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SECTION 1

REGULATORY INFORMATION

Indications for Use

The HealthGuard-15 is a non-invasive screening device intended for use in
corporate wellness facilities and in health/fitness clubs. It is not for use in medical
facilities such as hospitals or doctor’s offices. This device measures systolic and diastolic
blood pressure, heart rate, percent body fat, and weight. It is operated by the client
supplied PC computer. The device is intended for users eighteen years and older.

U.S. Food and Drug Administration

Medical Device

Trade Name: HealthGuard-15 Portable
Health Kiosk

Common Name: Non-invasive Blood
Pressure Measurement System

Classification Number: 21 CFR 870.1130
Classification: Class Il
Panel: Circulatory System Device Panel

Product Code: DXN

European Union

Medical Device

LNE/G-MED ce 0459

Automatic electronic sphygmomanometer,
Body composition analyzer,
Pulse analyzer

Classification: Class lla

A FUTREX Inc.

130 WESTERN MARYLAND PARKWAY
HAGERSTOWN, MD 21740
301-733-9368 e FAX:301-733-4660 e E-mail: info@futrex.com
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SECTION 2
SAFETY INFORMATION

To assure correct use of this product, basic safety measures should
always be taken including the warning and cautions listed in this
section.

SAFETY SYMBOLS USED IN THIS OWNER’S MANUAL

A Indicates a potentially dangerous situation which, if not
WARNING avoided, could result in severe injury or death.

A Indicates a potentially dangerous situation which, if not
CAUTION avoided, could result in minor injury to the user or
patient or damage to the equipment or other property.

DEVICE OPERATING CAUTIONS & WARNINGS

A Contact your physician for detailed information and advice about your
blood pressure. Self-diagnosis and treatment using measurement results
may be dangerous. Follow the instructions of a licensed healthcare
provider.

A The HealthGuard-15 is not intended to be a diagnostic device and is
for screening purposes only.

A Read all of the information in the Owner’s Manual before operating
the device.

A This device is intended to measure blood pressure, weight, heart
rate, and percent body fat for adults. Do not use this device on children or
people who cannot express their intentions.

A This device may cause discomfort or bruising on the upper arm. If
this develops press the STOP button on the side of the measurement
device or on the computer screen.
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A Operate the HealthGuard-15 only in the manner intended. Do not
use this device for any other purpose.

Dispose of the device and accessories according to applicable local
regulation.

Do not use a mobile device near the instrument. It could result in an
operational failure

A Use only Futrex and HealthGuard authorized parts and accessories.
Parts and accessories not approved for use with the device may damage
the unit and void the warranty.

The HealthGuard-15 is limited for measurement of individuals with
arm circumference from 9 to 13 inches.

CARE AND MAINTENANCE

A Do not subject the monitor to strong shocks, such as dropping the
device on the floor.

A Do not expose the device or any of the components to water or
submerge in water.

A Store the device and components in a cool, clean, dry, and safe
location.

Changes or modifications to the device not approved by the
manufacturer will void the warranty. Do not attempt to repair the unit or
components or disassemble the unit without expressed permission from
Futrex.
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SECTION 3
BEFORE TAKING A MEASUREMENT

To obtain the most reliable readings, follow these instructions:

1. Avoid eating, drinking alcohol, smoking, exercising and
bathing for 30 minutes before taking a measurement. Rest
for three to five minutes before taking a measurement.

2. Stress raises blood pressure. Avoid taking measurements
during times of stress.

3. Remove tight-fitting clothing from your left arm.
4. Remain still and do not talk during the testing.

5. Wait 2 to 3 minutes between measurements. The wait time
allows arteries to return to the condition prior to taking the
blood pressure measurement. You may need to increase the
wait time depending on your individual physiological
characteristics.

6. Ensure that your left palm is down and your arm is
comfortably resting on the arm rest.

7. Keep a record of your blood pressure and heart rate
readings for your physician. A single measurement does not
provide an accurate indication of your true blood pressure.
You need to take and record several readings over a period
of time.
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SECTION 4
WARRANTY INFORMATION

The following warranty card is included with your
HealthGuard-15. Please read the card and return it to Futrex.
HealthGuard support is available by calling 301-733-9368 or
e-mailing service@Futrex.com.

Warranty Registration

(Please complete and return within 10 days) — Please Print—

MODEL NO. and/or DESCRIPTION SERIAL NO.
DATE PURCHASED

NAME

ADDRESS

CITY STATE zZIP

DEALER'S NAME

ADDRESS
CITY STATE zZIP

O Check box if you desire to receive reprints of scientific papers on the performance of the Futrex Inc. product.
(There is no charge for this)

OWNER:
SIGNATURE

1 YEAR LIMITED WARRANTY

Your Futrex Inc. equipment is warranted to be free from defects in material orworkmanship for 1 yaar from date of
delivery. Repair (or at our option, replacement) will therefore be made of any unit which proves to be defective
during this period, provided the unit is returned properly packed, with all transportation charges prepaid, to
Futrex Inc. at the address given below. Any repair approved hereunder will be made without charge tothe owner
for parts or labor. This limited warranty extends only to the original purchaser, is not transferable, and is limited to
the purchase price of equipment In no event will Futrex Inc. be liable for any incidental damages resulting from

the equipment or any defect.

Claims under this limited warranty must be accompanied by the original sales ticket or shipping documents to
establish date of purchase.

This limited warranty does not extend to units which have been subjected to misuse, abuse, neglect, accident or
to units that have been used in violation of operating instructions. Equipment which, in our judgement, shows
evidence of having been altered, modified or serviced without our authorization, or which has had its serial num-
ber altered or removed, will be ineligible for service under this limited warranty.

This warranty gives you specific legal rights, and you also may have other rights which vary from state to state.
Some states do not allow the exclusion or limitation of incidental or consequential damages, so the above exclu-
sion or limitation may not apply to you. Return of the enclosed warranty registration is not a condition precedent
to warranty coverage and performance.

FUTREX, INC.

130 WESTERN MARYLAN
4 D PK
HAGERSTOWNMD 21740 "
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SECTION 5

CLEANING AND MAINTAINING THE
HealthGuard-15

The HealthGuard-15 can be cleaned using soapy warm
water. Alcohol swabs should be used to disinfect the cloth cuff
and other surfaces that the arm may come into contact.

In the event that harmful materials are used for cleaning,
damaged equipment will not be serviced without charges
regardless of the warranty period.
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SECTION 6
SERVICE REQUIREMENTS

For service within the warranty period or following; please
contact Futrex Support and Service at 301-733-9368 or via e-mail
Service@Futrex.com. Futrex is the only authorized service
representative for HealthGuard products.

DO NOT attempt to repair equipment without Futrex’s
expressed approval. This is will result in a void of warranty.

Failure to follow the cleaning and maintaining requirements
outlines in SECTION 5 may result in failure of the equipment and
possible health hazards. If there are any problems with the
equipment, please take the following steps.

1. Gather the instrument model, serial number, date of
purchase, and a description of the problem.

2. Call Futrex Service at 301-733-9368 or e-mail the
information to Service@Futrex.com.

3. If necessary, Futrex will issue a Return Materials
Authorization (RMA) number which you will need to
include with your instrument if it requires to be sent back
for service. More information will be provided to you
about this process during your call to Futrex Service.
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SECTION 7
ELECTRICAL SAFETY

Prior to the operation of the HealthGuard-15, make sure to
check the following items:

e |sthe battery that will be powering the HealthGuard-
15 the same battery that is described in the Client-
Supplied parts on Page D-20.

* Are the power connections properly made to the
equipment?

e |sthe battery properly charged?

The answer to all of these questions should be YES. Once
you have checked for electrical safety, you may power on the
instrument as instructed in the “Getting Started” section below.

A Electrical Safety is important to maintaining the instrument
and preventing fires. Use caution at all times you are using AC
power, like when connecting a personal computer or a battery
charger to AC power. DO NOT overload power strips, as thisis a
common cause of electrical fires.
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SECTION 8
ELECTROMAGNETIC TESTING AND SAFETY

The HealthGuard-15 has been manufactured in compliance
with current EMI/EMC requirements; however the use of this
system in the presence of an electromagnetic field can cause
temporary degradation of the HealthGuard-15. If this occurs,
Futrex suggests a review of the environment in which the system
is being used to identify possible sources of radiated emissions.
These emissions can be from other electrical devices used within
the same room or an adjacent room. Communication devices such
as cellular phones can cause these emissions. The existence of TV,
radio, or microwave transmission equipment located nearby can
cause these emissions. If EMI/EMC causes disturbances, it may be
necessary to relocate your system.

As is required by formal standards, Futrex has supplied four
tables applicable to the HealthGuard-15 EMC Testing and Safety.
These tables are available in the following 4 pages.
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Guidance and Manufacturer’s Declaration — Electroma@netic Emissions

The HealthGuard-15 is intended for use in the edetagnetic environment specified

below. The customer or user of the HealthGuardhbhilsl assure that it is used in such

an environment.

Il

Emissions Test Compliance Electromagnetic Environne — Guidance
The HealthGuard-15 uses RF energy only fo
RF Emissions Group 1 its |_nt§-rnal function. Therefore, its RI_:
emissions are very low and are not likely to
CISPR 11 cause any
interference in nearby electronic equipment.
RF Emissions
CISPR 11 Class B The HealthGuard-15 is suitable for use in all
. 1~ . establishments, including domestic
Harmonic Emissions Not Applicable establishments and those directly connected
IEC 61000-3-2 the public low-voltage power supply network

Voltage Fluctuations
/ Flicker Emissions

IEC 61000-3-3

5 Not Applicable

that supplies buildings used for domestic
purposes.
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Guidance and Manufacturer’'s Declaration — Electromanetic Immunity

The HealthGuard-15 is intended for use in the Bdetagnetic environment specified below. T
customer or the user of the HealthGuard-15 shagdra that it is used in such an environment.

Immunity Test

IEC 60601

Test Level

Compliance Level

Electromagnetic
Environment — Guidance

Electrostatic
Discharge (ESD)

IEC 61000-4-2

+ 6 kV Contact
+ 8 kV Air

+ 6 kV Contact
+ 8 kV Air

Floors should be wood,
concrete or ceramic tile. If
the floors are covered with
synthetic material, the
relative humidity should
be at least 30%.

Electrical Fast
Transient / Burst

IEC 61000-4-4

+ 2 kV for power supply
lines

+ 1 kV for input/output

Not Applicable

The HealthGuard-15 does
not use AC Power / Power
Supply Lines during

lines operation
Surge x 1 kV line(s) to line(s) The HealthGuard-15 does
IEC 61000-4-5 | + 2KV line(s) to earth | Not Applicable | MOt Use AC Power / Power
Supply Lines during
operation.
<5% U+
Voltage dips, (>95% dip in Y) for 0,5 The HealthGuard-15 does
_short _ cycle Not Applicable not use AC Powe_r / Power
interruptions and Supply Lines during
40%U+ .
voltage operation.

variations on
power supply
input lines

IEC 61000-4-11

(60% dip in Y) for 5
cycles

70%U+

(30% dip in Y) for 25
cycles

<5% U+
(>95% dipiny) for5s

Power
Frequency
(50/60 Hz)
Magnetic Field
IEC 61000-4-8

3A/m

3A/m

The HealthGuard-15 was
tested and performs
normally within the
specification limits.

NOTE Uris the a.c. mains voltage prior to applicationtwf test level.
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Guidance and Manufacturer’s Declaration — Electromanetic Immunity

The HealthGuard-15 is intended for use in the sdetagnetic environment specified below. The custoon¢he user
of the HealthGuard-15 should assure that it is usadich an environment.

Immunity Test IEC 60601 Test | Compliance Electromagnetic Environment — Guidance
Level Level

Portable and mobile RF communications equipment
should be used no closer to any part of the HeailtinG
15, including cables, than the recommended separati
distance calculated from the equation applicabla¢o
frequency of the transmitter.

Recommended Separation Distance:

Conducted RF 3Vrms 3Vrms d=12p
IEC 61000-4-6 150 kHz to 80
MHz
3V/m d = 1.2/P 80 MHz to 800 MHz
Radiated RE 3V/m d = 2.3/P 800 MHz to 2.5 GHz
IEC 61000-4-3 80 MHz to 2.5 WhereP is the maximum output power rating of the
- GHz transmitter in watts (W) according to the transemitt

manufacturer and is the recommended separation
distance in meters.

Field strengths from fixed RF transmitters, as eteed
by an electromagnetic site surfsiiould be less than th
compliance level in each frequency rafige.

Interference may occur in the vicinity of equipment
marked with the following symbol:

()

1%

NOTE 1 At 80 MHz to 800 MHz, the higher frequenaynge applies

NOTE 2 These guidelines may not apply in all sitred. Electromagnetic propagation is affected kgoaption and
reflection from structures, objects, and people.

2Field strengths from fixed transmitters, such aselstations for radio (cellular/cordless) telepisoaed land mobile
radios, amateur radio, AM and FM radio broadcadtBv broadcast cannot be predicted theoreticalth accuracy.
To assess the electromagnetic environment duged fRF transmitters, an electromagnetic site susheyld be
considered. If the measured field strength in toation in which the HealthGuard-15 is used excéeelspplicable
RF compliance level above, the HealthGuard-15 shbalobserved to verify normal operation. If abnarm
performance is observed, additional measures magbessary, such as re-orienting or relocatingriredthGuard-
15.

® Over the frequency range of 150kHz to 80MHz, figtidingths should be less than 3 V/m.
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Recommended Separation Distances Between PortabledaMobile RF Communications
Equipment and the HealthGuard-15

The HealthGuard-15 is intended for use in an edecagnetic environment in which radiated R

disturbances are controlled. The customer or tke afsthe HealthGuard-15 can help prevent
electromagnetic interference by maintaining a munimdistance between portable and mobile
communications equipment (transmitters) and thdthH@aard-15 as recommended below,
according to the maximum output power of the comications equipment.

RF

Rated Maximum
Output Power of

Separation Distance According to Frequency of Tramsitter

Transmitter m
W 150 kHz to 80 MHz | 80 MHz to 800 MHz | 800 MHz to 2.5GHz
d=12/P d=12P d=2.3P
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.2 1.2 2.3
10 3.8 3.8 7.3
100 12 12 23

For transmitters rated at a maximum output powetisied above, the recommended separation

distanced in meters (m) can be estimated using the equagiphcable to the frequency of the

transmitter, wher® is the maximum output power rating of the transenitb watts (W) according

to the transmitter manufacturer.

NOTE 1 At 80 MHz and 800 MHz, the separation dis&afor the higher frequency range applies.

NOTE 2 These guidelines may not apply in all sitred. Electromagnetic propagation is affect
by absorption and reflection from structures, otgend people.
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SECTION 9
ELECTROSTATIC DISCHARGE

Electrostatic Discharge (ESD), commonly referred to as static
shock, is a common naturally occurring phenomenon. ESD is most
common in conditions with low humidity, which can be caused by
heating or air conditioning. In low humidity conditions, electrical
charges naturally build up on individuals and can create static
shocks. An ESD condition occurs when a person with an electrical
energy build-up comes in contact with objects such as metal
doorknobs, file cabinets, other people, or electronic equipment.
The static shock is a discharge of the electrical energy build-up
from a charged person to a lesser or non-charged individual or
object.

ESD can also build up from actions such as wearing socks on
carpet. The HealthGuard-15 takes weight measurements and
some clients may prefer to remove their shoes. It is important to
note that the level of electrical energy discharged from a user of
the HealthGuard-15 to the instrument can be significant enough
to cause damage to the equipment. The following precautions can
help to reduce ESD:

e Anti-Static Spray on Carpets & Linoleum

* Anti-Static Mats
* Grounding between the HealthGuard system and the table
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SECTION 10

APPEARANCE AND PART NAMES

&)

Cuff Housing Arm Rest

/O

Optical Standard Software CD

Communications Cable

Health-o-Meter Medical Scale Scale Cable

The HealthGuard-15 should include all of the components identified above.
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SECTION 11
ASSEMBLING AND SETTING UP YOUR

HealthGuard-15

Step 1 — Provide enough room to place the Scale, Cuff Housing, Arm Rest, and your
computer as shown in the illustration below.

s

£J

Figure 1

Step 2 - Attach the Cuff Housing to the table top using the supplied thumbscrews as
shown below. Then attach the Arm Rest. The arm rest will be held in place by the Velcro
strips that are attached to the Arm Rest and to the Cuff Housing

Figure 2
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Client Supplied Parts — Minimum Requirements

Personal Computer
*  PCRunning Windows XP or higher version
*  Pentium Class Processor
¢ One Available Communications Port
e 1GBRAM
e 500MB Available Hardware Space
e 1024 x 768 Resolution

Battery
e Talentcell 6000 mAh Li-lon Battery Pack (Battery Charger supplied with Battery)

PRECAUTION

The HealthGuard-15 is designed to be powered and operated only using the Talentcell
battery pack described above. Do not attempt to use an alternative power supply.
Using a power supply other than the battery pack above will void your warranty.

Step 3: Installing the HealthGuard-15 Software

Insert the Software CD into your CD drive. The CD will start automatically, and you will
see the following screen:

Note: If the CD does not start automatically, view the contents of the CD and double
click the setup.exe file.

i® HG-15

Welcome to the HG-15 Setup Wizard

The ingtaller will guide you through the steps required to install HG-15 on your computer,

“wARMNIMG: Thiz computer program iz protected by copuright law and international treaties.
Unauthorized duplication or distribution of thiz program,.or any partion of it, mag result in sevens civil
or criminal penalties, and will be progecuted o the maximum extent possible under the law,

Cancel |

Figure 3
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After selecting the ‘Next’ button displayed in the lower right hand corner of the installer
the installation will begin. You will shortly see the dialog box below:

rﬁ! HG-15

Installing HG-15

HG-15 iz being installed,

i HG-865 Drivers Setup =

FB The installation program will now install the device drivers to allow your
HG-865 to communicate with your PC. You will see a separate window

L with a black background, You will be instructed to press enter, when

L the driver installation is complete.

Figure 4
Select ‘OK’ to continue. When instructed, press enter and the driver installation will be

completed. After this set you will see the following message:

Installation Complete

HG-15 haz been successiully installed.

Click "Cloze’" o exit.

Fleasze uze Windows Update to check for any critical updates to the MET Framewark.

Figure 5
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After the screen in Figure 5 has appeared there will be a HG-15 icon on the desktop.
Select this icon to open the installed software.

The cable connections must be done in the order explained below:

STEP 4 - The HG-15 can now be connected to your PC.

Supplied
Armrest Computer / by Client
12V Battery /
Supplied _—
by Client ‘
gcﬂie Communications
e T Cable

Figure 6
1. Scale Cable - Connect the scale cable to the Scale and then to the Cuff Housing.

2. PC Connection — Plug the communications cable into an available input on the
computer. Then plug the connector on the opposite end of the communications cable
into the Cuff Housing.

3. Power Connection - Connect a charged battery pack (as specified oa Patp) to the
connecter located on Cuff Housing.

Note: The HG-15 may take 2 to 5 minutes to warm up before it is recognized by your
PC.
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SECTION 12
USING THE HEALTHGUARD-15

Software Setup Options

The HealthGuard software is equipped with a number of settings the owner can
personalize to their preferences. These are set in the “Kiosk Administration Screen”. To
enter the Kiosk Administration Screen, you must first touch or click on the “Click to
Begin” opening screen. It will then ask for a language, select your language. Next, set
Age to “999”. This is the “Username” code to access the Administrator Settings. It will
then ask for the Kiosk Password. By default this password is “123ADMIN”. Enter this
password in and you will now be taken to the Kiosk Administration Screen. Here you can
adjust Kiosk Administration Settings such as Online Access, Weight Scale use,
Measurement Units, and the Default Language used by the Kiosk. The included
screenshots show the program flow:

Enter Age

Please enter your Age

Enter “Age” as
999 and select

Ok in the
bottom right 999|
hand corner.
This will take 7 8 9
you to the
password 4 5 6
screen shown in 7 5 .
the next figure.

0

Delete
Exit Ok
Figure 7
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The next screen that will appear after entering 999 for age is the Kiosk Admin Password
screen. The password to access the kiosk administrator screen is 1223ADMIN. Enter this
password using the on-screen keyboard and select “Ok” in the bottom right corner.

Kiosk Admin Password:

Please enter the Kiosk Admin password.
Your password must be at least 6 characters long.

[afls][o][F]lef{n]ls][c][t]

Lz f[x]leflv]{e][n][m|[- ] |le]
‘ Space H Delete ‘
Figure 8

You will now see the Kiosk Administration Screen, as shown in the figure below. There
are a number of settings that can be adjusted at this screen. These settings adjustments
are explained over the next few pages of this document.

\Kiosk Administration H Serial # \ | 8655011493F ‘
Statistics Time Out Allow s No
Online Access
‘ View ‘ ‘ 30 seconds Close Software

‘ Allow Scale H Yes H No ‘

‘ Zero Adjust Scale ‘

Default Language ‘ Allow Printer ‘ ‘ Yes ‘ ‘ No ‘
English
Measurement Units
English
‘ Exit ‘ (Ibs, ft, in)
Figure 9
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Ensure Serial Number Is Correct

After entering the Kiosk Administration Password it will ask for the Kiosk's Serial
Number. If this hasn't already been entered by the manufacturer, you may enter this by
looking for the 11-digit serial number sticker on any one of the parts of the Kiosk. If this
serial number has already been entered, you must at least look for it in the Kiosk
Administration Screen. It will be located at the top right of the screen. If for some
reason this serial number is incorrect, please contact Futrex, Inc.

Kiosk Administration | serial # (( 8655011493F
\
Statistics Time Out Allow
Online Access ¥Yes Sl
‘ View ‘ ‘ 30 seconds X Close Software
7/
‘ Allow Scale H Yes H No ‘

‘ Zero Adjust Scale ‘

Default Language ‘ Allow Printer ‘ ‘ Yes ‘ ‘ No ‘
Metric
(kg. cm)
Measurement Units
English
‘ ‘ (Ibs, ft, in)

Figure 10
Online Access

By default, the HG-15 Kiosk will have Online Access turned off. If you wish to use Online
Access, you must:

1. Connect the computer that is running the software to the internet.
2. Access the Kiosk Administration Screen.
3. Allow Online Access via Kiosk Options by selecting “Yes”

Make sure to test the Online Access by taking a measurement and selecting to email the
results. This function has been added to allow the person being test to email the test
results to their home or doctor.
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Weight Scale
The Weight Scale can be turned off if desired by changing the

“"

Allow Scale”
option. Before operation of the weight scale, it is recommended that the Kiosk
Administrator press the “Zero Adjust Scale” button so that it will

easure a correct
weight after installation. Please ehsure there is nothing on the/scale before pressing the
“Zero Adjust Scale” button.

Kiosk Administration \ | Serial// | 8655011493F |
\

Statistics Time Ou
Allow Yes No

| view  ||[ s0seconds / ’ Close Software
| Rllow Scale | Yes || No |
Y Zero Adjust Scale |
Default Language . AllowPrinter | Yes || No |

English
M Measurement Units

English
‘ Exit ‘ (Ibs, ft, in)

Figure 11

Measurément Units
The Kiosk supports English and Metric units, only the Kiosk administrator can

seleft this. This setting is used for all measurements by the Kiosk.

Default Language

The HealthGuard software allows you to select the default language with which
the “Touch Here to Begin” screen will appear. The customer will then select the
language they desire on the following page. After the measurement the software will
revert back to the default language. The software currently supports English, Spanish,
and French.
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Time Out

The HealthGuard software has a “Time Out” feature that reverts the software
back to the home screen if a client has not changed from another screen within the
software for a set period of time. This prevents clients from inadvertently leaving their
results pages on the computer’s screen so others could see them. In addition it readies
the software for the next person’s reading. The kiosk administrator can set this length of
time by clicking the “Time Out” setting.

\Kiosk Administration H Serial # \ \ 8655011493F
Statistics Time Out
Allow
Online Access Yes No
‘ . View ‘ ‘ 30 seconds ‘ Close Software
bl
Allow Scale H Yes H No ‘

‘ Zero Adjust Scale ‘

Default Language ‘ Allow Printer ‘ ‘ Yes ‘ ‘ No ‘
English
Francais Measurement Units
English
‘ Exi}/ ‘ (Ibs, ft, in)

Figure 12

Statistics

The HG-86Y Kiosk records every measurement anonymously and safely with 128-
bit standard govefnment encryption to be used by the Kiosk Administrator. These
records are shoyn statistically within the Kiosk Statistics screen. These statistics can also
be reset wheryneeded. An example of the Statistics page is shown in the first figure on
of this manual.

Close Software

The final option in the Kiosk Administrator page is to close the HealthGuard
software. This is done by clicking the “Close Software” button. You will need to click on
the HealthGuard icon on the desktop to open the software again.
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|Kiosk Statistics

o
» >

GOOD

FAIR

NEEDS IMPROVEMENT
RISKY

Body Mass index

Range

Median

Ratings
UNDERWEIGHT
NORMAL
OVERWEIGHT

OBESE

Basdl Fate (cals)
Range

Median

Figure 13
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SECTION 13

PERFORMING A MEASUREMENT

PRECAUTION
The HealthGuard-15 is only to be used for screepurgoses, and is
not intended for diagnosis.

This cuff is designed for arms 9” to 13" in circumference.

This cuff is not designed for very large arms. DO NOT FORCE YOUR ARM INTO THE
CUFF. TEMPORARY DISCOMFORT OR INJURY MAY OCCUR. Your arm should fit
comfortably with your elbow and forearm on the rest area. TO RELEASE: PRESS
THE STOP BUTTON.

NOTE: As seen in the labeled cuff above, the cuff is designed for arms 9” to 13” in
circumference.

The display on the computer’s monitor allows you, without any other assistance, to perform a
self measurement.

To start a measurement click or touch anywhere on the first computer screen:

HealthGuard

Touch Screen To Begin

2008-2012 © Copyright Futrex, Inc. All Rights Reserved Version: 2.39

Figure 14
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You will then be prompted to enter the following data:

Select Your Language

Hello! Bonjour!

English Francais

First, you will select a language (English, Spanish, & French available)
and hit the “Next” button in the bottom right to continue.

Figure 15

Enter Age

Next, you will be
prompted “Please
enter your Age”.
When an age is
entered, the “Next”
button will appear in

the same position in
the bottom right-
hand corner.

Figure 16
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Select Your Gender

Male | ‘ Female

The software will next prompt you to select your
gender. This can be done by clicking the Male /
Female text or clicking on either image. When a
selection is made the “Next” button will appear in

the bottom right hand corner.

Figure 18 (below) allows you to select from three measurement types. All three are explained at
length as seen below. Examples of all three measurement types are shown throughout the
following pages. When a measurement type is selected, the “Next” button will appear in the

bottom right hand corner.

Figure 17

Select Measurement Type:

Please select the type of measurements you wish to take.

Complete Analysis

+ Measure your Weight and calculate your Body Mass Index and
Basal Metabolic Rate.

+ Measure your Body Fat Percentage.
+ Measure your Blood Pressure and Heart Rate.

+ Show Ratings for your Weight and Blood Pressure.

Blood Pressure

+ Measure just your Blood Pressure and Heart Rate, and show
your Blood Pressure Ratings.

Analysis
) ) * Measure just your Weight and calculate your Body Mass Index,
Weight Analysis | Basal Metabolic Rate, and show Weight Ratings.
Exit

Figure 18
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MEASUREMENT TYPE 1 — COMPLETE ANALYSIS

The “Complete Analysis” measurement type performs the weight, percent body
fat, blood pressure, and heart rate measurements in a single test. After selecting
“Complete Analysis” on the previous page, follow the steps below:

Enter Height:

Please enter your height in feet and inches

You will be

prompted to enter

their helght in feet lI|

and inches. When a

height has been
entered, the

“Next” button will E
appear in the

bottom right hand :
corner.

Figure 19

Figure 20 (below) is the screen that appears prior to the weight measurement. When you are
ready, simply press the “Begin” button and the scale will take a weight measurement.).

Weight Analysis

= Please step onto the scale.
« Breathe normally, avoid talking, and remain still.

« Press BEGIN Button to begin taking measurements.

-t If you are unable to stand on the scale, please press here to enter your weight.

Figure 20
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Weight Analysis

* Measuring your weight now.

+ Breathe normally, avoid talking, and remain still.

Did You Know?
Chronic alcohol consumption can lead to high blood pressure.

This screen is shown when the weight measurement is being taken.
The software will automatically go to the next screen (Figure 9, below)
when the weight has been obtained.

Figure 21

Figure 22 (below) is the screen shown prior to the blood pressure and body fat measurements
being taken. These measurements are taken simultaneously. Place the left arm into the cuff
so that the bottom edge of the cuff is about one inch above the elbow. press the “Begin”

button in the bottom right hand corner. This will begin the blood pressure and body fat
measurements.

Blood Pressure Analysis

* Make sure your bare left arm is inserted into the cuff.

* Keep your left palm down and relaxed.
* Breathe normally, avoid talking, and remain still.

* Press BEGIN Button to begin taking measurements.

Weight 295 Ibs

Figure 22
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Figure 23 (below) is shown while the measurements are being taken. Scrolling facts (see middle
screen, Figure 23) are provided for you during the measurement. The measurement can be
aborted at any time by pressing the ABORT button in the bottom left hand corner OR by

pressing the EMERGENCY STOP button on the side of the blood pressure cuff (see Figure 24,
below).

Blood Pressure Analysis

* Measuring your blood pressure now.

+ Keep your left palm down and relaxed.
+ Breathe normally, avoid talking, and remain still.

* Press ABORT Button to end measurement.

Did You Know?
According to the American Heart Association, 26% of all adults in America
have high blood pressure.

Figure 23

Figure 24

As soon as the measurements are completed a results screen will appear that provides an

evaluation of the information that was gathered from the measurements. There are three
results pages, as seen below.
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Weight Analysis Results

Gender Male
Age 38
Height 56" Ratings
Body Mass Index 352
Basal Metabolic Rate 1,838.4 calories

Weight Analysis Results Page shows first. You
can advance to the next results page by
clicking “Next Page” in the bottom right hand
corner.

Clear Results

Figure 25

Figure 26 (below) shows the results of the blood pressure measurement as seen here.

\Blood Pressure Analysis Results

| Blood Pressure ‘ | Ratings
Systolic .
American Heart
129 mmHg Association Rating
Diastolic Diastolic Caution
Systolic Li 81 81 mmHg
129
National Institutes
Heart Rat
sanmae of Health Rating
71 bpm
Pre-Hypertension

RECOMMENDATION: Change to a healthier lifestyle to help lower your blood pressure.
This recommendation is the result of a Systolic value between 120 AND 139 mmHg CR a
Diastolic value between 80-89 mmHg.

Clear Results Previous Page Next Page

Figure 26
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The third and final results page is the Body Composition Results. An example of this page can be
seen in Figure 27 (below). The results pages will stay visible unless it remains on the same page
for sixty seconds. If this happens the software will automatically return to the “Click Here to
Begin” screen seen in Figure 14.

'Body Composition Results

Bady Fal provides a reseroir of erergy for the Body . High pereent of
Body Fat 32.9% body fat significantly increases the risk of diabetes. heart attacks,
|strokes, and cerain farms of cancer

Thie total weight of all the fat in your body is called the Fat Mass. In
Fat Mass 719 |ps | anguation
Fat kass = (total body weight X percent body fat) ! 100

Tt tartal wisight of everyihing in your bady exeept fat including your
Lean Mass 1467 |bs bones. organs. and muscles. In an equation:

Lean Mass = total body weight - fat mass

Ahways consult your physiclan before changing your dist, or beginming B new exercise program.

Clear Resulls Previous Page

Figure 27

If you select the “Clear Results” button seen in the bottom left corner of the results pages in
Figures 25, 26, & 27 you will be prompted if you would like to email or save your results. These
screens can be seen in Figures 28 & 29. If you select to email or save their results an on-screen
keyboard will be provided to enter your email address as well as prompt for a unique username
and password if the results are to saved. Once these have either been completed or declined (by
pressing “No”) the software will return to the “Click Here to Begin” screen seen in Figure 14.
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Email Your Results

Figure 28

Save Results

Figure 29
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MEASUREMENT TYPE 2 — BLOOD PRESSURE ANALYSIS ONLY

If the second Measurement Type, Blood Pressure Analysis, is selected the weight
measurement will not be preformed and you will not be asked to enter your height. The
following outlines the steps after selecting blood pressure analysis as the measurement
type.

Figure 30 (below) is the screen shown prior to the blood pressure measurement being
taken, after selecting the Blood Pressure Analysis Measurement type. Place the left arm into
the cuff so that the bottom edge of the cuff is about one inch above the elbow. Press the
“Begin” button in the bottom right hand corner. This will begin the blood pressure
measurement.

Blood Pressure Analysis

* Make sure your bare left arm is inserted into the cuff.

+ Keep your left palm down and relaxed.
* Breathe normally, avoid talking, and remain still.

* Press BEGIN Button to begin taking measurements.

Figure 30

Figure 31 (below) is shown while the measurements are being taken. Scrolling facts (see middle
screen, Figure 31) are provided for you during the measurement. The measurement can be
aborted at any time by pressing the ABORT button in the bottom left hand corner OR by
pressing the EMERGENCY STOP button on the side of the blood pressure cuff (see Figure 32,
below).
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Blood Pressure Analysis

» Measuring your blood pressure now.
* Keep your left palm down and relaxed.
* Breathe normally, avoid talking, and remain still.

« Press ABORT Button to end measurement.

Did You Know?
According to the American Heart Association, 25% of all adults in America

have high bload pressure.

Figure 31

Figure 32
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As soon as the measurement is completed a results screen will appear that provides an
evaluation of the information that was gathered from the blood pressure measurement. Only
the Blood Pressure Analysis Results page, seen below in Figure 33, will be shown for the Blood
Pressure only measurement type.

\Blood Pressure Analysis Results ‘

‘ Blood Pressure ‘ ‘ Ratings ‘
Systolic :
American Heart
116 mmHg Association Rating
’ Diastolic Diastolic Caution
Systolic = 87 87 mmHg
116 4
National Institutes
Heart Rat
canrae of Health Rating
95 bpm

Pre-Hypertension

RECOMMENDATION: Change to a healthier lifestyle to help lower your blood pressure.
This recommendation is the result of a Systolic value between 120 AND 139 mmHg OR a
Diastolic value between 80-89 mmHg.

Exit

Figure 33

If you select the “Exit” button seen in the bottom left corner of the blood pressure result
page in Figures 33 (above) you will be prompted if you would like to email or save your results.
These screens can be seen in Figures 34 & 35. If you select to email or save their results an on-
screen keyboard will be provided to enter your email address as well as prompt for a unique
username and password if the results are to saved. Once these have either been completed or
declined (by pressing “No”) the software will return to the “Click Here to Begin” screen seen in
Figure 14.
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Email Your Results

Figure 34

Save Results

Figure 35
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MEASUREMENT TYPE 3 — WEIGHT ANALYSIS ONLY

If the third measurement type, Weight Analysis, is selected the software will only
perform a weight measurement and there is no need for the user to insert their arm
into the blood pressure cuff. The following outlines the steps after selecting the “Weight
Analysis” measurement type.

Enter Height:

Please enter your height in feet and inches

You will be

prompted to enter

their height in feet E

and inches. When a

height has been E
entered, the E

“Next” button will

appear in the E

bottom right hand E

corner.
Exit

Figure 36

Figure 37 (below) is the screen that appears prior to the weight measurement. When you are
ready, simply press the “Begin” button and the scale will take a weight measurement.

Weight Analysis

+ Please step onto the scale.
« Breathe normally, avoid talking, and remain still.

* Press BEGIN Button to begin taking measurements.

.‘ If you are unable to stand on the scale, please press here to enter your weight.

ABORT

Figure 37
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After pressing begin, remain still on the scale. The screen shown below will appear
during the weight measurement. Once the scale obtains a weight, the results page (below,
Figure 39) will show.

Weight Analysis

Did You Know?
Chronic alcohol consumption can lead to high blood pressure.

Figure 38

Weight Analysis Results

NEEDS IMPROVEMENT
OBESE

1,838.4 calories

Clear Results

Figure 39
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If you select the “Clear Results” button seen in the bottom left corner of the results
page in Figure 39 you will be prompted if you would like to email or save your results. These
screens can be seen in Figures 40 & 41. If you select to email or save their results an on-screen
keyboard will be provided to enter your email address as well as prompt for a unique username
and password if the results are to saved. Once these have either been completed or declined (by
pressing “No”) the software will return to the “Click Here to Begin” screen seen in Figure 14.

Email Your Results

Figure 40

Save Results

Figure 41
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SAVE RESULTS & EMAIL FUNCTIONS — EXPANDED

The “Save Results” and “Email Results” functions have been mentioned
throughout Section 12 (Performing a Measurement) section of this manual. This section
will expand on the explanation of their functionality.

If Online Access is enabled (see Figure 10, Page D-20 for more information) the
software will ask the client if they would like to email their results (See Figure 40). If the
client selects “Yes” the following screen will appear:

Email Address:

Please enter your email address.

I ' ACTV.NET]

1 2 3 4 5 6 7 8 9 0

Q w E R T Y U I O P

Delete

Exit Ok

Figure 42

Once the client has entered their email address, if they click “Ok” in the bottom
right-hand corner a copy of their results will be sent to their email. The client will next
be asked if they would like to save their results (see Figure 41). If the client elects to
save their results they will be asked to enter a User Password of a minimum of six
characters. They will use this password to access their results on all future readings. This
allows the user to view readings over time. Figure 43 below shows the password entry
screen. Figure 44 is an example of saved results that can be viewed over time. The
software will save and track results for Blood Pressure, Body Fat Percentage, Weight,
Basal Metabolic Rate, Body Mass Index, and Heart Rate. Once the client is done viewing
their saved results they will select “Exit” and the software will return to the main screen.
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User Password:

Please enter your user password.

It must contain at least 6 characters.

1 3 4 5 6 7 9
Q E R T Y U o
A D F G H J L
z C Vv B N M
Space Delete
Exit
Figure 43

Ok

‘_@MYACTV_NET H Member Since: H 03-11-2013

140

Blood Pressure Over Time

120

100

iz

80

n

60

40

Blood Pressure (mmHg)

20

0

3/10/2013

3112003

312/2013
Date (mm/dd/yyyy)

= Systolic = Diastolic

31312013

Select a measurement type to view graph

Exit

Previous
Graph

Blood Pressure

Next Graph

Figure 44
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SECTION 14

TROUBLESHOOTING

Problem

Probable Cause(s)

Corrective Measures

Display Shows
HG-15 NOT CONNECTED

a) Bad Connection between
the HG-15 and the
communications port

b) No Power to the HG-15

c) HG-15 is not warmed up

a) Ensure that the Communications Cable is
connected to both the PC and the HG-15

b) Ensure that the battery pack is charged
and that is fully plugged into the power
connecter on the HealthGuard-15.

c) The HG-15 takes 1-2 minutes to warm up
(sometimes a bit longer). Wait for a minute
or two, and then try again.

Poor Repeatability on
Blood Pressure
Measurements

Subject moved during the
evaluation.

Repeat the evaluation, and be sure to
remain still and quiet during the evaluation.

Unusually high blood
pressure readings

Subject has not relaxed
enough to be at normal
resting blood pressure.

Have the subject sit quietly for 2-3 minutes,
and then repeat the test.

Error measuring Body
Fat. Display is ---

Sleeve was in the way of the
body fat sensor.

Ensure that the subject has his or her sleeve
rolled up. The skin must be bare for reading.

Poor Repeatability on
Body Fat Measurements

a) Subject moved during the
evaluation

b) Sleeve was in the way of
the body fat sensor.

a) Repeat the evaluation, and be sure to
remain still and quiet during the evaluation.

b) Ensure that the subject has his or her
sleeve rolled up. The skin must be bare for a
body fat reading.

Error taking Weight
Measurement when
stepping on scale

Bad connection between the
scale and the HG-15

Moving your body when
standing on scale

Ensure that the Serial Cable is connected to
both the scale and the HG-15

Stand still, no talking

HG-15 becomes
unresponsive after
using emergency stop
button

HG-15 lost communication
with PC

Wait 1 — 5 minutes to allow the instrument
to regain communications with the PC as the
system resets.
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SECTION 15
FCC STATEMENT

Note:
POTENTIAL FOR RADIO/TELEVISION INTERFERENCE (for U.S.A. only)

This product 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. The product generates, uses, and can radiate radio
frequency energy and, if not installed and used in accordance with the instructions, may
cause harmful interference to radio communications. However, there is no guarantee
that interference will not occur in a particular installation. If the product does cause
harmful interference to radio or television reception, which can be determined by
turning the product on and off, 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 product and the receiver.

e Connect the product into an outlet on a circuit different from that to which the
receiver is connected.

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

POTENTIAL FOR RADIO/TELEVISION INTERFERENCE (for Canada only)
This digital apparatus does not exceed the Class B limits for radio noise emissions from

digital apparatus as set out in the interference-causing equipment standard entitled
"Digital Apparatus", ICES-003 of the Canadian Department of Communications.
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SECTION 16

HEALTHGUARD-15 SPECIFICATIONS

Blood Pressure and Pulse
Accuracy

Pressure: ¥ mmHg or 2% of readings above 200 mmHg
Pulse: £ 5% of reading

Body Composition Accuracy

Comparable to Hydrostatic Weighing, universally considered
the “Gold Standard” in Body Composition Analysis.

Measurement Ranges

Blood Pressure: 0to 280 mmHg
Heart Rate: 40 to 180 beats/min
Percent Body Fat: 2.5% to 45%
Weight: 40 to 440 Ibs (200 kg)

Arm Size Range

9” to 13” in circumference

Age Ranges

18 and up for Blood Pressure
18 and up for Percent Body Fat

Blood Pressure
Measurement Method

Oscillometric

Overpressure Limit

300 mmHg

Body Composition
Measurement Method

Near Infrared Interactance

Evaluation Time

Typically less than one minute

Storage Temperature / Humidity
Range:

Temperature: -4° F to 131° F (-20° C to 55° C)
Humidity: 15% to 90% RH (non condensing)

Operating Temperature /
Humidity / Barometric Pressure
Range

Temperature: 50° F to 104° F (10° C to 40° C)
Humidity: 15% - 90% RH (non condensing)
Barometric Pressure: 105kPa to 80 kPa (790 — 600 mmHg)

Table-top Unit Dimensions

Height: 7 inches
Width: 7 inches

Depth: 10 inches
Weight: approx. 11 lbs.

Weight Scale Dimensions

Height: 2 % inches
Width: 12 inches
Depth: 12 inches
Weight: approx. 10 Ibs.

Power Source

User-Supplied Talentcell Rechargeable 6000 mAh Li-lon
Battery Pack
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Appendix 1

Defining the “Ratings” that are Provided with Each HG-15 Measurement

The HealthGuard-15 (the “HG-15") provides measunenoé blood pressure percent
body fat, and weight. The results of the measurtsn@re provided on the computer’s
display and also on the optional printout capapbilithe following describes the various
ratings that accompany each measurement:

Blood Pressure Ratings

The HG-15 displays the recommended blood pressitiregs published by the National
Institutes of Health (the “NIH”). These NIH ratingse:

* “Normal”_ - This rating is if the person’s systolic measugamis less than 120
mmHg and with the diastolic being less than 80 mmHg

» “Pre-hypertension” — This rating is if either the systolic or diagtddlood
pressure is higher than the “Normal” values, whengdystolic measurement is
less than 140 mmHg or the diastolic result is tkas 90 mmHg.

» “Stage 1 Hypertension”— If rating is if either the systolic or diastoltood
pressure is higher than the “Pre-Hypertension” esluvhen the systolic
measurement is less than 160 mmHg or the diastdidt is less than 100
mmHg.

» “Stage 2 Hypertension”— If the systolic or diastolic measurement is keigtinan
that given for “Stage 1 Hypertension”, then theutes shown as “Stage 2
Hypertension.”

Percent Body Fat

Currently no official national ratings have beetabBshed for percent body fat. For that
reason, no body fat ratings are provided with tleasarement results.

Weight

The weight rating that is shown when a measureisanade is based upon the
combination of two major mortality studies perfoadigy:

* Metropolitan Life Insurance Company, and
* The National Institutes of Health

These large scale studies provide meaningful recemdied ratings to compare a person’s
weight. The following summarize the weight ratings:
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MALE (Adults)

Weight (Ibs)
Height Risky Good Excellent Fair Needs
Less then Improvement

52" 89 89-130 131-141 142-169 170+
5 3" 91 91-132 133-143 144-171 172+
5 4" 92 92-134 135-145 146-174 175+
55" 94 94-136 137-148 149-177 178+
56" 95 95-138 139-151 152-180 181+
57" 97 97-141 142-154 155-184 185+
58" 99 99-144 145-157 158-187 188+
59" 101 101-147 148-160 159-191 192+
5 10” 103 103-150 151-163 164-195 196+
511" 105 105-153 154-166 167-198 199+
6’0" 107 107-156 157-170 171-203 204+
6’1" 110 110-159 160-174 175-207 208+
6’2" 112 112-163 164-178 179-212 213+
6’3" 114 114-166 167-182 183-216 217+
6’4" 117 117-170 171-187 188-222 223+
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FEMALES (Adults)

Weight (Ibs)
Height Risky Good Excellent Fair Needs
Less Then Improvement

410" 75 76-108 109-121 122-143 144+
411" 76 77-110 111-123 124-145 146+
50" 78 79-115 113-126 127-148 149+
51 79 80-114 115-129 130-151 152+
52" 81 82-117 118-132 133-155 156+
53" 83 84-120 121-135 136-159 160+
5 4 85 86-123 124-138 139-162 163+
55" 87 88-136 137-141 142-166 166+
5 6" 89 90-129 130-144 145-170 171+
57 91 92-132 133-147 148-174 175+
58" 93 94-135 136-150 151-177 177+
59" 95 96-138 139-153 154-181 182+
5 10" 97 98-141 142-156 157-185 186+
5 117 99 100-144 145-159 160-188 189+

6’ 101 102-147 148-162 163-192 193+
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Appendix 2
Essential Performance Report

The HealthGuard-15 Essential Performance includéaed all functions that the device
performs. The following functional listing is in @nological order. Next to each
function is whether it is performed by the devidessdware or device’s software.

* Power Up (hardware)

 Warm Up (hardware)

» Acquire Subject Height, Sex, and Age; Prevent liavBhtries (software)

» Acquire Subject Weight; Prevent Invalid Entry (haede/software)

* Initiate Reading (software)

* Measure Percent Body Fat (hardware)

* Measure Blood Pressure; Prevent Cuff Over-inflafftardware)

* Transmit Results (hardware)

» Save Results (software)

» Display Results (software)

* Print Results (software)

* E-Mail Results(software)

Functions of Essential Performance

Referring to the Risk Management File given in ®ecl7-2 and Appendix B, the only
function that contains unacceptable risk is:

Measure Blood Pressure; Prevent Cuff Over-inflation

In terms of essential performance, the term “owdlaiion” is defined as any cuff
pressure that could cause bruising or other hartingt@ser’'s arm. The risk is mitigated in
three ways:

1) There is an on-screen “ABORT” button. When pres#esl Abort command is
sent to the firmware running within the HG-15. Thénds a signal to the Blood
Pressure module forcing it to instantly end theliegand immediately open the
pressure relief valve to allow the cuff to rapidigflate.

2) In addition to the above, there is an “EMERGENCYCOHT pushbutton built on
the HealthGuard-15’s Cuff Housing. This pushbuitoaasily accessible by the
user’s right hand. When this button is pressegkdtinds the lines connected to
the Non Maskable Interrupt pin on the HealthGuasts-inicroprocessor. This
immediately forces a system reset, which forcedbtbed pressure module to
reset, thereby, opening the pressure relief valvielwrapidly deflates the cuff.
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3) In the unlikely event that neither of the aboverapphes succeed in initiating the
rapid cuff deflation, the power cord can be disawrtad from the system. As soon
as the blood pressure module loses power, theapiffly deflates.

Pass/Fail Criteria for EMC Testing and All Operago

HealthGuard-15 Blood Pressur
Cuff does not cause bruising of
PASS the user’'s arm and never exceeds
299 mmHg under any condition.

=W

HealthGuard-15 Blood Pressur
Cuff causes bruising, or if the
FAIL cuff pressure exceeds 299
mmHg.

D
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A FUTREX Inc.

130 WESTERN MARYLAND PARKWAY
HAGERSTOWN, MD 21740
1-301-733-9368 + FAX:1-301-733-4660 e« ni&il: info@futrex.com
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