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CareTone®

Telephonic Stethoscope

KD AmericanTeleCare

Live, real-time heart and lung sounds via telephone

-
Receiving Unit
Headphones

American TeleCare's® patented family of CareTone®
Telephonic Stethoscopes allows high-quality, real-
time heart, lung and bowel sounds to transmit over
a standard analog or digital telephone line. The
CareTone Stethoscope comes standard with the
1010 Video Patient Stations and is an integral part
of any total telemedicine program. It may also

be purchased separately.

The excellence of this industry-leading stethoscope
has been recognized by institutions such as NASA,
which employed the device in its space shuttle pro-
gram. The CareTone also has been integrated into
many institutional and prison telemedicine programs
both nationally and internationally.
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Features of the CareTone Telephonic
Stethoscope for telemedicine applications

The American TeleCare patented CareTone
Telephonic Stethoscope transfers high-quality
real-time heart, lung, and bowel sounds over
ordinary (POTS) or digital (DSL, ISDN, T1) tele-
phone lines, allowing this essential component
of a medical assessment to be part of your home
telemedicine program.

The CareTone Stethoscope consists of a sending
and receiving unit and is designed for simplicity of
use. The sending unit contains a high-quality chest
piece, a power indicator light and stereo head-
phone jack for consolation where there is a clini-
cian at both the remote and central sites. The
receiving unit includes headphones, volume
control and a switch to select either bell or
diaphragm frequency sounds.

The CareTone Telephonic Stethoscope will
interface with most existing telemedicine systems.






CareTone® Telephonic Stethoscope

Specifications:

CareTone IP Software:

CareTone
e Size:
1.4" x 2.6" x 9.3"
* Weight:
0.8 lbs.
* Power:

+12 V DC from wall
mount power supply

¢ |nterface:
RJ-11C to POTS
(ordinary telephone line)

e FDA Clearance Class Il
Device

CareTone Ultra

e Size:
1.4" x 2.6" x 6"

¢ Weight:
0.8 Ibs.

e Power:
+12 V DC from wall
mount power supply

e Interface:
DB-9 to data channel
of POTS or ISDN/TI
video conferencing
at 9.6 kbps

e FDA Clearance Class Il
Device

¢ Frequency Range:
Size: Bell - 20Hz to
250Hz; Diaphragm -
20Hz to 500Hz

¢ Applications:
POTS or ISDN/TI video-
conferencing networks
(using Multi-point Control
Units which do not pass
auxiliary data channels)

¢ Frequency Range:
Size:
Bell - 20Hz to 250Hz;
Diaphragm - 20Hz to
500Hz

¢ Applications:
POTS or ISDN/TI video-

conferencing systems
with data channel

American TeleCare's CareTone IP Software enables
transmission of auscultation sounds from the CareTone
and CareTone Ultra Digital Telephonic Stethoscope over
an IP network.

The CareTone stethoscope sending and receiving

units attach to networked PCs via the COM port. The
stethoscope data is put into IP packets for transmission
between stations over an IP network.

This facilitates the direct integration of the CareTone
stethoscope with a PC-based telemedicine system
using IP as the network communications protocol.

CareTone IP Software is available as an accessory
with the purchase of the CareTone Ultra Digital
Telephonic Stethoscope.

For detailed instructions in system operation, specifications, warnings, cautions, and additional information, please refer to the Operators Manual supplied with each product.

American TeleCare offers home telehealth programs tailored

to your patient population and business models that include a
variety of audio/video and monitoring stations with medical
peripherals. Backed by superior customer service and technical
support, American TeleCare solutions are at work helping to
improve clinical outcomes, decrease costs, and increase clinician

and patient satisfaction.

For more information, or to arrange an assessment to explore
the advantages of home telehealth for your organization, call

1-800-323-6667.

AmericanTeleCare

Practical solutions. Positive outcomes.”

American TeleCare, Inc.

7640 Golden Triangle Drive

Eden Prairie, MN 55344-3732

Customer and Clinical Services: 800-323-6667

Fax: 952-944-2247
infoati@americantelecare.com
Visit us at:

www.americantelecare.com

© 2003 American TeleCare, Inc. All trademarks are property of their respective owners.
09/03







CareTone Specs

Specifications
Size: 14" x2.6" x9.3”
Weight: 0.8 Ibs.
Power: +12 V DC from wall mount power supply
Interface Options: Serial or RJ45 cabling
Video Conferencing Equipment via Serial Port
PC via Serial Port
LAN port with Web Interface (additional option)
Ordinary Phone Line, (POTS)
Frequency Range:
Size: Bell — 20Hz to 250Hz
Diaphragm — 20Hz to 500Hz
Bandwidth Requirement
9.6 kbps minimum

Features and Benefits

Ultra-ow bandwidth requirements — 9.6 kbps
International Patents

ISO 13485 — 2003 CMDCAS Standards — Certified
FDA 510-K Cleared Medical Device

Health Canada licensed medical device

99.9% Reliability

Detachable headset

Detachable chest piece

Volume Control for adjusting level to the headset
Transmits full auscultation bandwidth

Applications

Telemedicine Assessments
Cardiac
Arthritis
Carotid Artery
Pulmonary

Bowel Sound
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American Telecare, Inc.’s
CareTone II Telephonic Stethoscope
Submitter's Name, Address, and Telephone Number
American Telecare, Inc.
7680 Golden Triangle Drive
Eden Prairie, MN 55344-3732
Telephone: (612) 897-0000
Facsimile: (612) 944-2247
Contact Persons
C. Richard Abbruscato or Gerard J. Prudhomme, Esq.
American Telecare, Inc. Hogan & Hartson L.L.P.
7680 Golden Triangle Drive 555 Thirteenth Street, N.W.
Eden Prairie, MN 55344-2247 Washington, D.C. 20004-1109
Telephone: (612) 897-0000 - Telephone: (202) 637-5735
Facsimile: (612) 944-2247 Facsimile: (202) 637-5910

(as Regulatory Counsel to American
Telecare, Inc.)

Date Prepared

September 6, 1996

Name of Device

CareTone II Telephonic Stethoscope
Classification Name

Stethoscope (Electronic)

Common Name

Electronic Amplifying Stethoscope

Product Code
M DAD
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Predicate Device
CareTone Telephonic Stethoscope

Intended Use

The intended use of American Telecare, Inc.’s CareTone II is to conduct a
stethoscope examination of a patient by a nurse or physician at another location
using a communications line.

Substantial Equivalence

To use the CareTone, a patient plugs the sending unit’s telephone cable into
a telephone wall outlet and the examiner plugs the receiving unit’s telephone cable
into a telephone wall outlet. The examiner dials the patient’s telephone number to
connect the receiving unit and sending unit over the telephone line. When the
connection is made, the patient places the stethoscope chest piece on his/her chest.
The sounds captured by the chest piece are transmitted to the patient end unit of
the sending unit by a microphone located within the chest piece. The signal is
processed within the circuitry of the patient end unit and transmitted over the
telephone line to the receiving unit and through headphones to the examiner.

American Telecare is principally modifying the CareTone to permit the
transmission and receipt of a digital signal. The safety and effectiveness of the
modified device, the CareTone II, has been demonstrated by EMC/EMI testing and
a physician assessment of the quality of the signal received. The CareTone II has
the same intended use as the CareTone: to conduct a stethoscope examination of a
patient by a nurse or physician at another location using a communications line. It
also has very similar principles of operation and technological characteristics as

- they both transmit an auscultatory signal to a receiver. The minor technological
differences between the CareTone II and the CareTone, primarily, use of
companding circuitry and the use of data communication cables, do not raise new
questions of safety or effectiveness. Thus, the CareTone II is substantially
equivalent to the CareTone.
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GlobalMedia.

Innovative Telemedicine

Send
crystal clear

heart sounds
anywhere

Easy to use

With the ultra-low bandwidth requirement, the CareTone™ stethoscope will send you
crystal clear heart, airway and lung sounds. It is recognized internationally as the

industry leading, real-time, digital electronic stethoscope.

Consistency & reliability

The CareTone™ solution provides you with enhanced audio filtering, featuring true-
to-life sound delivery, full range sensitivity and a 99.9% reliability record over the

last 16 years.

Multiple communication paths

Use it with your current equipment, whether you have a video conferencing system,
a PC based system or even assign your stethoscope its own IP address using the
CareTone™ IP Management System, (CIMS).

Contact us today! S
+1.480.922.0044 A H A

www.globalmedia.com m

] President's Circle
telemed@globalmedia.com

Member

Works with your PC or Mac and on most popular video codecs including:

%% POLYCOM' TANDBERG SONY

© 2002-2010 GlobalMedia Group, LLC. All Rights Reserved. iREZ, CapSure, EasyShare, WallDoc and RAMpage are registered trademarks, GlobalMedia, Innovative Tel

CareTone™

Telephonic stethoscope

e Low bandwidth requirements

e |SO, FDA and Health Canada
licenses

¢ |nternational patents

e Works in mixed environments

dicine, WebCast AV8R, TotalExam, TransportAV, i8500

MVC, StethOne, ClearSteth, ClearMic,K2r, Kritter, IdealMic, Reel-Eyes, Reel-Edit, iNSPECX, USBLive, USB TV!,USBMicroCam, StealthFire and Perfecting Advanced Communications are trademarks of GlobalMedia Group, LLC.

All other trademarks are the property of their respective holders. One or more GlobalMedia products are covered under U.S. Patent(s) with other patents pending.

GMD5021 « Rev.010610






CareTone Product Cut Sheet

Manufacturer

American Telecare Inc.

Manufacturer Address

7640 Golden Triangle Inc.
Eden Prairie, MN 55344

Manufacturer Web Address

www.americantelecare.com

Distributor American Telecare & GlobalMedia

Model Name CareTone Ultra Digital Telephonic Stethoscope
List Price $2695

Our Price $2695

FDA Classification Class Il

CE/UL UL

Power Supply 115 v AC, LED lit up when unit is plugged in.

Technical Support Options

Call customer and clinical services at 800-323-6667
or email infoati@americantelecare.com

Warranty 1lyr
Temperature Range Storage -15°F - 140°F
Temperature Range Usage -15°F - 140°F
Product Dimensions 1.4”x2.6”x9.3”
Weight 0.8 Ibs

Battery Life N/A

Battery Replacement Period N/A

Low Battery Indicator N/A

Digital or Amplifying or Both Both

Amplification Amount

Signal strength is tested to -30dB

Output Options (Audio/USB/Serial)

Serial or RJ-45

Wireless/Bluetooth

N/A

Network Transfer Options

IP, VTC, Network or Phone Line

Copyright © 2010 TTAC
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CareTone Product Cut Sheet

Frequency Unavailable from manufacturer

Frequency Bell 20-250 Hz

Frequency Diaphragm 20 -500 Hz

Frequency Extended N/A

Ambient Noise Reduction No

Replacement Parts Available for purchase

Latex Free (Yes/No) Yes

Diaphragm (Hardware/Electronic) Electronic (Physical switch located on each unit)
Ear Tips/Headphones/Both Headphones

Ear Tip Characteristics

N/A, detachable corded headphone set

Tubing Length

N/A, corded detachable chest piece

Volume Adjustment (Yes/No)

Yes, dial from minimum to maximum

Auto Off/Power Save Options

No, unit plugs and unplugs

Care/Cleaning/Maintenance

The stethoscope parts can be cleaned with mild
soap and a cloth. The most sensitive and breakable
part of the stethoscope is the chest piece, take
care not to drop it.

Number of Parts

4 (Send Unit, Receive Unit, Headphones, Chest

Piece)
Integrated Software Package No
(Capture/S&F/Analysis/Diagnosis)
Accompanying Software Name N/A
Additional Hardware Features (Visual Waveform, None
Sp02, HR, Visual Indicators)
Carrying Case No

Functional Aspects

Powering Up

Plug power cable into power input on both send
and receive units. Unit turns on automatically
when plugged in.

Power Indicator Light

Green LED located on the front of both Send and
Receive units.

Type of On/Off Switch

None. Unable to independently power unit on and
off.

Modes Available

Bell & Diaphragm

Changing Modes

Clearly labeled (B/D) physical toggle switch, only
located on the receive unit. Unable to change
mode on the send unit.

Changing Volume

Poorly labeled (no textual description, min/max
graphical indicator present, knob has mark to
indicate current volume level) located on the front
of the Receive unit only. Unable to adjust volume
on the send unit.

Mute Button

None

Auto Shut Off

None.

Powering Off

Unplug power cable from power input on both
send and receive units. Power turns off
automatically when unplugged. LED’s turn off.

Copyright © 2010 TTAC






CareTone Product Cut Sheet

Retained Settings

Both mode and volume will be retained unless
physically changed by the end user while the unit
is powered off.

Recording Options

None.

Does it Require Separate Send/Receive Unit

Yes. (Send & Receive)

Interface (how?, what mechanism)

Serial cable, 3.5mm audio (headphone output)

Pros

Designed for simplicity on the sending unit.
Sending unit can be used as a standalone
stethoscope without volume controls or frequency
filtering.

Cons

Must use as a system, connected by serial cable.
Audio signal obtained on the send unit is an
unfiltered/un-volume adjusted signal.

Instructional Manual

Lacking information, inconsistencies noted.
Lacking graphics. Uses unclear/undefined
terminology.

PDF version available online

Yes

Copyright © 2010 TTAC






