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1.1 Introduction, Warnings, and Safety

The doctorgram Stethoscope DESH (herein referred to as

DES-l)isdesignedtosupporthealthcare professionalsin
analyzingcardiacandotherinternalorgansounds. DES-I
includes astethoscope,andasmartphone application.

DES-Ifeatures sound amplification and audio transmission to
asmartphone via Bluetooth that allows the userto open and
playbacksoundsinamobileapplicationoncompatibleiOS
smartphonesandtablets. The App provides the abilitytosave
soundsand share patientrecordings to the others. DES-lis
intendedforuseonpediatric and adult patients.

CAUTION: Federal (USA) lawrestrictsthis devicetosaletooron
the order of aclinician.

1.2 For Help and Assistance

Pleasereportanyinjury oradverse eventto DES-I Devicesusing
anyofthecontactmethodsbelow.Forgeneralandproduct
related comments, questions, or concerns, please contact GV
Concepts, Inc. directly

GV Concepts, Inc.

3240 South White Road, #286
San Jose, CA

95148 USA

General Assistance and FAQs doctorgram.com/getstarted

DirectContact. _________________ support@doctorgram.com
PhoneSupport_____ .. 1.408.270.9188

Product Reference and Information www.doctorgram.com
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1.3 Safety Related Labels & Symbols

Consult instructions for use.

This product contains electrical and electronic
components and must not be disposed of using
standard refuse collection. Please consult local directives
for disposal of electrical and electronic equipment.

This product and packaging does not contain
natural rubber latex.
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Thisproductcontainsanintentional RFradiator
certified by the FCC.
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Thisproductisprovided non-sterile. Donotattempt
tore-sterilize the device.

This productuseswireless Bluetooth communication.
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1.4 SignalWord Consequences

Indicates a hazardous situation, which if

& CAUTION:  notavoided, couldresultininjury and/ or
property damage and/or damage to the
device.

Indicates a hazardous situation, which, if
& NOTICE:  notavoided, mayresultinproperty

damage.
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/N caution:

+ Toreduce theriskof device interference, keepthe DES-I
atleast1meterawayfromallRFemittersincluding Wifirouters
and radios.

+ To reduce the risks associated with infection follow all
cleaninganddisinfectinginstructionsincludedinthismanual.
Establishandfollowacleaninganddisinfectingschedule.

+ To reduce the risks associated with inaccurate data
acquisition store and operate this stethoscope only as
instructedinthismanual. Thoughthereisanacoustic(non-
amplified) mode available withthis stethoscope, itis highly
recommendedthatthebatteryberechargedwithin8 eight
hoursofthe LEDindicatorturningred flashing. Rechargethe
battery usingonlytheUSBpowercordandchargerprovided
withthe device.

+ DO NOT immerse the stethoscope in aliquid or subject it to
any sterilization processes other than those described in this
manual.

+To reduce the risks associated with very strong
electromagnetic fields avoid using the stethoscope near
strongradiofrequency (RF)signals or portable and/or mobile

RF devices. If sudden or unexpected sounds are heard, move
away from any radio transmitting antennas. Using accessories,
transducers, and cables notproduced by the Devices may result
inincreased RFemissionsordecreasedimmunityofthe
doctorgram Electronic Stethoscope I.

+ Pleaseread,understand,andfollowallsafetyinformation
containedintheseinstructions priortousingthe doctorgram
Electronic Stethoscopel. Itisrecommendedthatthese
instructions be retained for future reference.

+ DES-I contains a BluetoothClass2wirelessdata link.
Themaximumradiofrequencyfieldstrengthgenerated by
thestethoscopeisbelowthreevoltspermeter,alevel thatis
consideredsafetousewithothermedicaldevices.

However, audio, video, and other similar equipment may cause
electromagneticinterference.lfsuchdevicesareencountered

T
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A NOTICE:

andcauseinterference,immediatelymove DES-lawayfromthat
device and/or turnthe Bluetooth feature OFF.

+ To reduce the risks associated with environmental
contaminationfollowapplicable regulationswhendisposing of
this stethoscope. The stethoscope attachment contains a
lithium-ion polymer rechargeable battery; please properly
disposeofthedeviceasmandatedbylocaldirectives.

+ Nomodificationofthis equipmentisallowed. Thereareno
repairable partsinside the DES-I.

1.5 EMC Compliance

Thisdevice complieswith Part 15 ofthe FCCrules. Operationis
subjectto the following two conditions: (1) This device may not
cause harmful interference,and(2)thisdevicemustaccept
any interference received,includinginterferencethatmay cause
undesirable operation.

NO MODIFICATION: Modifications to this device shall not

be made withoutthe writtenconsentof GV Concepts,Inc
Unauthorized modifications may void the authority granted
under Federal Communications Commission rules permitting
the operation of this device.

NOTE: This equipment has been tested and found to
comply with the limits for a Class B digital device,
pursuant to Part 15 of the FCC Rules. These limits are
designed to provide reasonable protection

against harmful interference in a residential installation.
This equipment generates, uses and can radiate

radio frequency energy and, if not installed and used in
accordance with the instructions, may cause
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harmful interference to radio communications. However,
there is no guarantee that interference will not

occur in a particular installation.

If this equipment does cause harmful interference to radio
or television reception, which can be

determined by turning the equipment off and on, the user
is encouraged to try to correct the

interference by one or more of the following measures:

-- Reorient or relocate the receiving antenna.

-- Increase the separation between the equipment and
receiver.

-- Connect the equipment into an outlet on a circuit
different from that to which the receiver is

connected.

-- Consult the dealer or an experienced radio/TV
technician for help.

The device can be used in portable exposure condition
without restriction.

IC statement:

This device complies with Industry Canada Licence-
exempt RSSs. Operation is subject to the

following two conditions: (1) this device may not cause
harmful interference, and (2) this device must

accept any interference, including interference that may
cause undesired operation of the device.

Le présent appareil est conforme aux CNR d'Industrie
Canada applicables aux appareils radio exempts

de licence. L'exploitation est autorisée aux deux
conditions suivantes : (1) I'appareil ne doit pas

produire de brouillage, et (2) I'utilisateur de I'appareil doit
accepter tout brouillage radioélectrique subi,

méme si le brouillage est susceptible d'en compromettre
le fonctionnement.

EMC Compliance Europe

This equipment complies with the EMC requirements ofthe IEC
60601-1-2.

© 2019 GV Concepts, Inc.



1.6 Indications forUse

DES-lisintendedtobeusedasapartofaphysical
assessment ofapatientbyhealthcare professionalsfor
diagnosticdecision supportinclinical settings. DES-lis
intendedforuse onpediatric andadultpatients. ltcan
electronicallyamplifyfilter,and transfersoundstothe
accompanyingmobileapplicationfor storageandsharing. It
canbeusedtorecordheartsoundsand cardiacmurmurs,
bruits, respiratorysoundsandabdominal sounds during
physical examinationin normal patients orthose with
suspecteddiseases ofthe cardiac, vascular, pulmonary or
abdominal organ systems.

Therearenoknown contraindications for DES-, although care
should be taken when considering using the device according
to the warnings and precautions below.

DES-I is not life-supporting or life sustaining.

1.7 Precautions

Thedeviceisintendedtobe prescribed by licensed medical
professionals foruse on patients duringaphysical assessment
inaclinicalsetting. The system providesone source of
datathatissignificantonlywhenusedinconjunctionwith
clinicianoversightandconsiderationofotherrelevantpatient
information.

DES-I should be used only by qualified clinicians. DES-I is
intended for use on patientsthat can be auscultated on normally
withan acoustic stethoscope.

Thismanual providesinstructions forthe use of DES-land
mobileapplications. Itisassumedthattheuseris familiar
withbasicwebsite navigationandmobileapplication use on
iOS devices.

Thisdeviceisonlyindicatedforuseinahospital, physician’s
office,orotherclinicalsetting. Standard proceduresfor

© 2019 GV Concepts, Inc.



auscultation should be followed including background noise
reduction and optimal patient positioning.

© 2019 GV Concepts, Inc.



Inordertotransmit sounds to the doctorgram App, the
stethoscope and devicemustbeconnectedviaBluetooth.

DES-lusesaBluetooth Smartwireless datalink. The Bluetooth
rangewillbereducedwhenobjects (walls, furniture, people, etc)
arebetweenthe DES-landapairedmobiledevice. To improve
Bluetooth connection, reduce the distance and/or allowaline
of sightbetweenthe DES-landmobiledevice.

1.8 Patient Privacy

Theprivacy of patienthealthinformation may be protected by
state, federal, orinternational/foreign laws thatregulate how
suchinformationcanbeused, stored, transmitted, and
disclosed. The DES-lemployssecurityfeaturesthatare
compliantwithHIPAApolicies. Thirdpartyaccessmaybe
prohibited to such information without obtaining written
authorization from the patient.

The userisfullyresponsiblefor understanding andfollowing all
lawsthatregulate storage, transmission, anddisclosure ofany
electronic patientdatathroughthe useofsoftware. Iftheuser
becomesunable tocomply withalaw orrestrictionthatapplies to
use and disclosure of such data, the user should notproceed to
collector save suchinformation.

Thisapplication may require entry ofindividually identifiable
healthinformationinordertofunction. Records are storedand
recalledthroughthe use offilename which includes date and
name. Byenteringthisinformation, the userassumesany andall
risksofandliabilitiesincurredwithusingortransmitting such
information.

© 2019 GV Concepts, Inc.



1.9 Contents andOperation

The packageincludes (1) stethoscope, (1) headphone, and
(1) microUSBcable. For recording functionality,thesystem
requires smart mobile device with Bluetooth Smart
capabilities. The compatible hardware and software platforms are
listed below.

System Requirements

Themobileappsoftware canbeusedoniPhone 5/5C/5S and
above,iPad*Mini2/3 and above,iPad Air and above,iPad Pro,
iPad 3rd and above with i0S9.0andhigher. Themobileapp
softwarecanalsobeused with Android deviceswithBLE
support(Bluetooth4.0)and Android 5.0 and above.

DES-luses Bluetooth Smart; mobile devices used mustbe
compatible with Bluetooth Smart.

*iPhone,iPad,iTunes, andiOSareregisteredtrademarks of
Apple, Inc.

*Bluetooth is a registered trademark of Bluetooth SIG, Inc.

© 2019 GV Concepts, Inc.



2.1 DES-I Use

Charge Battery

Thebattery of DES-Iwillneedtobe charged;insertthe
includedmicroUSBcableintothe USBportonthedeviceand
plugthe otherendintothe included USB charger. The LED will
begintoyellow, signifying thatitis charging. The yellow LED will
be offwhenthedeviceisfully charged.

Power On/Off button

Press “ON” andGreen LED will be flashing around 3
seconds. Please wait till Green LED is solid on before
releasing “ON” button. Sounds will be amplified and
heard via headphone. Press “ON” again to power off
the device.

Volume up button
Press “+” to increase volume.
Volume down button

Press “-“ to lower volume.

Bluetooth button

Press “BLUETOOTH" to enable Bluetoothbroadcasting and
blue LED will be flashing. If there is no connection with
mobile device within 30 seconds, it will turn off Bluetooth
broadcasting mode automatically. If the device is
connected to mobile device, blue LED will be soild ON.
During connected to mobile device, press “BLUETOOTH”
will turn off Bluetooth function.

Reset button

Press “RESET” will reboot and turn off the device. If the
device is malfunction, presses “RESET” for 6 seconds to
force the device to be off.

© 2019 GV Concepts, Inc.



3.1 Cleaning

Cleaning and Disinfecting Procedure
Thestethoscope shouldbecleanedbetweeneach patient
use.

Allexternal parts of the hardware can be cleaned with 70%
isopropylalcohol wipes.

NOTE: DONOTimmerse the device inany liquid or subjectitto
any high-pressure/autoclave sterilization processes.

© 2019 GV Concepts, Inc.



4.1 Warranty

doctorgram provides a limited warranty for doctorgram
Electronic Stethoscope I.

Please visit doctorgram.com/warranty for a full description of
the warranty.

5.1 Operating Conditions

Environmental

Theoperatingrange ofthe DES-lis-30°t040°C(-22°t0 104°F),
and15%to93%relative humidity. The storageandtransport
rangeis-40°t055°C (-40°to 131°F),and 15%to 93%relative
humidity. Acceptable pressureis1atm.

Itisrecommendedtoavoidexposuretoextremeheat,cold,
solventsandoils. Extreme heatsandcoldswillnegativelyaffect
thelithiumion battery in the device, and may affect battery life.

Operating Warnings

During charging the battery, it is not recommended to operate
the device. Failure to follow care and maintenance
recommendations couldresultindamagetotheinternal
components of DES-I. Internaldamagetotheproductcould
causemalfunctionof the product, possibly leadingtocomplete
loss of function. If problemsareencounteredwithDES-I,do
notattempttoit. Please notify our supportteamforassistance.

6.1 DES-I Modes and Corresponding LED States.

All LED OFF DES-l is OFF

® ON DES-l is ON. Sound will be
amplified and output to
3.5mm audio jack.

@ FLASHING DES-| is in Bluetooth
broadcast mode and wait to
connect to mobile device.

© 2019 GV Concepts, Inc. 14



®ON

DES-I connects to mobile
device via Bluetooth

® sow
FLASHING

Low battery level
8@ second ON and 2 second

® 3SsECONDS

Data Overrun

OF FLASHING 3 second ON and OFF
®oNn ®onN DES-I is not functioning
properly
ON Battery is being charged

OFF

Battery is fully charged

© 2019 GV Concepts, Inc.



7.1 doctorgram AppUse

Installation for iPhone

OpentheiTunes App Store using a supported mobile device.
Ensurethatthedeviceisconnectedtotheinternetand
searchforthedoctorgramApp. Followtheinstructionsto
download the doctorgram App andwaituntilithasfinished
installing.

Installation for iPad

Open the iTunes App Store using a supported iPad model.
Ensurethatthe deviceis connectedtotheinternet. When
searchingtheappstore forthe doctorgram App, make
sureto select‘iPhone Only”fromthe search options. Follow
the instructionstodownloadthe Appandwaituntilithas
finishedinstalling.

8.1 Electrical Safety

Guidance and Manufacturers Declaration - Electromagnetic Emission

The doctorgram Electronic Stethoscope | is intended for use in the
electromagnetic environment specified below. The user of the
doctorgram Electronic Stethoscope | should assure that it is used in
such an environment.

Applicable Compliance Electromagnetic Environment-
Emissions Test Guidance

RF Group 1 The doctorgram Electronic
emissions Stethoscope | uses RF energy
CISPR 11 only for itsinternalfunction.

Therefore, its RF emissions are
very low and are not likely to
cause any interferenceinnearby
electronic equipment.

RF Class B The doctorgram Electronic
emissions Stethoscope | is suitable for use
CISPR 11 in all establishments, including
Harmonic Not Applicable | domestic

establishments and those

Emissions IEC
6100-3-2 directly connected to the

public low-voltage power
supply network that supplies
buildings used fordomestic
purposes.

Voltage fluctuations/ Not Applicable
flicker emissions
|IEC 61000-3-3

© 2019 GV Concepts, Inc



Warning: The use of: ories other thantt ified, with the n
of accessories sold by GV Concepts as replacement parts, may result in
increased emissions or decreased immunity of the doctorgram Electronic
Stethoscope .

Warning: The doctorgram Electronic Stethoscope | should not be used
adjacent to or stacked with other equipment. If adjacent or stacked use is
necessary, the doctorgram Electronic Stethoscope | should be observed to
verify normal operation in the configuration in which it will be used.

© 2019 GV Concepts, Inc.



Guidance and Manufacturers Declaration - Electromagnetic Immunity

The doctorgram Electronic Stethoscope | is intended for use in the
electromagnetic environment specified below. The user of the
doctorgram Electronic Stethoscope | should assure that it is used in
such an environment.

Immunity IEC60601 | Compliance Electromagnetic
Test Test Level Level Environment-Guidance
Electrostatic +-6kV +-6kV Floors should be wood,
Discharge contact contact concrete, or ceramictile. If
(ESD) IEC floorsare coveredwith
61000-4-2 +-8kV +- 8 kV air synthetic material, the
relative humidityshould
be atleast 30%
Electrical Fast | +/- 2kV Not
Transient/ for supply Applicable
Burst lines
IEC 61000-4-4 | +/- 1kV
forinput/
output
lines
Surge +/- 1kV Not
IEC 61000-4-5 | line(s) to Applicable
line(s)
+-2kv
line(s) to
earth
Voltage < 5% U, Not
dips, short (>95% dip | Applicable
interruptions. inU,) for 0.5
and voltage cycle
variations on | 40% U,
power supply | (60% dip
input lines inUy) for5
IEC61000- | Cvole
411 70% U,
(30% dip in
U;) for 25
cycle
<5% U.
(>95% dip
inU;) for
5sec

© 2019 GV Concepts, Inc.



Immunity IEC60601 Compliance Electromagnetic
Test Test Level Level Environment-Guidance

Power 3 A/m 3 A/m Power frequency
frequency magnetic fields should
(50/60 Hz) be at levels characteristic
magnetic of a typical location in
field a typical commercial
|IEC 61000-4-8 magnetic field or hospital

environment.

NOTE U, is the a.c. mains voltage prior to application of the test level

Guidance and Manufacturers Declaration - Electromagnetic Immunity

The doctorgram Electronic Stethoscope | is intended for use in the
electromagnetic environment specified below. The user of the
doctorgram Electronic Stethoscope | should assure that it is used in
such an environment.

Immunity IEC60601 Compliance Electromagnetic
Test Test Level Level Environment-Guidance
Conducted 3 Vrms Not
RF IEC 150 kHz to | Applicable
61000-4-6 80 MHz
Radiated RF | 3V/m 3V/m d=1.2P 80 MHz to
IEC 61000-4-3 | 80 MHz to 80 MHz to 800 MHz
2.5GHz 2.5GHz d =23 P 800 MHz to
2.5GHz

where P is the maximum
output power rating

of the transmitter in
watts (W) according
tothetransmitter
manufacturer and d is the
recommended separation
distance inmeters (m).
Field strengths from
fixedRFtransmitters,

as determined by an
electromagnetic site
survey,*should be less
than the compliance level
in each frequency range.”
Interference may occur in
the vicinity of equipment
marked with the )

following symbol: (((K
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NOTE 1 At 80 MHz and 800 MHz, the higher frequency range applies.
NOTE 2 These guidelines may not apply in all situations. Electromagnetic
propagation is affected by absorption and is affected by absorption and
reflection from structures, objects and people.

“Field strength from fixed transmitters, such as base stations for radio
(cellular/cordless) telephones and land mobile radios, amateur radio, AM
and FM radio broadcast and TV cannot be p| theoretically
with accuracy. Toaddress the electromagnetic environment due to fixed
RF gnetic site survey should be considered. If
the measured field strengthin the location in which the doctorgram
Electronic Stethoscope | is used exceeds the applicable RF compliance
level above, the doctorgram Electronic Stethoscope | should be
observed to verify normal operation. If abnormal performance is observed,
additional may be y, such as ienting or
relocating the doctorgram Electronic Stethoscopel.

* Overthefrequency range 150 kHz to 80 MHz, field strengths should be
less than 3 V/m.

Recommended Separation Distances Between Portable and Mobile RF
Communications Equipmentand doctorgram Electronic Stethoscope |

The doctorgram Electronic Stethoscope | is intended for use in the
electromagnetic environment in which radiated RF disturbances are
controlled. The user of the doctorgram Electronic Stethoscope | can help
prevent by maintaining a minimum distance
between portable and mobile RF communications equipment (transmitters)
and the doctorgram Electronic Stethoscope | as recommended below,
according to the maximum output power of the communications equipment.

Sauiﬁﬁa Pov‘ver of ion Distance . ing to Frequency of
Transmitter (W) Transmitter (m)
150 kHz to 80 80 MHz to 800 800 MHz to
MHz MHz 2.5 GHz
d=1.2/P d=1.2/P d=23/P
0.01 0.12 0.12 0.23
0.1 0.37 0.37 0.74
1 1.2 1.2 2.3
10 3.7 3.7 7.4
100 12 12 23

For transmitters rated at amaximum output power not listed above, the
recommended separallun distance d is meters (m) can be estimated using
the equation tothefreq y of the ,where Pisthe
maximum power rating of the transmitter in watts (W) according to the
transmitter manufacturer.

NOTE 1 At 80 MHz and 800 MHz, the separation distance for the higher
frequency range applies.

NOTE2 These guidelines may notapplyinall sltuanons Electromagnetic
propagationi by absorptior 1from structures, objects
and people.

© 2019 GV Concepts, Inc
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9.1 Manufacturing & Regulatory Information

Manufactured by:

GV Concepts, Inc.
3240 S. White Road, #286
San Jose, CA 95148 USA

www.doctorgram.com

©2019 GV Concepts, Inc. AllRightsReserved,

and doctorgram are trademarks of

GV Concepts, Inc. Othercompanyand product
namesmaybe trademarks of theirrespective
owners.
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