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510(k) SUMMARY
RNK Products
Telepbonic Stethoscope Model TR-USB

This summary of 510(k) safety and effectiveness information 1s being submitted in accordance
with the requirements of SMDA 1990 and 21 CFR 807.92.

The assigned 510(k) number is: KO SI032

Submitter Information

Submitter: RNK Products
12700 Diamond Drive
Burnsville, MN 55337
Telephone: (612) 414-0289
Facsimile: (952) 894-2623

Contact Person: | Charles R. Abbruscato
RNK Products
Telephone: (612) 414-0289
Facsimile: (952) 894-2623
Date Prepared: April 3, 2008

Device Information

Name of Device RNK Telephonic Stethoscope Model TR-USB
Common or Usual Name Electronic Stethoscope

Classification Name Electronic Stethoscope

Predicate Devices RNK Products TR-1 Telephonic Stethoscope

Device Description

The RNK Telephonic Stethoscope Model TR-USB consists of a Chest Piece Assembly, a
standard audio Headset and an electronics Module containing amplifiers, filters, CODEC, UART
and communication interface. The Chest Piece Assembly and Headset are detachable and can
plug into the electronics Module. The electronics Module is capable of operating as a
transmitting unit sending digitized auscultation signals from the attached Chest Piece, or as a
receiving unit accepting the digitized auscultation signals, converting them to analog audio and
presenting them to the attached Headset.

The communication interface to the RNK Telephonic Stethoscope is a standard USB data
interface to a PC with a data communication channel.





Intended Use

The RNK Telephonic Stethoscope Model TR-USB is intended for use to transmit auscultation
sounds, whereby a clinician at one location can listen to the auscultation sounds of a patient at a
different location with the signal carried over a data communications channel between the two
locations.

Substantial Equivalence

The RNK Telephonic Stethoscope Model TR-USB is substantially equivalent to the RNK
Products, Telephonic Stethoscope Model TR-1.

The RNK Telephonic Stethoscope TR-USB has the same intended use, principles of operation
and technological characteristics as the predicate devices. There are no new questions of safety
or effectiveness.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUN -6 2008

RNK Products

¢/o Mr. Charles R. Abbruscato
CEO _

12700 Diamond Drive
Burnsville, MN 55337

Re: KO081032
RNK Telephonic Stethoscope, Model TR-USB
Regulation Number: 21 CFR 870.1875
Regulation Name: Stethoscope
Regulatory Class: Class II (two)
Product Code: DQD
Dated: April 3, 2008
Received: April 11, 2008

Dear Mr. Abbruscato:

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 1 (Special Controls) or class 11l (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. Charles R, Abbruscato

Please be advised that FDA’s issuance of a substantial equivalence determination docs not mean
that FIDA 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 sct
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
markcted predicate device results in a classification for your device and thus, permits your
device to proceed to the market.

If you desire speeific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (24() 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 hitml.

Sincerely yours,

Bram D. Zuckerman, M.D.

Director

Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure





510(k) Number (if known): _KO8/032

Device Name: TR-USB Telephonic Stethoscope

Indications for Use:

The RNK Telephonic Stethoscope Model TR-USB is intended for use
as remote monitoring device, whereby a clinician at one location can
listen to the auscultation sounds of a patient at a different location
with the signal carried over a data communication channel between
the two locations.

(Please Do Not Write Below This Line — Continue On Another Page If Needed)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(DNislon: Ign Off]
Division of Cardlovascular Devices
510(K) Number__f, o /1) SX

Prescription Use: X OR Over-the-Counter Use
(Per CRF 801.109)

(Optional Format 1-2-96)
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TR-1/EF Telephonic Stethoscope Installation and Operation Manual
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This product meets the safety requirements of IEC 60601-1-1 for Type BF protection using a medical
grade power supply providing 9 vdc - 12 vdc at a maximum of 600 mA.

Vdc: Type BF applied part: -

o .\

This product is not suitable for use in the presence of a flammable anesthetic mixture with air or with
continuous oxygen or nitrous oxide.

This product may be used in continuous operation.

This product complies with Part 15 of the FCC Rules. Operation is subject to the following two conditions:
1. This device may not cause harmful interference, and

2. This device must accept any interference received, including interference that may cause undesirable
operation.

Normal use for this product is at an ambient temperature range of +10° to +40°C, a relative humidity

range of 30% to 75%, an atmospheric pressure range of 700 hPa to 1,065 hPa. It may be transported
and stored at temperatures from 0°C to 50°C.

For questions or comments, contact RNK Products, Inc., 4195 US Hwy 1, Suite 101, Rockledge, FL
32955.
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l. Introduction and Overview

The TR-1/EF Telephonic Stethoscope provides high quality remote auscultation with a number
of valuable and unique features.

e Low bandwidth while achieving quality auscultation. The TR-1/EF connects to the
system Data Channel via an RS232 interface operating at 19.2 Kb/s.

e Same model can be configured for Transmit operation or Receive operation.

e Plugging in the Chest Piece Assembly automatically puts the unit into Transmit Mode
and illuminates the TX Mode light.

e In Transmit Mode, the same auscultation sounds that are sent to the remote TR-1/EF unit
are also presented at the Headset jack for local monitoring.

e Leaving the Chest Piece input jack empty automatically puts the unit into Receive Mode
and illuminates the RX light.

e Volume control for adjusting the sound level delivered to the Headset jack. The Volume
control works in Receive Mode for sounds received from a remote TR-1/EF unit or in
Transmit Mode for monitoring sounds generated from the Chest Piece Assembly plugged
into that local unit.

e B/D Switch for an enhanced Bell/Diaphragm selection. The Bell (B) position cuts off the
high end at 250 Hz and boosts the low frequencies below 100 Hz for enhanced heart
auscultation. The Diaphragm (D) position slightly reduces the very low frequency
sounds and extends the high frequencies to 1,400 Hz. The B/D Switch works in Receive
Mode for sounds received from a remote TR-1/EF unit or in Transmit Mode for
monitoring sounds generated from the Chest Piece Assembly plugged into that local unit.

The TR-1/EF Telephonic Stethoscope is for prescription use by medical care professionals.
1. Installation

Installing the TR-1/EF Telephonic Stethoscope is as easy as applying power and connecting the
unit to a functional Data Channel.

A. Power

Power is provided to the TR-1/EF unit from a small, wall mount Power Supply. Plug the Power
Supply into a 115 vac wall outlet and insert the plug at the end of the power cable into the jack at
the left rear of the TR-1/EF unit.

If there is no Chest Piece Assembly plugged into the unit, the RX Mode light will be lit and the
TX Mode light will be OFF. If a Chest Piece Assembly is plugged into the unit, then the TX
Mode light will be lit and the RX Mode light will be OFF.

B. Data Communications Channel

RNK Products, Inc. 3





The TR-1/EF Telephonic Stethoscope data interface is in asynchronous format with:

RS232 electrical voltage levels
19.2 Kb/s data rate.

8-bits per character.

No Parity.

One Stop bit.

The Data Communication Channel interface must be set up to match this specification.

The TR-1/EF Telephonic Stethoscope functions as a DTE in terms of data communications. If
the Data Channel linking the transmitting TR-1/EF unit to the receiving TR-1/EF unit is to be a
modem, multiplexer or other similar DCE, then (probably) a straight-through cable should be
used to connect the TR-1/EF units to the Data Channel interface. The TR-1/EF unit has a male
DB-9 connector at the rear of the unit. Typically, DCE equipment will have a female DB-9
connector for its data communications interface. In that case, a female DB-9 to male DB-9
straight through cable should be used. Sometimes DCE equipment will have a DB-25 connector
for its interface. In that case a DB-9 to DB-25 adapter may be used, or a cable with a female
DB-9 connector at one end and a male DB-25 connector at the other end.

If a PC is used for the Data Channel interface, then it is important to know that the Serial Port
(COM Port) of a PC is a DTE interface. In that case (or any situation where the Data Channel
equipment interface is DTE), a cross-over (or null modem) cable is needed with a female DB-9
at both ends of the cable.

Before connecting the TR-1/EF units to the Data Channel (or if data communications problems
arise), it is a good idea to test the TR-1/EF units back-to-back to verify that they are working
properly by themselves. Apply power to both TR-1/EF units and interconnect them with a male
DB-9 to male DB-9 cross-over cable as shown below.

Crossover Cable

— —

TR-1/EF TR-1/EF

— T
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If sounds from the Chest Piece are heard at the headset, then the TR-1/EF units are working
properly and if problems arise in connecting the unit to the Data Channel, it is appropriate to the
concentrate on getting the signal through the Data Communications Channel.

C. Mode Selection

If there is no Chest Piece Assembly plugged into the Chest Piece jack of the unit, then the unit
will be in Receive Mode and the RX Mode light will be illuminated. The TX Mode light will be
OFF.

If a Chest Piece Assembly is plugged into the Chest Piece jack of the unit, then the unit will be in
Transmit Mode and the TX Mode light will be illuminated. The RX Mode light will be OFF.

I1l.  Operation

For a normal remote auscultation exam, the TR-1/EF unit located with the patient is in Transmit
Mode and the TR-1/EF unit with the clinician is in the Receive Mode.

A. TX Mode

To operate as an auscultation transmitting unit the TR-1/EF must have a Chest Piece Assembly
plugged into the Chest Piece jack. That will put the unit into Transmit Mode and illuminate the
TX Mode light located just over the Chest Piece jack. Sounds from the Chest Piece will be
converted to digital signals and sent out over the RS232 data interface.

In addition to transmitting the digital signals, the auscultation sounds from the Chest Piece are
looped back and presented at the local Headset jack. Thus, with an optional Headset, the local
user can listen to the same auscultation sounds that the listener at the remote TR-1/EF (in
Receive Mode) would hear.

Volume to the Headset can be increased by turning the Volume control clockwise. Increasing
the volume too high can cause distortion in the Headset and will also increase the background
noise. Start with the lowest volume necessary to hear the sounds, then turn up the volume as
needed to focus in on specific sounds.

The B/D Switch can be used in an auscultation exam similarly to a traditional stethoscope. The
Bell (B) position cuts off the high end at 250 Hz and boosts the low frequencies below 100 Hz
for enhanced heart auscultation. The Diaphragm (D) position slightly reduces the very low
frequency sounds and extends the high frequencies to 1,400 Hz.

Adjusting the Volume or changing the B/D Switch only affects what the local listener hears and

does not affect what the remote TR-1/EF listener would hear. The remote TR-1/EF listener has
independent VVolume and B/D Switch controls.

RNK Products, Inc. 5





B. RX Mode

Without a Chest Piece Assembly plugged into the Chest Piece jack of the TR-1, the unit is
automatically in the Receive Mode. With the Data Communications Channel established and a
Headset plugged into the Headset jack of the unit, the clinician is set up to hear the stethoscope
sounds from the remote TR-1/EF (in Transmit Mode).

Volume to the Headset can be increased by turning the VVolume control clockwise. Increasing
the volume too high can cause distortion in the Headset and will also increase the background
noise. Start with the lowest volume necessary to hear the sounds, then turn up the volume as
needed to focus in on specific sounds.

The B/D Switch can be used in an auscultation exam similarly to a traditional stethoscope. The
Bell (B) position cuts off the high end at 250 Hz and boosts the low frequency sounds below 100

Hz for enhanced heart auscultation. The Diaphragm (D) position slightly reduces the very low
frequencies and extends the high frequencies to 1,400 Hz.

IV.  Maintenance and Calibration
There is no scheduled maintenance required for the TR-1/EF Telephonic Stethoscope.

There is no calibration required for the TR-1/EF Telephonic Stethoscope.

If problems should arise with the TR-1/EF Telephonic Stethoscope, the table in the following
section may be used to trouble shoot the problem. Any failed units should be returned for repair.

The TR-1/EF Telephonic Stethoscope may be cleaned with a damp cloth.
V. Trouble Shooting

Following is a chart to assist in trouble shooting problems which may arise during installation or
operation.

Symptoms Possible Causes and Solutions
Power plug not inserted all the way into the jack.
Neither TX Mode nor RX Mode Make sure the power plug is fully seated.
lights come ON No power at the wall outlet.

Try a lamp or other electrical item at that wall outlet
to determine if there is power.

If there is no power, fins a power outlet that does
provide the proper 115 vac.

If there is power at the wall outlet,
Try another TR-1/EF Power Supply.
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If the TR-1/EF works, return the Power Supply for
repair/replacement.

If the TR-1/EF unit still does not work, return the TR-
1/EF unit for repair/replacement.

Chest Piece is plugged in, but the
RX Mode light stays ON and the
TX Mode light is OFF.

The Chest Piece Assembly is not plugged in all the way.
Make sure Chest Piece Assembly plug is fully seated.
The TR-1/EF unit has failed.
Return the TR-1/EF unit for repair/replacement.

Nothing is plugged into Chest
Piece jack, but the TX Mode light
iIs ON and RX Mode light is OFF

The TR-1/EF unit has failed.
Return the TR-1/EF unit for repair/replacement.

The Chest Piece is plugged in, the
TX Mode light is lit, but there is
no sound heard in the local
Headset.

The Chest Piece Assembly is not plugged in all the way.
Make sure Chest Piece Assembly plug is fully seated.
The Headset is not plugged in all the way.
Make sure Headset plug is fully seated.

The Chest Piece Assembly and Headset are plugged into
the wrong jacks.

Make sure Chest Piece Assembly and Headset are
plugged into the proper jacks and are fully seated.

The Chest Piece is plugged in, the
TX Mode light is lit, sounds can
be heard in the local Headset, but
there is no sounds heard in the
Headset of the remote TR-1/EF.

The remote TR-1/EF unit is not in Receive Mode.
Make sure that on the remote unit, the Headset is
fully seated in the Headset jack and nothing is
plugged into the Chest Piece jack. The RX Mode
light should be ON.

Test the TR-1/EF units back-to-back with a cross-over
cable.

If that test fails, then one of the two TR-1/EF units or
the cable is bad. Test with a third unit and new cable
to determine which has failed.

Return the failed unit for repair/replacement.

If the TR-1/EF units test good back-to-back, trouble
shoot the Data Communications Channel.

See Section 1. B. for proper Data Communication
Channel setup.

RNK Products, Inc.
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This document provides the operating instructions for the TR-USB product. [:E-]

This product meets the safety requirements of IEC 60601-1 Medical Electrical Equipment Part 1: General
Requirements for Safety for Type BF protection using a power source providing 5 vdc at a maximum of
500 mA via a USB cable. The device providing power should satisfy IEC 60950.

vde: e Type BF applied part: R

This product meets the EMC Emissions and Immunity requirements of IEC 60601-1-2 Medical Electrical
Equipment Part 2 Collateral Standard: Electromagnetic Compatibility Requirements and Tests:

EN61000-4-2 Part 2: Electrostatic Discharge Requirements
EN61000-4-3 Part 3: Radiated Electromagnetic Field Requirements
EN61000-4-4 Part 4. Electrical Fast Transient / Burst Requirements
EN61000-4-5 Part 5: Surge Immunity Requirements

EN61000-4-6 Part 6: Conducted Immunity Requirements
EN61000-4-8 Part 8: Power Frequency Magnetic Field Requirements

EN61000-4-11 Part 11: Voltage Dips, Interrupts, and Fluctuations Requirements
EN55011 Class B Emissions Requirements

This product may be used in continuous operation.

This product is not suitable for use in the presence of a flammable anesthetic mixture with air or with
continuous oxygen or nitrous oxide.

This product complies with Part 15 of the FCC Rules. Operation is subject to the following two conditions:
1. This device may not cause harmful interference, and

2. This device must accept any interference received, including interference that may cause undesirable
operation.

Normal use for this product is at an ambient temperature range of +10° to +40°C, a relative humidity
range of 30% to 75%, an atmospheric pressure range of 700 hPa to 1,065 hPa. It may be transported
and stored at temperatures from 0°C to 50°C.

Disposal of the device should in accordance with all federal and local laws.

For questions or comments, contact RNK Products, Inc., 4195 US Hwy 1, Suite 101, Rockledge, FL
32955

RNK Products, Inc. 2





l. Introduction and Overview

The TR-USB Telephonic Stethoscope provides high quality remote auscultation with a number
of valuable and unique features.

e Low bandwidth while achieving quality auscultation. The TR-USB connects to a USB
port of a PC via a standard USB cable.

e The TR-USB at one location can interoperate with a TR-1/EF at another location.

e Same model can be configured for Transmit operation or Receive operation.

e Plugging in the Chest Piece Assembly automatically puts the unit into Transmit Mode
and illuminates the TX Mode light.

e In Transmit Mode, the same auscultation sounds that are sent to the remote TR-USB unit
are also presented at the Headset jack for local monitoring.

e Leaving the Chest Piece input jack empty automatically puts the unit into Receive Mode
and illuminates the RX light.

e Volume control for adjusting the sound level delivered to the Headset jack. The Volume
control works in Receive Mode for sounds received from a remote TR-USB unit or in
Transmit Mode for monitoring sounds generated from the Chest Piece Assembly plugged
into that local unit.

e B/D Switch for an enhanced Bell/Diaphragm selection. The Bell (B) position cuts off the
high end at 250 Hz and boosts the low frequencies below 100 Hz for enhanced heart
auscultation. The Diaphragm (D) position slightly reduces the very low frequency
sounds and extends the high frequencies to 1,400 Hz. The B/D Switch works in Receive
Mode for sounds received from a remote TR-USB unit or in Transmit Mode for
monitoring sounds generated from the Chest Piece Assembly plugged into that local unit.

The TR-USB Telephonic Stethoscope is for prescription use by medical care professionals.
1. Installation

Installation of a TR-USB Telephonic Stethoscope requires TR-USB Drivers and an end-to-end
data communications capability (e.g. SOIP program or equivalent) operational in the PC. The
TR-USB unit will derive its power from the PC over the USB interface cable.

A. TR-USB Drivers

The TR-USB Drivers are available on a “TR-USB Stethoscope USB Driver” CD. Follow the
instructions in the manual “Installation of TR-USB Drivers”. A virtual COM port will be
assigned to the TR-USB unit. That COM port number should be briefly presented when a TR-
USB unit is first plugged in and can be viewed at any time by going to the Device Manager in
the PC.

B. End-to-End Data Communications

The PC to which the TR-USB unit is connected has the responsibility for establishing a
functional data communications channel with the remote TR-USB unit.

RNK Products, Inc. 3





An example of a means to establish such a channel is RNK Products’ Stethoscope Over IP
(SOIP) program. Detailed instructions are provided in the SOIP Operator’s Manual.

If SOIP is used, then for convenience, two TR-USB units can be set up to talk to each other on
the same PC. Each unit will be assigned a different virtual COM port. Open two copies of SOIP
and assign one of the COM port numbers to the TR-USB unit in each of the SOIP windows. Set
one copy to Receive Mode and the other to Transmit mode. Since both are on the same PC, they
will use the same IP address but will be accessed on the different COM ports.

Once set up, the two TR-USB units will function as described below.
C. Mode Selection

If there is no Chest Piece Assembly plugged into the Chest Piece jack of the unit, then the unit
will be in Receive Mode and the RX Mode light will be illuminated. The TX Mode light will be
OFF.

If a Chest Piece Assembly is plugged into the Chest Piece jack of the unit, then the unit will be in
Transmit Mode and the TX Mode light will be illuminated. The RX Mode light will be OFF.

I11.  Operation

For a normal remote auscultation exam, the TR-USB unit located with the patient is in Transmit
Mode and the TR-USB unit with the clinician is in the Receive Mode.

A. TX Mode

To operate as an auscultation transmitting unit the TR-USB must have a Chest Piece Assembly
plugged into the Chest Piece jack. That will put the unit into Transmit Mode and illuminate the
TX Mode light located just over the Chest Piece jack. Sounds from the Chest Piece will be
converted to digital signals and sent out over the USB data interface. The SOIP program must
set that unit up in Transmit mode. At that point, it will wait indefinitely for a Receive end unit to
establish a connection.

In addition to transmitting the digital signals, the auscultation sounds from the Chest Piece are
looped back and presented at the local Headset jack. Thus, with an optional Headset, the local
user can listen to the same auscultation sounds that the listener at the remote TR-USB (in
Receive Mode) would hear.

Volume to the Headset can be increased by turning the Volume control clockwise. Increasing
the volume too high can cause distortion in the Headset and will also increase the background
noise. Start with the lowest volume necessary to hear the sounds, then turn up the volume as
needed to focus in on specific sounds.

The B/D Switch can be used in an auscultation exam similarly to a traditional stethoscope. The
Bell (B) position cuts off the high end at 250 Hz and boosts the low frequencies below 100 Hz
for enhanced heart auscultation. The Diaphragm (D) position slightly reduces the very low
frequency sounds and extends the high frequencies to 1,400 Hz.

RNK Products, Inc. 4





Adjusting the Volume or changing the B/D Switch only affects what the local listener hears and
does not affect what the remote TR-USB listener would hear. The remote TR-USB listener has
independent VVolume and B/D Switch controls.

B. RX Mode

Without a Chest Piece Assembly plugged into the Chest Piece jack of the TR-USB, the unit is
automatically in the Receive Mode. The SOIP program must set that unit up in Receive mode.
The IP address of the Transmit end TR-USB (or TR-1/EF) must be entered into the IP Address
Book of SOIP. The user can select that address and initiate a connection by clicking on the
Connect button.

With the data connection established and a Headset plugged into the Headset jack of the unit, the
clinician is set up to hear the stethoscope sounds from the remote TR-USB (in Transmit Mode).

VVolume to the Headset can be increased by turning the VVolume control clockwise. Increasing
the volume too high can cause distortion in the Headset and will also increase the background
noise. Start with the lowest volume necessary to hear the sounds, then turn up the volume as
needed to focus in on specific sounds.

The B/D Switch can be used in an auscultation exam similarly to a traditional stethoscope. The
Bell (B) position cuts off the high end at 250 Hz and boosts the low frequency sounds below 100

Hz for enhanced heart auscultation. The Diaphragm (D) position slightly reduces the very low
frequencies and extends the high frequencies to 1,400 Hz.

V. Maintenance and Calibration

There is no scheduled maintenance required for the TR-USB Telephonic Stethoscope.
There is no calibration required for the TR-USB Telephonic Stethoscope.

If problems should arise with the TR-USB Telephonic Stethoscope, the table in the following
section may be used to trouble shoot the problem. Any failed units should be returned for repair.

The TR-USB Telephonic Stethoscope may be cleaned with a damp cloth.
V. Trouble Shooting

Following is a chart to assist in trouble shooting problems which may arise during installation or
operation.
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Symptoms

Possible Causes and Solutions

Neither TX Mode nor RX Mode
lights come ON

USB cable plug not inserted all the way into the USB
jack of the PC.

Make sure the USB plug is fully seated.
Try another USB cable.

If the TR-USB unit LED still does not come on, return
the TR-USB unit for repair/replacement.

Chest Piece is plugged in, but the
RX Mode light stays ON and the
TX Mode light is OFF.

The Chest Piece Assembly is not plugged in all the way.
Make sure Chest Piece Assembly plug is fully seated.
The TR-USB unit has failed.
Return the TR-USB unit for repair/replacement.

Nothing is plugged into Chest
Piece jack, but the TX Mode light
iIs ON and RX Mode light is OFF

The TR-USB unit has failed.
Return the TR-USB unit for repair/replacement.

The Chest Piece is plugged in, the
TX Mode light is lit, but there is
no sound heard in the local
Headset.

The Chest Piece Assembly is not plugged in all the way.
Make sure Chest Piece Assembly plug is fully seated.
The Headset is not plugged in all the way.
Make sure Headset plug is fully seated.

The Chest Piece Assembly and Headset are plugged into
the wrong jacks.

Make sure Chest Piece Assembly and Headset are
plugged into the proper jacks and are fully seated.

The Chest Piece is plugged in, the
TX Mode light is lit, sounds can
be heard in the local Headset, but
there is no sounds heard in the
Headset of the remote TR-USB.

The remote TR-USB unit has not established an IP
connection.

Initiate an IP connection from the SOIP program for
the Receive end TR-USB.

Observe the status shown on the Receive end SOIP.
If it indicates that a connection has not been
established trouble shoot the IP network.

If it indicates that a connection has been established
then try a different TR-USB unit at the Receive end.
If the same conditions persist, then try a different TR-
USB unit at the Transmit end.

If the system works after one of the swaps, then return
the failed unit for repair/replacement.

RNK Products, Inc.
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Manufacturer

RNK Products, Inc (Telehealth Technologies)

Manufacturer Address

4195 US Hwy 1, Suite 101
Rockledge, FL 32955

Manufacturer Web Address

www.telehealthtechnologies.com

Distributor

Telehealth Technologies
www.telehealthtechnologies.com , AMD Global
Telemedicine www.amdtelemedicine.com &
GlobalMedia Innovative Telemedicine
www.globalmedia.com

Model Name

TR-1, TR-1/EF, TR-USB Telephonic Stethoscope

List Price $1,175.00

Our Price $1,175.00

FDA Classification Class Il

CE/UL UL

Power Supply Plug into a 115 vac wall outlet or plug into

computer USB terminal. When units are plugged
in, LED indicator lights will be illuminated on the
stethoscope module.

Technical Support Options

Contact the manufacturer, units will be repaired
and/or replaced as appropriate.

Warranty

Any failed units should be returned to the
manufacturer for repair.

Temperature Range Storage

0-50°C

Temperature Range Usage

10 - 40°C and relative humidity range of 30% - 75%

Product Dimensions

2.6"Wx4.3"Dx 0.9”H

Weight 80g
Battery Life N/A
Battery Replacement Period N/A
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Low Battery Indicator N/A

Digital or Amplifying or Both Both

Amplification Amount Up to about 30 times
Output Options (Audio/USB/Serial) USB & Serial
Wireless/Bluetooth No

Network Transfer Options

Data Channel of VTC Equipment, IP network, and
Ordinary Telephone Lines

Frequency 20Hz - 1400Hz
Frequency Bell 20Hz - 250Hz
Frequency Diaphragm 20Hz - 1400Hz
Frequency Extended N/A

Ambient Noise Reduction No

Replacement Parts

Available for purchase from manufacturer

Latex Free (Yes/No)

Yes

Diaphragm (Hardware/Electronic)

Electronic (Switch on Hardware)

Ear Tips/Headphones/Both

Headphones

Ear Tip Characteristics

N/A, detachable corded headphone set

Tubing Length

N/A, detachable corded chest piece module

Volume Adjustment (Yes/No)

Yes, volume dial on telephonic stethoscope unit

Auto Off/Power Save Options

None

Care/Cleaning/Maintenance

The TR-1 Telephonic Stethoscope may be cleaned
with a damp cloth. Not suitable for use in the
presence of a flammable anesthetic mixture with
air or with continuous oxygen or nitrous oxide.
There is no maintenance or scheduled calibration
required.

Number of Parts

4 (Send Unit, Receive Unit, Chest Piece,
Headphones)

Integrated Software Package
(Capture/S&F/Analysis/Diagnosis)

Yes (Capture and S&F)

Accompanying Software Name

AFHCAN t-Consult Cart and t-Consult Web

Additional Hardware Features (Visual Waveform,
Sp02, HR, Visual Indicators)

None

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 top of dual function
Send/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,
located on the dual function Send/Receive units.
Can be controlled independently on either
Send/Receive unit.
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Changing Volume

Clearly labeled (knob has mark to indicate current
volume level) located on the top of the dual
function Send/Receive units. Can be controlled
independently on either Send/Receive unit.

Mute Button

None

Auto Shut Off

None

Powering Off

Unplug power cable from power input on each
Send/Receive unit. Power turns off automatically
when unplugged. LEDs turn off.

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

No, can operate as a standalone unit. May also
communicate with another dual functioning
Send/Receive unit at remote end. (Send &
Receive)

Interface (how?, what mechanism)

Serial cable or USB cable, 3.5mm audio
(headphone output)

Pros

Can be used as a standalone unit. Volume and
filtering can be controlled independently on each
Send/Receive unit. Small, lightweight, and
portable device. Single module can perform
transmit or receive functions.

Cons

Awkward to switch between transmit and receive
mode, requires plugging and unplugging hardware.
No distinct on/off switch. Lacking graphical
indication of min/max on volume dial.

Instructional Manual

3-Clear, concise.

PDF Version Available Online

No, however available from the manufacturer by
request.
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