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1. Introduction

bp Trax® is an Apple iPhone, iPod touch and iPad * software Application (App) designed to
track a user 6 sbp)periormancemithen ared @aeross different Trial Treatments.
Trial Treatments can be medications prescribed by a physician or Life Style Changes such as
diet or exercise. Users must have an Apple iPhone or iPod touch device to open and use bp
Trax®. Users enter blood pressure, weight, height and personal information into bp Trax® to
display treatment performance results and information affecting cardiovascular health.
Most bp Apps are i Ti me  Baalg displaying bp results across increments of time (daily,
weekly or monthly combmatlons) without consideration for treatment periods or performance.
In contrast, bp Trax® compares bp performance between and across different treatments;
ai d| ng healthcare professi obpdréasnent. rn ofther watds,by a
Trax® allows users and their doctor to more effectively treat Hypertension by providing
specific performance feedback on each different trial treatment.
Once the patient obtains their optimal bp treatment, bp Trax® automatically reports i Ti me
B a s e driorm@nce monitoring across increments of time.
This document is a compilation of all bp Trax® Screens, Help Statements, Screen Messages,
Screen Text and Supporting Information to provide patients, users and healthcare
professionals with a single reference for a comprehensive understanding of bp Trax®.
(*) bp Trax® is not designed for the iPad, but will function properly with the small screen size.
bp Trax® contains the following features and functions:

0 User Security Options

o Display, Organize & Edit Results

0 Add User Comments

0 Resting Blood Pressure Timer

o Simple Statistics

o BMI & Weight Graphics

o Classification of Blood Pressure with Histograms

o Innovative Treatment Performance Technology ™ with Graphics

o0 Multi-Dimensional Quad Plot

o Print & e-mail Reports

o Import & Export Data

o Introduction Letter to your Doctor

o Next Doctor Visit Reminder

o Trax News Newsletter
bp Trax® is designed to record adult bp results outside of the doctor's office, providing
medical professionals with supplemental blood pressure (bp) performance information.
Often, a patient's bp will abruptly change during a doctor's visit due to stress and/or anxiety
related to the medical environment. Measurements under these conditions often produce
results that do not reflect the true bp status of the patient.
bp Trax® utilizes bp measurements taken in a relaxed environment (home or office) that often
represents a more accurate assessment of patient bp status.
Patients should read and understand all instructions included with their personal bp monitor,
inform their physician or medical professional that they are usmg bp Trax® and visit
www.DataDancer.com for information and bp education. bp Trax® also provides a printable
introduction letter (MD Letter) to your doctor explaining the purpose and features of the
program.
iPhone and iPod touch are trademarks of Apple Corporation.
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2. Product Requirements

bp Trax® is designed as an Apple Software Application requiring device activation by a
communication network provider. bp Trax® can be used with the following devices:

o Apple iPhone
o AppleiPad
0 Apple iPod touch

2.1.Apple iPhone Requirements

2.1.1. Supported iPhone Versions
bp Trax® is compatible with the following iPhone versions with iOS6 or greater.

iPhone (Original)
iPhone 3G
iPhone 3GS
iPhone 4S
iPhone 5C & S
iPhone 6 & 6Plus

O O0OO0OO0OO0Oo

2.1.2. iPhone Operating System (i0S) Minimum Requirements
These requirements are controlled by Apple as iOS upgrades that specifically apply
to device performance and application availability. bp Trax requires iOS6 or greater.

2.2.Apple iPod Touch Requirements

2.2.1.Supported iPod Touch Versions
bp Trax is compatible with the following iPod touch versions:

iPod touch 1G A1213 (Original)
iPod touch 2G A1288

iPod touch 3G A1318

iPod touch 4G A1367

iPod touch 5G

O O O0OO0Oo

2.2.2.iPod Touch Operating System (iOS) Minimum Requirements
These requirements are controlled by Apple as iOS upgrades that specifically apply
to device performance and application availability. bp Trax requires iOS6 or greater.

2.3.bp Trax® Software Minimum Requirements
A u s dRhdng, iPad or iPod touch must have sufficient memory available to
accommodate the bp Trax® application software and all entered data. These minimum
requirements are in addition to the iOS Requirements.

2.3.1.Application Storage Space
bp Trax® requires 17 MB memory.

2.3.2.Data Storage Space
Data memory depends upon the number of blood pressure results entered. Most
users will not exceed 1.0 MB.

2.4.0ther Requirements

2.4.1.Color Printer
Since bp Trax® is designed with extensive use of color, a color printer is highly
recommended for printed reports. However, reports have been optimized for gray
scale printing and viewing.
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2.4.2. Communications Network Access
The u s e iiPane, iPad or iPod touch must be activated by a Communication
Network Provider to provide network access for application upgrades.

2.4.3.Personal bp Monitor
A user must have a calibrated personal blood pressure (bp) Monitor, properly
maintained (as recommended by the manufacturer) and fully functional.

3. Intended Use

bp Trax® is designed for Adult Blood Pressure Only or persons 18 years or older.

bp Trax® is intended to be used as a personal blood pressure application to record patient

measured results from a personal blood pressure (bp) monitor, aiding in the management of

high blood pressure or hypertension, as directed by a pati ent 6s phoai cian or
provider. The printed reports, and information contained within, are intended for review and

interpretation by a physician and not as a standalone diagnostic tool.

If bp Trax® is used without a physician or healthcare provider relationship, all information
must be considered educational, r e Imadical adyicet o t he us
for the purpose of diagnosis, administration of treatment(s) or to prescribe medication(s).

bp Trax® is not recommended for use as a registered medical device in the United States of
America due to unreasonable fees levied by federal and state governments.

4. Program Overview

bp Trax® is designed to record, display, graph and report adult blood pressure e
(bp) performance, obtained from personal bp monitor measurements, across a bp Trax
series of trial treatments. The App assumes use of proper bp measurement
procedures and a bp monitor that is fully functional, calibrated and properly
maintained. The following is a list of bp Trax?” screens with a brief functional
overview:

Cowpare bp Treatwent (Tx) Performance

4.1.Welcome Screen
The Welcome Screen is always the first screen displayed when bp Trax® is
opened. The screen is active for only a few seconds and displays the
application software Version Number and the Healthcare Partnership that
designed and programmed bp Trax®:

Solving the Blood Pressure "Treatment® Puzzle

@ Datadancer * e
Medizal Systems @’b[‘#

o DataDancer Medical Systems, Chico, California (USA)
o Xi 6 an ifé IMaynbation Technology Co., Ltd, Xi 6 an

bp Trax™ Screen Guide

App Overview

4.2.bp Trax® Screen Guide

The Screen Guide is an App Overview listing all bp Trax® screens, auto 1':ji“s'"cf;::":“::,"s“anmSemgs
functions and associated requirements. The Screen Guide is temporally o Enter required Program Information
displayed to a new user immediately after the Welcome Screen. However, § E6taFeGalfed Raruchal Infermaticn

the Screen Guide is always selectable on the More Screen.

2. BP Treatment (Tx)
Treatment Screen »
o “Start Trax” automatically entered as
1st Treatment (Tx)
o Edit or Start New Treatments

_3. Enter BP Results

/ i~ o |2
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4.3.Program Information Screen
The Program Information Screen allows users to
change Program Defaults, enter a BP Monitor -
Name and add or eliminate the Security Option. | SeletTme 2emr |uazney
Security Questions are available on a secondary | ssectunis
screen to authenticate user identity if the user
passcode is forgotten.

Ok Security Questions Cancel

Security Question 1

City where you were bom? v

&' Metric Answer

Key West

Blood Pressure (BP) Monitor

[o z Security Question 2
BP Monitor Type %l Wrist
High School mascot?

BP Monitor Name ‘Omron HEM-720N2 Answer

Conch

«

4.4, Security Questions Screen
The Security Questions Screen provides sets of |_Seuiy
Security Questions to authenticate users who have | g o | Bt
forgotten their passcode. If the Security Questions .
are answered correctly, the passcode will be | Sy Questons 9 /@

revealed to the authenticated user.

If the Security Questions are answered incorrectly, the forgotten passcode . Personal Informatio
must be recalled by the user in order to continue using bp Trax®. Personal

First Name Mark
4.5.Personal Information Screen
The Personal Information Screen personalizes bp Trax® with Name, Date of | ‘Mmoo
Birth, Gender and Height. This information is considered minimal for medical scsename  (RSTTTD
identification. A Screen Name is added for security purposes.
DaleofBith (03031973

4.6.BP Treatment Screen Gender [ ltalagy Female

F=W The BP Treatments Screen displays all attempted Trial Treatments | ™" sl
L—' on Treatment Tags. fStart Traxois automatically entered as the

reatment

default Treatment Name when a new user starts bp Trax®. If already on a -
treatment, the new user can edit and rename i St @raxd to an existing
Treatment Name and corresponding Dosage. (See Section 9.3.3) 6 e UIES e )
mg 02/01/2003 e
The maximum length of any treatment is 45 days of results. However, there | = o ™™ g
is no limit to the number of results that can be entered within a single day. - s
4 o e Edirg
If the Treatment End Date remains fbpenq as indicated by the (------ )symbol, | | o woma o
bp Trax® will automatically roll-over or start a new treatment with the same 079 =
Treatment Name & Dosage after the 45" result day. The Start Date for the | . ”:"““ )
rolcover treatment will be T-eo-d&ydiDste. Dlhet g—wi rgt h *8*n—
End Date for the previous treatmentwilbe Today 6 s Dat e mi njus “I" Dgy.. «e
- - / B ¥ ou 2
If the Treatment End Date is ftlosedq as indicated by entry of an actual date | wemen e Swwe ons vos |

(mmddyyyy), bp Trax® will not automatically roll-over into a New Treatment. Instead, a
Screen Message will be displayed stating that a treatment can only contain 45 days of
results and that a New Treatment must be manually started by the user.

Treatments can be anything from Life Style Changes such as Diet, Exercise and Stress
Reduction to Medications prescribed by an MD. Treatment Dosage and Start & End
Dates are also included on Treatment Tags.

NOTE: Trial Treatment and Treatment are used interchangeably within this document.
All Treatments are considered Trial until a physician establishes an optimum treatment to
lower cardiovascular risk.
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Status

4.7.Status Screen

Present Status
The Status Screen is displayed after opening bp
® . . BP Monitor Type Upper Arm BP Monitor Type Upper Arm
Trax™ allowing users to verify Treatment and
. . * Start Trax \has been automatically entered as your Default "
Monitor Status. Changes in Status @ N d = @& U S| kO Sursaueseuensor e syecarge | | BF TEAMEN - Valsarn HOT - Market Ext
next MD Office Visit can also be directed from this | oo™ == © Dosege 160/12.5
screen. Chlngesmus Change Status
New BP Treatment () New BP Treatment >)

When first starting bp Trax®, Treatment and
Dosage information is replaced by a message
statin g t StaattTraxd has been aufomEdi cal | y |[ Nwmoones
entered as the first Treatment Name and that
editing is possible.

New BP Monitors New BP Monitors

©

Wednesday, 19 Nov 2014 11:30 AM

Upon entering a set of blood pressure (bp) results, the message will be removed.

4.8.Readings & Resting bp Timer Screens

D Readings 'rrsack 1 Resting BP Timer
All measured results and supporting [TZZ3 = 9
information are stored on individual DG T

Diovan HCT 160/12.5 mg Trealmg)r (Tx) Resting BP : Upper Arm

Result Tags on the Readings Screen. [SZEEEE

These Tags are sorted by Date & Time within a |SPDP e e wmar n 03:00

specific treatment.  Results Tags for other [f0 o e e esre

treatments are easily displayed by touching the [100 68 """ ™™ = o

Magnifying Glassoicon and selecting from a list of [ ;=" "™ e i)

Treatment Names' 110 72 08/24/2012 01:20 PM E\‘m < - = .
61bpm 0.0 Ibs

Treatment Averages and BP Classification are LU S T

displayed only after a minimum of five (5) results |4o6 74 ©%™ 5% ., o

have been entered. User Screen Name, T 0 d |ay 0 gosoizosssam N

Date and supporting Treatment Information are “{: Em gf fij g;f -

also displayed in a Heading Tag. Result Tag
Editing is also directed from this screen.

NOTE: Since many users tend to eliminate results that are deemed incorrect, bp Trax®
does not contain a delete function. Erratic bp results are valuable information and are
usually correctible through improved Measurement Techniques, Resting bp Procedures

and Monitor use. However, mistakes are easily corrected via Result Tag editing. =" ©

Pressing the Clock Icon navigates to the Resting BP Timer Screen, encouraging
users to use the countdown timer before starting a blood pressure (bp) measurement. An
audible alarm sounds when the timer reaches 0.00 Minutes / Seconds.

Since blood pressure is highly reactive to physical and mental activity, best results are
obtained only after a period of rest. Professional medical societies recommend resting
for five (5) minutes prior to measuring blood pressure. Please see Resting bp
Procedures in the Glossary or visit www.datadancer.com for instructive information.

NOTE: Non-Resting blood pressure (bp) measurements obtained by self measurement
or healthcare providers are usually considered Screening Test because bp variability may
not be properly controlled. Since bp Trax® is designed to aid in the medical management
of hypertension, fResting bp Procedureso are recommended for best results. See
fResting bp Proceduresoin the Glossary for specific BP Monitor Type instructions.
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fap

Readings +

Data Entry

4.9.Readings & Data Entry Screens

Mikeko

bpTra ™ 1
Thursday 05/01/2014

SYSTOLIC  DIASTOLIC
Treatment (Tx)
®

/ 81 mmHg

Baseline
Start > 11/06/2001 End > 04/26

The icon navigates to the Data

Entry Screen where results are entered 75 bpm W
by pressing one of the following buttons: ol :
84 bpm 180.0 Ibs 05/06/2014 09:15 PM
140 78 » g ©
o Pressure > Blood Pressure o 0‘;’:‘“’” (Prewmure] (Weight) "Date ) Notes )
(0] Welg ht > BOdy We|ght 145 92 04/2:/200209-4:PM E\dit (>) Systolic Diastolic Pulse
o Date > Date of Measurement [ . "o 14 ,
’ it & 115 80 74
o Notes > User Comments 161 123 oo L © 1r16 H ;1 -
181 106 i Edit &) 117 " 82 = =
A corresponding set of Data Entry Wheels is s N 82 7€
displayed in response to button selection. Systolic | / & W i |2

Pressure (SP), Diastolic Pressure (DP), Pulse e fuee Su e

Rate (PR), Weight (Wt.) and Comments (Notes) are entered on the Data Entry Screen.
The on-screen blue display provides feedback to verify all entries before saving.

After pressing the button, all entered results are saved and the user is returned
to the Readings Screen. Result Tags are viewed in chronological order via scrolling.
Pressing the m. button aborts data entry, returning the user to the Readings

Screen.
S Readings +
4.10. Readings and Review & Edit Screens ek opTra ™ 12
. Saturday 05/10/2014
The Edit Icon £ © associated with any  |mssmesbsessnisder el (Sl e
Result Tag, navigates to the Review & [0 o we
: Edit Scrgen where results can be [FeF e swmamET Systolic Pressurs (SP) 138 mmHa
reviewed and/or edited. 138 60bpm  159.0 Ibs . Diastolic Pressure (DP) 79 mmHg
08102013 10:16AM N Pulse Rate (PR) 60 bem
The Review & Edit Screen displays all Measured | g4 74 %m t©25bs woortwy  159.0 s
and Calculated bp results, plus User Comments. [ osziostoszam N |
Only Measured Results and User Comments can [117 74 %" 2" an © Puse Pressure PP) 59 mimkig
be edited after pressing the button. ‘ ‘;Z“f,f,'i" | | temmp———n | 48imry
9 - Edit © Body Mass Index (BMI) 25;7
. 05/17/2013 10:28 AM
Calculate_qu Results are _automatlcally updated /7 8 T lr—
upon editing a mathematically related measured |z ~ Recovering from Shingles, Right Arm Pain &

parameter.

4.11.Chart Screen 06/27/2002 < (Tx 4 (Lotrel 1 5/10 mg) # 09/29/2002

The Chart Screen coordinates two (2) interrelated graphs. An
upper Line Graph, sequentially displaying all results within a

specified treatment, and a lower Bar Graph, displaying parameters Ts 05w 2
of a specific result selected in the Line Graph. A scrollable Green Line in izsievialos S
the upper Line Graph selects results of interest to be viewed in the lower |__ foa —
Bar Graph. «~ | Chart! SP&DP 5

Below Target << | >>Above Target AVG

129
7

All parameter results displayed in the lower Bar Graph are normalized to
fixed Target Limits, allowing users to easily view results exceeding limits.
Parameter magnitudes exceeding Target Limits are indicated b
bars, with parameter magnitudes at or below Target Limits by KEI=10l

bars. o I 2

65

58
920
170
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Since all Bar Graph parameters are referenced, or normalized, to a single Target
Reference Line, users can easily identify parameters exceeding limits as indicated by

the [REER bars.

W SP & DP PCs

Compare Treatments

4.12.Average Screen

PPl Users can select up to six (6) different treatments on the
Average Screen for easy graphical and statistical treatment-to-
Ll treatment comparison. The corresponding treatment Parameter
Averages and Blood Pressure Classification Histograms are displayed for

Select Treatments

PR PP me N Class 1
each selected treatment in a scrollable screen format. e ———— &
143 80 o NN

Graphical display fparametersdoar e s el ect &datmentsa nsle lag¢ &t @ ascime 7
for comparison are automatically cleared when a new treatment is started. | 76 2 = w0 o %

Pretyp
Tx3 Norvasc (10 mg)

/@ lx a2

s Troatment _Chart _ Average _ Quad __ More

4.13.bp Quad Plot Screen

The bp Quad Plot Screen provides users with a unique e
g interactive view of blood pressure parameter performance in a = %
single scatter plot format. ! Sinaz
s
The bp Quad Plot (QP) simultaneously displays the following measured el & ‘
and calculated parameters: SP, DP, PP, MAP, Blood Pressure g7 =~ = =lga® |
Classification and an Optimal Blood Pressure Area. e

LTmivs T |
The QP can display up to two (2) treatments for easy blood pressure

1 PR PP MAP. N Ciass 1 |
performance comparison. Treatment Parameter Averages and Blood [ % s = e
—pn . - . ine 0
Pressure Classification Histograms are also displayed for each selected — = —
treatment 11876 & 4 50 s —IE
: gxe Diovan HCT (160125 mg) -

IO _ _ / 8 ¥ o |2
Al treatfientsd s el ect ed faserautamativglyacteares] avimen @  Losdne wemes et wverge wd  wer

new treatment is started.

4.14. Utilities Screen

The Utilities Screen is selected by pressing the More Icon in the Trax News
E Navigation Strip. The Ultilities Screen is a collection of utilities Reports

that perform the following functions:

Screen Guide

0 Trax Newstm Weekly Newsletter Personal Settings

0 Reports Single & Comparative (Multiple)

[0} Resting bp Procedure Rate and Review

0 Screen Guide App Overview Contact Us

0 Personal Settings: View & Edit

0 Rate & Review: App Store Feedback MD Ltter

o Contact Us: We are here to help!

o MD Letter: Introduces bp Trax®” to your MD Z a iw 2

0 Intended Use: Statement of Use

0 Export Data: via iTunes

0o Import Data: via iTunes

All utility functions are described in detail in other sections of this manual.
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bp Trax "

5. Welcome Screen i A
Cowpare bp Treatment (Tx) Performance App Overview
o . S 0w s Guic rom i€ lore Screen
The Welcome Screen is displayed when bp Trax® is [~ \?/XA\ A
1. Providing Information

first opened. The application software Version Number
and Partnership that designed and programmed bp
Trax® is displayed as listed below:

@GP
N

More Screen » Personal Settings

o Enter required Program Information

o Enter required Personal Information

2. BP Treatment (Tx)
Treatment Screen »
o “Start Trax” automatically entered as

o DataDancer Medical Systems
Chico, California (USA)

1st Treatment (Tx)
o Edit or Start New Treatments

o X | OiNobLife, Inforr_nation Technology Co. Ltd. Sobving the Blood Pressure “Treatwent: Puzzle e el
Xi 6an, China w paapancer Bsoige Readings Screen®

Medical Systenms
© Press + button to enter results

Teatneat, &

5.1.Navigation Links (Automatic)

Program Information

onal Information

Formats Personal

5.1.1.3 bp Trax® Screen Guide
NeW Users Select Time 24 Hr ‘-‘1& First Name rMark_

Select Units %‘ Metric
o Last Name [Jonar.han

5.1.2.3 Program Information Screen S —
NeW UseI‘S BP Monitor Type @ ‘ \Whist Screen Name lMa:kko
5.1.3.3 Personal Information Screen getiontortane Dateorih (05051973
NeW Users SO Gender f Mae Female
Security Code On ‘%
5.1.4.3 Status Screen Height Gritn
Security Question C )

Returning Users

5.2.New Users
The Welcome Screen is displayed to new users for only a few seconds before
automatically navigating to the Program Information Screen; allowing new

users to configure and continue personalizing bp Trax®. 82 Norltor7ype Upper Arm
BP Treatment Valsartn HCT - Market Exit
5.3.Returning Users Dosage 160/12.5

The Welcome Screen is displayed to all returning users before automatically nge
navigating to the Status Screen; allowing users to verify Treatment, Dosage,
BP Monitor and MD Office Visit status. As blood pressure results are entered
and accumulated into an internal database, the Welcome Screen will display
for longer periods of time as the program initializes to accept and display
results.

New BP Treatment

©

New BP Monitors

©

( Wednesday, 19 Nov 2014 11:30 AM )

6. Program Information Screen

. Program Information Next

The Program Information Screen allows users to change program defaults or — -
existing settings, enter a blood pressure (BP) Monitor Name and add or eliminate
Security. Security Questions are available on a linked secondary screen to recall | setctTime 2ehr | ooy
a forgotten passcode. Select Unis e
6.1.Navigation Links it il

6113 NeXt Button BP Monitor Type %| Wrist

Navigates to the Personal Information Screen £F Moster Save
Security

6.1.2.3 Security Questions Icon

Navigates to the Security Questions Screen. (See Section 6.4) Secuty Core o e

Security Question 9
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6.1.3.3Security Code AONO
Wl _J Navigates to the Enter Passcode Screen
6.2.Formats

bp Trax® has two format selections: Time & Units. A blue background indicates the
selected format on related button groups.

6.2.1.12 Hour Time
12 Hour Time is the default format selection as indicated by the blue button

background 22" W2He)  This format uses AM / PM to separate the day into two
12 Hour periods: Morning (AM) and Afternoon or Evening (PM). 8:15 AM and 5:45
PM are format examples.

6.2.2.24 Hour Time

Select W2Hi 128 ) 10 activate the 24 Hour Time format. This format uses a single
24 hour day period. 08:15 and 17:45 are corresponding examples of the 24 Hour
Time format.

6.2.3. USA Units
USA is the default Unit selection W88 Mete | Sejecting USA Units will display
Weight in Pounds (Ibs.) and Height in Feet & Inches (ft & in).

6.2.4. Metric Units

Select Metric Units —YSA_¥ie) 15 gisplay Weight in Kilograms (Kg.) and Height in
Meters & Centimeters (M & cm).

CAUTION: Unit format selections are fixed. Therefore, existing results cannot be
transformed or recalculated into a different unit format. If an existing unit format is
changed, Weight & BMI parameters will be incorrect.

6.3.Blood Pressure (BP) Monitor
There are basically two different types of Blood Pressure (bp) Monitors: Upper Arm &
Wrist. It is important for your healthcare provider to know which type of monitor you are
using. Procedures for measuring bp are different for Upper Arm and Wrist monitors.
Monitor Type is displayed on the Status Screen and also included in Reports.

6.3.1.Upper Arm BP Monitor

Upper Arm i st ) is the default selection as indicated by the blue button
background. Please read your bp Monitor Manual for proper cuff placement and
arm position during a bp measurement. For best results, fResting bp Procedureso
should be followed before and during a bp measurement.

NOTE: The bp Cuff on the upper arm should be at heart level for consistent results.

6.3.2.Wrist BP Monitor

Select Wrist 2 i if using a Wrist Monitor. Please read your bp Monitor
Manual for proper cuff placement and wrist position during a bp measurement. For
best results, MResting bp Procedure® should be followed before and during a bp
measurement.

NOTE: The bp Cuff on the wrist should be at heart level for consistent results.
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6.3.3.BP Monitor Name
Touching the placeholder for BP Monitor Name will display a Key Pad for name
entry. We suggest using the manufacturerds
number: uPulse BPM-12 as an example.

6.4.Security
In order to protect medical and personal information, bp Trax® provides a
Security Code protection option with corresponding Security Questions to
recall a forgotten passcode.

Enter Passcode

6.4.1. Security Code Entry
The Security Code default selection is set to fi Of LI I

activate the Security Code option, select ii O ) Immediately
after sel,etetEnter Passtdde Screen will appear. Enter a
Code composed of four (4) numbers. Upon entry of the 4™ number, bp
Trax™ will request a second entry of the Passcode for verification.

Please memorize the Passcode.

6.4.2. Security Questions

Security  Questions are provided to g : .
authenticate a user when a Passcode is |_Fomas
forgotten. — i || oo
) City where you were born? M

By pressing the Pointer Icon adjacent to | Selectunis sty Metic Answer
the fSecurity Questions 0 [, sabsetl of [HrE——
Security Questions is displayed in menus. ‘ it Ciisaionz

. BP Monitor Type %‘ Wrist
Select a question from each menu and enter High Schocl mascot? v
the answer in the placeholder provided. BP Monitor Name Answer

- - - Security -
NOTE: Security Questions are not required,

but highly recommended to recall a forgotten | Sert Coce on ot @
Passcode. Security Questions (_/) / \

7. Personal Information Screen

The Personal Information Screen contains the minimal information required to | Pena

identify a patient (Name, Gender & Date of Birth). Body Height is necessary to - .
calculate Body Mass Index (BMI) and Screen Name to provide secondary rieme -
security.

Last Name Lambert

Touching a placeholder displays a Keypad or Data Wheels for information entry. Screen Name  [Mike
Gender is selected by activation of the appropriate button. A blue background

L . Femal Date of Birth 12/30/1942
indicates the selection el Fenaie )
Gender f%| Female

7.1.Navigation Links
Height Garm

7.1.1.3 Back Button

Navigates to the Program Information Screen

7.1.2.3 Save Button

5 . . .
e Navigates to the Status Screen after saving all entries
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8. Status Screen

The Status Screen is automatically displayed immediately following the Welcome Screen
allowing users to verify Treatment and Monitor status. New users will encounter a
preliminary fStart-Upo Status Screen containing a message explaining the status of the
default Treatment Name. Users can also enter the date and time of their next MD Office
Visit.

8.1.Navigation Links

8.1.1. 3 Continue Button
Navigates to the Readings Screen to Enter Results

8.1.2. 3 New BP Treatment

pr 2014 eko

= Navigates to the BP Treatment Screen »v,,,,'m,,.‘s,a,-,,,
BP Monitor Type er Arm
8.1.3. 3 New BP Monitor - Start Trax'hasy:enaulomahca\lyenlereua:j:foel:ll
“ Navigates to the Program Information Screen b it . e B Tt . ©
Change Status
8.2.Status Screen (New User)
Within the fPresent Statuso section, Treatment and Dosage status is [ N8P Treament ©
replaced by the following screen message: RewBaioniors D)
B R ) « [ New MD Offce Visit
i St aratd has been automatically entered as your 1> Treatment
Name. If using a Medication and/or Life Style Change such as diet or
exercise,usethei New BP Tr &ent=nbelowttodedit.
NOTE: Upon entering a set of bp results, the above message is removed.
NOTE: By automatically enteringi St raxd a s t h &reatinerft ldamé, hew users
can immediately begin entering results with only limited knowledge of program
functionality. If appropriate, users can edit the default Treatment Name and Dosage by
pressing the @ANew =3mthdChangd Staws sedaioni c o n
8.3.Status Screen (Returning User)
The Status Screen is composed of three (3) sections to remind the user of
the following information: aturday, 10 May 2014
resent Status
0 Present Status: 5P Monitor T
. . itor Type Upper Arm
1 BP Monitor Type (Upper Arm or Wrist)
ﬂ- BP Treatment (Name) BP Treatment Valsartn HCT - Market Exit
1 Dosage Dosage 160/12.5
Change Status
o Change Status when appropriate: T, o
. New BP Treatment =* New BP Monitors D)
1 New BP Monitor =* [ New MO Office Vi
o Next MD Office Visit: Wednesday, 19 Nov 2014 11:30 AM
1 Touch the placeholder to Select Date & Time of your Next

MD Office Visit. The Day of the Week is automatically
calculated and displayed.
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9. BP Treatments Screen

= The BP Treatments Screen displays all treatments in chronological BP
-._F' | order with the most recent treatment at the top of the screen with

B the highest Treatment Number (Tx#). The screen is viewed by = -
pressing the Medical Briefcase icon in the Navigation Strip at the 15:'" Edit &)
mg 02/01/2003
bottom of mo st screens or w‘-!rcammsthLeelzﬁNo@rszd"%F
on the Status Screen. [ Siomg overzos = |
Lotrel 1 06/27/2002 Ed'z@
Treatments are displayed in individual Treatment Tags containing the Tome v
following information: 3 S SR it ©
10 mg 06/26/2002 N
o Treatment Number (Tx#) 2 "5':9“ ::Z:z £dit ©
o Treatment Name & Dosage ' ]
o Treatment Start & End Dates et )
04/26/2002
. . . i |2
9.1.Navigation Links a,ﬁg,mﬁm g‘«; Aﬂ"‘: &“; More

9.1.1.3 Plus Button
+ Manually Start a New BP Treatment

9.1.2.3 Edit Icon = €
Edit an existing BP Treatment

9.2. Treatments Categories
Treatments fall into three (3) general categories: Medications (Rx), Life Style Changes
(LSC) and a combination of both (Rx + LSC).

9.2.1. Life Style Changes (LSC)

Life Style Changes (LSC) are often highly effective treatments in lowering blood
pressure (bp). Examples of LSC are Weight Reduction, Salt Restriction, Exercise,
Diet, Stress Lowering, etc.

NOTE: Please consult with your doctor before starting a Life Style Change.

9.2.2. Medications (Rx)

Medications are pharmaceuticals prescribed by a physician to lower blood pressure
(bp) by altering or blocking biochemical processes in the body. Medications are
usually a combination of a primary drug plus a secondary diuretic.

9.2.3. Medication (Rx) & Life Style Changes (LSC)

Combining an existing Medication (Rx) with a LSC approved by your doctor may be
highly effective in controlling bp and improving overall cardiovascular health.

9.3. Treatment (Tx) Nomenclature

9.3.1.Treatment Number (Tx#)
Each Treatment is automatically assigned a unique Treatment Number (Tx#).
Treatment Numbers increase consecutively from 1 to 100. bp Trax® is designed to
maintain a maximum of 100 different treatments in memory. Therefore, Treatment
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#101 will replace treatment #2 while maintaining treatment #1 as a blood pressure
reference.

Treatment Numbers are assigned chronologically by Date with the
most recent Start Date assigned the highest numerical Treatment
Number (Tx#). Therefore, if a historical treatment is created to
contain results from the past, then the Treatment Numbers will
automatically adjust to maintain chronological order. (Start Trax: Tx#
is now 2)

9.3.2.Treatment Names
Medication (Rx) trade names are usually eight (8) characters or less
plus an abbreviation for a secondary diuretic such as HCT
(Hydrochlorothiazide). However, Life Style Change names can
become very |l ong as in fASalt Reduction and Wal
this exampl e, pl ease consider shortening to #f
conserve Treatment Name length in the placeholder.

9.3.3.Treatment Dosage
Dosage refers to the Strength of a Medication (Rx) or Activity associated with a Life
Style Change (LSC) plus the Frequency of Administration or how often you take it.
Dosage values are displayed in Red to easily separate from Treatment Names.

9.3.3.1. Medication (Rx) Dosage
Medication Dosage is usually stated in milligrams (mg) such as 160 mg or
160/12.5 mg. The first number usually refers to the primary medication
and the second to a secondary medication such as a diuretic. The
Frequency of Administration could be 1 or 2 times a Day: (1/Day) or (2xD).

. Med / LSC Dosage
9.3.3.2. Life Style Change (LSC) Dosage -
Life Style Change Dosage should correspond gmvan HCT 160./|1 25 r\?vg 1/kEI)ay
to the amount of exercise and/or restrictive unning mile 3x Weekly
activity plus the Frequency of Administration. Salt < 1500 mg/Day
Alcohol 3 Drinks/Week
9.3.4. Automatic Treatment Start & End Dates Smoking Quit

When a New Treatment is automatically started, the Start Date is automatically
entered as TA cregpdralingDbpen er undefined End Date is entered
as a (------ ) hyphenated line symbol.

The End Date will eventually beaut omatically enteilBayas Today¢
when the Next New Treatment is automatically started.

Both Start and End Dates can be edited, but dates are not allowed to overlap other
Treatment Start & End date periods.

NOTE: Please see Treatment Types in Section (9.4.3) for additional information on
how bp Trax™ manages Treatment Start & End dates.

9.4.Treatment (Tx) Features

9.4.1. First Treatment Name
iStaxt i s automatically entered as the default
user starts bp Trax®. If already on an Established Treatment, edit and rename
fiSt damxd t o y o u rEstaplisheds eeatment Name and corresponding
Dosage.
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