellular
connectivity.
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Patient Feedback Technology:
On the 2 predicates and MedApps, data and messages are displayed on a

screen for the patient to read and acknowledge. The MedApps solution
also uses an Interactive Voice Response (IVR) system in order to call up
the patient and ask them a question, or remind them to take their
readings.

Backend Data Storage:

All systems (2 predicates and MedApps), have a backend system that
allows data to be stored, and for Healthcare professionals to have the
ability to monitor the patients data.

E. NON-CLINICAL PERFORMANCE DATA TESTING AND REVIEW - as
required by 807.92(b){1)

Non-Clinical Testing

The submitted device has undergone significant verification and validation
testing. Alpha validation testing included testing of all executable code
and functionality and confirmation that all identified hazards have been
adequately addressed by software functionality, the user interface,
documentation or user SOP,

Alpha validation activities included exhaustive validation scripts of all
Detail Design Specifications {ODDS), which was summarized and discussed
to provide a preliminary record of performance data. Additionally, the
submitter duplicated the operational environment of a sophisticated user
and provided the complete record of those executed scripts as operational
performance data. The output of these two performance data records
documents that MedApps 2.0 - Remote Patient Monitoring System
met its required requirements and design specifications as intended.

F. SUBSTANTIAL EQUIVALENT

The MedApps Remote Patient Monitoring System 2.0 is substantially
equivalent to the predicate devices in terms of data collection software
functionality, operating system for .the patient device, communication
method of patient device with central server, types of sensors which can
be interfaced to the patient device, implementation method of collecting
data from sensors, sensor software, connectivity, communication protocol,
power source and display method.

G. SAFETY AND EFFICACY

The MedApps Remote Patient Monitoring System 2.0 does not rely on an
assessment of clinical performance data. The device conforms to FDA's
recognized consensus standards and relies on its conformity to
demonstrate its safety and efficacy. The device introduces no new
questions concerning the safety or efficacy and is, therefore, substantially
equivalent to the predicate devices.
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DEPARTMENT OFHEALTH & HUMAN SERVICES ‘ Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

Rockville MD 20850

JUN - 5 2008

MedApps, Inc.

c/o Mr. Kent Dicks

President & CEO

7975 North Hayden Road, Suite A-200
Scottsdale, AZ 85258

Re: K083862
Trade/Device Name: MedApps 2.0 Remote Patient Monitoring System
Regulation Number: 21 CFR 870.2910
Regulation Name: Radiofrequency physiological signal transmitter and receiver
Regulatory Class: Class II '
Product Code: DRG
Dated: March 31, 2009
Received: April 1, 2009

Dear Mr. Dicks:

' 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.

If your device is classified (see above) into either class II (Special Controls) or class HI (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
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device-related adverse events) (21 CFR 803); good manufacturing practice requiremen:[s 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 CEFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
- goto http://www.fda.sov/AboutFDA/CentersOffices/f 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 htip://www.fda.gov/edrh/mdr/ for the CDRIT’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 (240).276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

sramnin R A A A

%{\ Bram D. Zuckerman, M.D.

_3- Director :
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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STATEMENT OF INDICATIONS FOR USE

510(k) Number: _SO8 386 2

Preparation Date: December 23, 2008

Device Name: MedApps 2.0 - Remote Patient Monitoring System

¥

Indications For Use:

The MedApps 2.0 - Remote Patient Monitoring System consists of a patient device,
MedApps HealthPAL, which is a mobile Over-The-Counter wireless communication hub
that connects to commercially available wireless and tethered Glucose Meters, Scales,
Blood Pressure Monitors and Pulse Oximeters. The HealthPAL stores and displays the
information on the QLED screen, and transmits the information to the MedApps secure
host server called “HealthCOM" using off the shelf FCC approved wireless / cellular
connectivity (including, but not limited to GSM, CDMA and WiMax). = Healthcare
professionals can review the transmitted information within the MedApps HealthCOM
system, set thresholds to flag readings based on specific thresholds being exceeded. In
addition, the MedApps Interactive Voice Response (IVR) has the ability to contact the
patient remotely and use pre-approved (“canned”) educational or reminder messages.
(*Your nurse would like to talk to you, can I connect you now”, "We haven’t received a
reading from you today, please send us your readings™).

The MedApps 2.0 - Remote Patient Monitoring System is not intended for diagnosis or as
a substitute for medical care, and it is not intended to provide real time data. The data
is made available to the patients when time-critical care is not required. . The device is
contraindicated for patients requiring direct medical supervision or emergency
intervention.

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

Concurrence of CDRH, Office of Device Evaluation (QDE)

Prescription Use OR  Over-The-Counter Use X
(Per 21 CFR 801.109) : :

INAAA LI V! «/\4\/\/\1/\
(Division Sign-Off)
Division of Cardiovascular Devices

510(k) Number_Ko X¥3862
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510(k) Summary Medicalgorithmics 510(k) Premarket Notification
510(k) Summary December 1, 2008
Kogoo3>
1. Submitter Name and Address /9 / 3
Medicalgorithmics LLC 245 West 107th St., Suite 11A
New York, NY 10025, USA
Contact Person Martin Jasinski, phone (917) 9419581,
fax (817) 5829527
2. Device :
Trade name: PocketECG — Medicalgorithmics Real-Time ECG
Monitor and Arrhythmia Detector
Classification name: Arrhythmia Detector and Alarm
. Product code: DsI
Regulation no: 870.1025
Class: Class 11, Special Controls

3. Substantial Equivalence
The selected predicate devices are: _ . _
1. CardioNet’s Ambulatory ECG Monitor, K072558 (Rég. Number 870.1025
Product Code DSI)
2. Card Guard’s CG-6108 Continuous ECG- Monitor and Arrhythmia Detector,
KO071995 (Reg. Number 870.1025, Product Code DSI1)

4. Device Description

PocketECG — Medicalgorithmics Real-Time ECG Monitor and Arrhythmia Detector
is an ambulatory ECG monitor which analyzes electrographic signal, classifies all
detected heart beats and récognizes rhythm abnormalities. All detection resuits,
inciuding annotations for every detected heart beat and ECG signal are transmitted via
cellular telephony network to a remote server accessible by a Monitoring Center for
reviewing by tratned medical staff. The data transmission is automatically triggered
when abnormalities are detected, or periodically in case of normal ECG.

The patient worn transmitter streams via Bluetooth link the ECG signal to a Windows
Mobile operated PDA (Personal Digital Assistant) device with mobile phone
capabilities. The PDA runs Medicalgorithmics proprietary software which detects the
ECG annotations and manages the data transmission. The PDA device stores entire
ECG on its storage card.

Page 6-1
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5. Indications for Use and contradictions /0 Z 3
The indications for use for the PocketECG monitor are as follows:

- 1. Patients who have a demonstrated need for cardiac monitoring. These may include
but are not limited to patients who require monitoring for: a) non-life threatening
arrhythmias such as supraventricular tachycardias (e.g. atrial fibrillation, atrial
flutter, PACs, PSVT) and ventricular ectopy; b) evaluation of bradyarrhythmias
and intermittent bundle branch block, including after cardiovascular surgery and
myocardial infarction; and c¢) arrhythmias associated with co-morbid conditions
such as hyperthyroidism or chronic lung disease

2. Patients with symptoms that may be due to cardiac arrhythmias. These may
include but are not limited to symptoms such as: a) dizziness or lightheadedness;
b} syncope of unknown etiology in which arrhythmias are suspected or need to be
excluded; and ¢} dyspnea (shortness of breath)

3. Patients with palpitations with or without known arrhythmias to obtain correlation
of rhythm with symptoms.

4. Patients who require monitoring of effect of drugs to control ventricular rate in
various atrial arrhythmias (e.g. atrial fibrillation)

5. Patients recovering from cardiac surgery who are indicated for outpatient
arrhythmia monitoring

6. Patients with diagnosed sleep disordered breathing including sleep apnea
(obstructive, central) to evaluate possible nocturnal arrhythmias

7. Patients requiring arrhythmia evaluation of etiology of stroke or transient cerebral
ischemia, possibly secondary to atrial fibrillation or atrial flutter.

8. Data from the device may be used by another device to analyze, measure or report

" QT interval. The device is not intended to sound any alarms for QT interval

changes.

Contradictions:

1. Patients with potentially life-threatening arrhythmias who require inpatient
monitoring.

2. Patients who the attending physician thinks should be hospitalized.

6. Technological comparison to predicate devices
The first technology difference between the subject device is that the predicate
devices use customized PDA size monitors, while the subject device uses of-the-shelf
PDA with the following minimum requirements:

1. Windows Mobile 5.x or 6.x Operating System,
built in GSM/CDMA modem,
built in Bluetooth module for communication with the ECG Transmitter,
replaceable Storage Card slot for cards of minimum 1 GB capacity,
USB port

AV T SN US B 6

Example PDAs meeting the above criteria are:
HTC Touch:
hitp://www . htc.com/www/product.aspx?id=362
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Hewlett Packard iPAQ hw6940 10 /\‘;
http://h 1001 0. www 1. hp.com/wwpc/usfen/sm/WF06a/215348-215348-64929-314903-
215381-1822489.htm|

The second technological difference between the subject device and the predicate
devices is that the subject device uses an arrhythmia analysis algorithm developed by
Medicalgorithmics while the predicate devices use arrhythmia analysis algorithm
licensed from Mortara (K072558) or their proprietary algorithms (K071995).

The third technological difference between the subject device and the predicate
devices is that the subject device uses its own ECG sensor and transmitter, while the
predicate devices use their own manufactured ECG sensors.

7. Referenced standards

The Medicalgorithmics ECG Monitor and Arrhythmia Detector, PocketECG meets
the requirements of following performance standards in accordance with FDA Class
IT Special Controls Guidance Document: Arrhythmia Detector and Alarm.

o [EC 60601-1:1999 “Medical Llectrical Equipment - Part 1: General
Requirements for Safety, 1988; Amendment 1, 1991-11, Amendment 2, 1995”

» IEC 60601-1-2:2001/A1:2004 “Medical Electrical Equipment - Part 1-2:
General Requirements for Safety; Electromagnetic Compatibility --
Requirements and Tests” Class B -

o AAMI/ANSI EC38:2007 Medical electrical equipment - Part 2-47: Particular
requirements for the safety, including essential performance, of ambulatory
electrocardiographic systems

» AAMI/ANSIEC57:1998/(R)2003 Testing and Reporting Performance
Results of Cardiac Rhythm and ST-Segment Measurement Algorithms

Quality management system - Medical devices is in conformance with the standards:
PN-EN IS0 9001:2001 and PN-EN 1SO 13485:2005.

8. Substantial Equivalence Conclusion

Medicalgorithmics ECG Monitor and Arrhythmia Detector, PocketECG is safe,
effective and substantially equivalent to the predicate devices as supported by the
descriptive information and the performance testing. The subject device is composed
of off-the-shelf, certified devices and components fully complying with the US safety
and EMC standards.

Page 6-3



DEPARTMENT OFHEALTH & HUMAN SERVICES ‘ Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

MAY 2 2 2009

MedicAlgorithmics, Sp. Z 0.0.
¢/o Mr. Martin Jasinski
MedicAlgorithmics, LLC

245 West 107™ St, Suite 11A
New York, NY 10025

Re: K090037
Trade/Device Name: MedicAlgorithmics Real-Time ECG Monitor and Arthythmia Detector,
Model PocketECG

Regulation Number: 21 CFR 870.1025

Regulation Name: Arrhythmia detector and alarm (including ST-segment measurement and
alarm)

Regulatory Class: Class II (special controls)

Product Code: DSI, MLO

Dated: March 31, 2009

Received: May 8, 2009

Dear Mr. Jasinski:

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.

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.

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 ali 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
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at
(240) 276-0120. 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 contact the CDRH/Office of
Surveillance and Biometrics/Division of Postmarket Surveillance at 240-276-3464. For more
information regarding the reporting of adverse events, please go to
http.//www.fda.gov/cdrh/mdr/.

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 (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

DAWAAAA R \/CM

g\'/\ Bram D. Zuckerman, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use

510(k) Number (if known). K&T0037

Device Name: PocketECG-Medicalgorithmics Real-Time ECG Monitor and Arrhythmia Detector

Indications For Use:
The indications for use for the PocketECG monitor are as follows:

I. Patients who have a2 demonstrated need for cardiac monitoring. These may include but are
not limited to patients who require monitoring for: a) non-life threatening arrhythmias such as
supraventricular tachycardias (e.g. atrial fibrillation, atrial flutter, PACs, PSVT) and
ventricular ectopy; b) evaluation of bradyarrhythmias and intermittent bundle branch block,
including after cardiovascular surgery and myocardial infarction; and ¢) arrhythmias
associated with co-morbid conditions such as hyperthyroidism or chronic lung disease

2. Patients with symptoms that may be due to cardiac arrhythmias. These may include but
are not limited to symptoms such as:-a) dizziness or lightheadedness; b) syncope of unknown
etiology in which arrhythmias are suspected or need to be excluded; and c¢) dyspnea
{shortness of breath)

3. Patients with palpitations with or without known arrhythmias to obtain correlation of
rhythm with symptoms.

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 CDRH, Office of Device Evaluation (ODE)
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4. Patients who require monitoring of effect of drugs to control ventricular rate in various
atrial arrhythmias (e.g. atrial fibrillation)

5. Patients recovering from cardiac surgery who are indicated for outpatient arrhythmia
monitoring

6. Patients with diagnosed sleep disordered breathing including sleep apnea (obstructwe
central) to evaluate possible nocturnal arrhythmias

7. Patients requiring arrhythmia evaluation of etiology of stroke or transient cerebral
ischemia