BPAro

Recording System for Long-Term Blood Pressure Measurements

Operator’s Manual



© 2022 BP Aro. All rights are reserved. To support the intended use of the product described in
this publication, the purchaser of the product is permitted to copy this publication, for internal
distribution only, from the media provided by BP Aro. No other use, reproduction, or distribution
of this publication, or any part of it, is permitted without written permission from BP Aro.
BPAro assumes no responsibility for any injury to anyone, or for any illegal or improper use of
the product, that may result from failure to use this product in accordance with the instructions,
cautions, warnings, or statement of intended use published in this manual.



Table of Contents

INtrOAUCLION ...ttt 4
INEENAEA USE ...ttt 4
Purpose of this dOCUMENL .........cccovuiuiiririeiininieiinrececere e 4
Patient device TEQUITEIMENLS ........c..ccveuirieuirienieiieieienieieterete sttt 4
Medical diSCIAIMET .......cueirieieiiirieieiiieciee ettt 5
KNOW DEfOre YOU STAIT......cuiitiieiirieietiie ettt 5
Disclaimer and limitation of liability ...........cccoceeeiirneiinneincccceceene 5
About warnings and CAULIONS .........c.coeeveuirueuirrerierinreieenieiereeeesieeenens
Warnings and CAULIONS ........c.ecveerieiruerieterieieieietesteteteteae sttt sttt sbe e eaenaene
Getting Started .........oeeeevereeireereeeeeeeeeeen 6
Downloading the @PP ....c.co.eveeririeueiriiieiinieee ettt 6

REGISTIAtION. ...ttt 6

REZISEr @ CLIMIC. . .cuveuetinieiieteieieeieiete ettt ettt et ettt sesean 7

Using the BPATO @PP....c.ccviiuiiriieiiininiciiinieieceneeteiteseiees et 8
BPATO app: A QUICK PIEVIEW....ecuieuiiiiiiiitiiieeiteiietee ettt sttt s
Adding Authorized Health Professionals.............ccoceveriniiinieneeneeseeeeeee e
Working with devices and the BPATO app.......ccoeveeerieiriinieirieieeeeeesieceveeeie e 10
Working With PAtiENtS........ccuerveirieieiiieieieietceie ettt eene 14
Working with REpOTItS .......c.cooecivuiniiiniiiiiiiiiiiicicieccececseeene 15
Manage Staff.........coooioiiiiee e 17

Account details ........

Troubleshooting
Privacy POLICY ....cviviiiiiiiieiieieee et 19
TermS OF USE ..evviiiieiiiiieieceece ettt 19

DASCIAIMET.......oviiiieieete ettt ettt ettt ereeeaee e 19






Introduction

Intended use
The BPAro app software is developed to gather, record, track, and communicate health

information from BPAro Ambulatory Blood Pressure System, FDA-cleared medical device. This
information is intended to be shared with a healthcare provider, upon the user’s consent.
Disclaimer: The BPAro app is not intended for use in the diagnosis, cure, treatment or prevention
of disease. It is not intended as a substitute for medical care by a healthcare provider. It is not

intended for emergency use or real-time monitoring.

Purpose of this document
The purpose of this manual is to assist the user with using the BPAro App to track and send their

blood pressure readings to their healthcare provider.

Note: This manual does not cover medical terms and concepts or mobile app terms and concepts

Patient device requirements
The BPAro App runs on both Android and iOS devices.

Requirements for running the app on iOS and Android are as follows:
1. iOS device:

e Internet connection

¢ Email account

® iOS version 14+

¢ Bluetooth 4.0

2. Android device:

e Internet connection

¢ Email account

e Android OS version 4.4,5.0, 5.1,5.1.1,6.0.1,and 7.0

e Bluetooth 4.0 or later



Medical disclaimer
The BPAro software app is only intended for recording and sending data. The content of the BP

AroApp—including text, images, user manuals, and other materials—is for informational purposes
only. The App content is intended only for use by patients using the BPAro software App. The
BPAro app software is not intended for use in the diagnosis, cure, treatment or prevention of
disease. It is not intended as a substitute for medical care by a healthcare provider. It is not
intended for emergency use or real-time monitoring.

Patients using the App and remote patient monitoring devices agree to do the following:

¢ always ask a physician or other qualified health provider with any questions regarding a medical
condition

* never disregard or delay professional medical advice because of the BPAro App content and

readings

Know before you start
This manual assumes that you already know how to perform these basic tasks:

e access the Internet
¢ Download apps from the App Store or Google Play

¢ open downloaded apps



Getting started

Downloading the App

Note: If you already have the app downloaded, you can skip this section and

go to the next section i.e. Registration. e
BPAro app can be downloaded for free on both Android and iOS: B0
1) If you are aniOS user, go to the app store and search BPAro.

Download the BPAro app by CardiAl Inc. (24h Ambulatory Blood
Pressure Monitoring Software).

2) If you are an android user, go to the play store and search BPAro.
Download the BPAro app by CardiAl Inc. (24h Ambulatory Blood

Pressure Monitoring Software).

Registration

1) Open the app after downloading it. To create a new

BPAro

Let's Start with Your Registration

account or If you are logging in for the first time and do not
already have a BPAro app account, click on the “Sign up” button.
2) Fill in the form with your name, email and other details.
“ Choose a strong password, with minimum 6 and maximum 12
characters, atleast 1 Uppercase, 1 lowercase, 1 number and 1

special character.

[]  Byregister,lagree to Terms &
Conditions and Privacy Policy.

3) Click on the check box to agree to the Terms and
Conditions and Privacy Policy and click “Sign up”.

4) It will take you to “Assign a clinic” page and thus your account is created.



Login BPAro

1) If you already have an account with BPAro, open the app and

enter your login credentials i.e. email and password and click

login. -
2) You will see the home screen with the Bluetooth sign in the
middle of the page, once you are logged in. Forgot Password?

Don't have an Account ? Sign up

Register a Clinic

1) After making a new account, you will be required to assign a clinic to your account.

2) After logging in, you will be taken to a page which says “Assign a clinic”. Click on “assign a clinic”
and you will see a form.

3) Fill in the form with the clinic’s name and other details and click submit.

4) Your account will be assigned to this clinic.

Note: You are now all set to use the app.
Note: Make sure your Bluetooth is turned on in the settings of your phone or tablet while using the

BPAro app.



Using the BPAro App

BPAro app: A Quick Preview
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Adding Authorized Health Professionals

An authorized health professional is a person who would have access to syncing patient data from the

device to the app, viewing reports, sending reports, adding and editing patients as well as devices.

i Add Health Professional
Note: The health professional to be added onto the app’s system must have an account with BPAro
app. If they don’t have an account, they should make an account by following the register your

account section mentioned above in this manual.

6:24 .

More

Harry Gill Edit
Email: avneet@cardis.com User code: Te-5708
Phone: (587) 703-0213

2 Factor authentication

Click on Authorized
Manage Staff Health Professional

Authorised Health Professional to add an

authorized health
Received request for approvals professional

Change Password
Privacy Policy
Terms of Use

Disclaimer

a. Toadd an authorized health
professional, simply login into the app and click on

“more” from the bottom tab on the home page.

s soctor b. Click on the plus sign.

Seare 23z doctory e

c. Enter the email address of the

health professional. If you are an “authorized”
‘ Enter the
ajwiejritivjy o L email address
a'sdfgh k of the health | ———
9 :xcvbnml@ professional
to be added
here

"1 professional, add your email address. If you
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are a medical representative adding a doctor, or any authorized health professional,
enter their email address. Click submit.

The health professional will get a request for approval on their BPAro account as well as
on their email. They must accept this received request and they will be added into the

system as a health professional.

How to accept received request for approval as a health
professional:

i. The health professional must login into the BPAro app

with your account login information.
ii. Click on “more” from the bottom tab on the home page.
iii. Click on “Received request for approvals” and accept the
request.
After the health professional receives the request for approval,

they will be added onto the system.

Working with devices and the BPAro app

Note: Make sure that blood pressure device to be paired and used is turned on. For further details on

how to operate the BP blood pressure device, please refer to the user manual of BPAro blood pressure

monitor: QR Code insert here

Note: Make sure that Bluetooth is turned on the phone or tablet on which you are using the BPAro app.

Pair a Blood Pressure device:

a.

b.

Turn on the blood pressure device you wish to connect with the BPAro app.
After logging into the app, click on the Bluetooth sign on the home screen. You will see
the device name pop-up within a few seconds.

Click on the device and it will paired once you see a screen which says “paired.”



Connected

ASSIGN PATIENT

12

PAR_BL-D5CB30D19993

Click on this arrow to

access features of

e assigning a device,
cleaning a device, syncing

data and viewing device

status.

After pairing a blood pressure device to the app, you are able to assign that
device to a patient, clean that device, sync its data to the cloud server as well as
view its device status. After pairing the device, click on the arrow below “paired”

to view these four options as shown on the left:
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ii.  Assign a device:

a. After pairing a device to the app, click on the arrow below
“paired”. On the next page, click on “assign device” button.
b. Select the patient whom you want to assign the device to. Assign Device
c. The device will be assigned to that patient.
Note: If the patient that you want to assign the device to is not added into the app

server, you must add the patient first before assigning the device. Refer to “add new

patient” section in the manual to learn how to add a new patient.

iii. Clean a device:

a. Toclean a device of all its blood pressure readings and
. data, first connect the device to the app using Bluetooth.
Clean Device PP &
b. Click on the arrow below “paired” and on the next page,
click on “clean device” button.

c. The device will be cleared of all the data that was stored in it.

iv.  Sync Data on to the cloud server
a. Tosyncdata, an authorized health professional must be added
into the system to whom the patient and its data will be
assigned to. To add a health professional into the app’s system,
please refer to the “Adding an Authorized Health Professional” Sync Data
section above in this manual.
b. To sync the stored data on the blood pressure device on to the app cloud server, click on

the arrow below “paired” and then select the “sync data” option.

c. All of the stored data on the blood pressure device will be synced onto the app.



V. Device Status
a. Toview the device status as this or that, click on the arrow
below “paired” after pairing the device with the app.
b. The device status will be displayed as this or that.
Device Status
Note: The “sync data” and the “device status” options only work when the

device paired with the app is assigned to a patient. Else, these features are disabled.

vi. Paired Bluetooth devices

12:23

Available Sudyin;

st T— tabs menu. Click on “busy”, and you can see a list of these devices

BPA010046

Serial No: BPAIo10046203612 here.

BPAr010062

b. Available devices: The devices which have not yet

BPAr010169

a. Busy devices: The devices which have been already

14

G
Devices . . . " . ” i
ry sty n® assigned to a patient will be seen under “busy devices.” To view these

devices, log into the app and click on the devices tab from the bottom

been assigned to a patient will be seen under “available” devices. To

Serial No: BPAI010062203232

BPAr010011
Serial No: BPATO10011

BPAr010061
Serial No: BPAI010061

these devices here.

BPA010044

=
@
>
@
§=)  BPAro10062
=
@
=
@

view these devices, log into the app and click on the devices tab from

the bottom tabs menu. Click on “available”, and you can see a list of
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Total devices: To view the total number of devices which have been connected to your

BPAro account, log into the app and click on the devices tab from the bottom tabs

|”

menu. Click on “tota

Working with Patients

View Patients

a.

, and you can see a list of these devices here.

a2 wi=m
Patients
s
To view a list of patients registered with your BPAro account,
log into the app and click on the patients tab from the . )
bottom tabs bar on the home page of the app. e
Here you can see a complete list of all the patients added Bronda Rchards 008242022

into the system into your BPAro account.

Add a Patient

a.

To add a new patient into your system, click on

the patients tab from the bottom tabs bar on

the home page of the app.

Fill in the form with all the details of the patient

and click “submit.”

This patient is now added into the system.

User code: Ad-16373 Gender: M
Height: 123 cm Weight: 131 lbs

Kenneth Adams 0.08: 2 Juy
User code: Ad-28093 Gef
Helght: 149 cm Weighl

4:36

{ Patients  Add Patient

Canada

+1
Diabetic No
DOB Jul 7,2022
Gender
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Pending Accepted Declined

Working with Reports

a2 Pat Test - 20 May 2022
5 Jul 2022 @ 05:45 PM

1) Once the time limit setup for the BP
g Sid Bhinder - 23 May 1980 . . . .
5 4ul 2022 @ 08:16 AM readings for a patient is completed, a report is generated
@ S ehnder-23 Moy 1980 by the BPAro app summarizing the results in three

5.Jul 2022 @ 06:31 AM

different forms: analysis, graph and listing.
Sid Bhinder - 23 May 1980
! 5'Ju\ 2‘;229@' 06:19 :ljl

a2 Sid Bhinder - 23 May 1980
5Jul 2022 @ 06:15 AM

n Sid Bhinder - 23 May 1980
4.0u1 2022 @ 08:06 PM 11 Aug 2022 @ 04116 PM [>]
Mr. JOHN TUCKER (0.0.8:7
Interpreter: Dre
Primary Care Provider
Ordering Physician:
how Report as PDF

a2 Sid Bhinder - 23 May 1980
4.0u1 2022 @ 08:05 PM

Report status is:  Waiting for E-Sign

Interpretation

Technical Adequacy
1 successful day time and O night time
reading were taken, Capture rates
(proportion of successful reading)
were 2% (overall), 3% (day-time). and
--%(night-time). Technical
requirements were NOT MET [>= 20
day time measurements, >= 7 night
time measurements and >= 70%
overall capture rate.]

BP Level
Overall 24h BP is ELEVATED by 2/12

2) These reports can be found under the reports tab from the tabs bar on
the bottom of the home page. These reports are found under the

“pending” section within the reports section.



17

3) The doctor or the authorized health professional must either “accept” or “decline” the report
after viewing based on the accuracy of the report data.

| “

4) After the authorized health professional “accepts” or “declines” the report, the report moves
to the accepted or declines section respectively from the pending section and can be viewed

there.

i. Pending Reports: The reports generated which are not accepted or declined yet by a
authorized health professional. They can be viewed under the “pending” section, under
the reports section from the home page.

ii. Accepted Reports: The reports generated which are accepted by a authorized health
professional. They can be viewed under the “accepted” section, under the reports section
from the home page.

iii. Declined Reports: The reports generated which are declined by a authorized health
professional. They can be viewed under the “declined” section, under the reports section

from the home page.

3:00 3:00
< More Reports < Reports Reports
8,4l 2022 @ 06:05 PM < 17 Jun 2022 @ 02:31 AM
210 = ELIZABETH WALTON (D.0.B: 2 Jun 1963)
Show R rt PDF
{ Patients  Manage Staff Reportis Declined
Analysis Graph Listing

Alec Howell Type: PATIENT N

User code: Ad-37310 Technical Adequacy

Email: alec@yopmail.com 25 successful day time and 22 night time

Phone: +1 (587) 216-1277 reading were taken, Capture rates

(proportion of successful reading) were
97% (overall), 100% (day-time), and 100%
(night-time). Technical requirements were
MET [>= 20 day time measurements, >= 7

Edit

New Staff2 Type: DOCTOR
User code: xy-38773

Email: newteststaff2@yopmail.com night time measurements and >= 70%

Phone: +1 (121) 225-2521 overall capture rate]
Edit BP Level
Nighttime dipping pattern is Reverse
New Staff Type: DOCTOR Dipper.
User code: xy-80656 ff
it newteststff@yopmilcom Manage Sta Conclusion

Phone: +1(121) 288-8 Clinical correlation required.

Edit .
- i. More staff Overall
Aman Bains Type: DOCTOR

User code: Ad-72743 members can be

Capture Rate

Email: testclinic12@yopmail.com
Phone: +1 (988) 848-4773

added to your

Edit

Aaa Bbb Type: DOCTOR
User code: Ad-68495

Email: aabb@yopmail.com

Phone: +1 (123) 123-1234

Edit

Ghg Nnv Type: DOCTOR
User code: Ad-5298
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BPAro account using this feature. You can add a clinic administrator, patient, doctor or

technician.

iii. Toview a list of staff members on your account, simple go to the “more” option on the tabs

bar at the bottom of the home page. Select “Manage Staff” and you can view a list of the staff

members here.

iv. To add a staff member, follow the following steps:

a. gotothe “more” option on the tabs bar at the
bottom of the home page.

b. Select “Manage Staff” and click on the plus sign
at the bottom right corner of the screen.

c. Fill out the details of the staff member you want
to add and click submit.

d. A new staff member is thus added to your

account.

Account Details

i Changing password
a. After opening the app, click on more on the bottom right
corner.

b. Select “Change Password.”

2110

< Back

Add Staff

User Type

2:09

< More

Change Password
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c. Enter the old password and then enter the new password you want to create, twice

d. Click Submit and your password will be reset.

Two- 253 = ii. Logging out of the application
M . ) )

faﬁ]or i - a. Tolog out of the applikcation, click
authentica o _ —
tion 2 Factor authentication . more on the bottom right corner after opening the
option

Manage Staff app.

b. Click “Sign Out”. You will be logged
Authorised Health Professional
out of the application.
Received request for approvals
Change Password . .
iii. Two Factor Authentication

Privacy Policy a. Two factor Authentication provides

Terms of Use extra security and protection by protecting other

Disclaimer from logging into your account. When its turned on,
Log ou.t Sign Out the user will get a code on text as well as email to
button in -
the “more” t¢pe-befere logging in.
section

authentication, simply go to the “more” option from the bottom tab bar on the home

page and turn two factor authentication on or off as required.

Troubleshooting

1) If facing any issues, try logging out, and closing the app completely and opening it again.
2) Restart your phone and re open the app.

3) Make sure that your Bluetooth is turned on in the settings of your phone.
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Privacy Policy .
More
Privacy Policy can be found under the “more” section from the 2 Factor authentication @)
tab bar on the home page.
Manage Staff
Terms Of Use Authorised Health Professional

Received request for approvals

Terms of Use can be found under the “more” section from the

\

4— Disclaimer

Change Password

tab bar on the home page. ) )
Privacy Policy

Terms of Use

Disclaimer

Disclaimer can be found under the “more” section from the tab Sign Out

bar on the home page.

Using the BPAro App

This section shows you how to use the app and covers the following topics:

Getting started
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Step 1) Launch the application for the first time
Step 2) Launch the application after account setup

Step 3) Create a new account and password

Working with devices
= Pair a blood pressure device (first-time login)

=  Pair a blood pressure device (after skipping this step during setup)

Launch the application for the first time

1. Download the free BPAro App: On your mobile phone or tablet go to www.bparo.com and when

prompted, download the app. Alternatively, go on the iTunes App Store or Google Play and download the
app.

2. Open the BPAro App on your phone or tablet. If requested, you should enable Bluetooth on your device.

You can enable Bluetooth under the Settings menu on your smartphone or tablet.

3. Create a new user login, or login with your existing username and password. Follow the on-screen

instructions to register and set up your personal account.

4. Login with your username and password.

5. Tt will take you to the Home screen.

a. Register your device with BPAro App.
i. To Register device simply pair your Bluetooth device with the app.

b. Assign Patient to BPAro Device
i. After pairing device with BPAro app, it will automatically check the device
status for empty or having patient data.
ii. If device has patient data, it will prompt to clean the device or sync previous
patient data.
iii. Before adding new patient to the device, it is important to clean the
previous data.
iv. After cleaning device data, go to patient tab and click on patient you want to

assign device to. If there is no patient, click on add new patient.
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v. After creating new patient, click on patient and it will take you to the patient
profile page. On this page, click on assign patient button and it will assign
the patient profile to device and prompt successful message.

vi. Disconnect device and give it to the patient

c.  Sync Patient Data from the device to cloud.
i. Login to the BPAro App and it will take you to the home screen.
ii. Turn on your BPAro Device and Click on Sync patient data tab from the
app.
iii. Click on sync data and it will prompt a processing screen and it will start
syncing the data into BPAro Cloud.
iv. After Sync is complete, it will prompt successful message and your data

will be successfully synced to BPAro Cloud.

d.  Check patient report.

Note: There will be 2 kinds of reports:
1) Summary Report.
e It will only have summary of the all the readings
2) Detailed Report
e It will have the summary along with all the readings
recorded on the device.

i.  Click on report tab and click on patient name (Note: Latest patient report
will be on top of the list)

ii. It will prompt the date of the test on this page. Click on the date and
select the report type which you want to check.

iii. There will be a share button as well, to share the patient report.(Report

can be mailed, Fax and downloadable)

e. Check attached devices:
i. Click on device tab.
ii. It will show all the devices attached to the app along with 3 tabs
1) Busy Devices: It will show devices assigned to patient
2) Device on Hand: Devices which are available to use.

3) All Devices: Will show all the devices in the account.

Create a new account and password:
1. To create a new account, log out of your existing account by clicking more at the bottom

right of the app, and then clicking log out. It will take you back to the BPAro login page. If
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you don’t have an account, simply open the BPAro app and you will see the BPAro login
page.

2. Click on the sign up button below the login username and password section.

3. Enter your first name, last name, email, phone number and a new password. Read the Terms
& Conditions and Privacy Policy and click on the check box to show that you agree to the
Terms & Conditions and Privacy Policy.

4. Click Sign up.

5. Your new account with a new username and password is now setup.

Working with devices

Pair a blood pressure device (first-time login):

6. Open the BPAro App on your phone or tablet. If requested, you should enable Bluetooth on
your device. You can enable Bluetooth under the Settings menu on your smartphone or tablet.

7. Login with your username and password.

8. It will take you to the Home screen.

9. Make sure your blood pressure device is put as close to the phone as possible and press the
Bluetooth sign on the home page. It will start scanning devices nearby, and you blood pressure
will show up in the list of devices available to connect.

10. Once you see your blood pressure device in the list, click the pair button. It will start loading

and within a few seconds, your device will be paired with the BPAro app.

=  Pair a blood pressure device (after skipping this step during setup)

Taking Readings and Syncing them onto cloud server

Taking Readings
To take readings, simply use the blood pressure device and take the blood pressure

readings on the device.

Syncing Readings onto the app cloud server:

1. To sync the device readings data onto the app cloud server, simply login into the app and pair the

device with the app.
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2. Then click on the devices tab at the bottom. Select the device from the list of devices and click on
sync data. All the data will be synced onto the app cloud server.

3. To view this data,

Working with Reports

Review reports

1. To see the reports, click on the reports tab at the bottom of the home screen.
Select the report you would like to review.
The report can be reviewed in three different ways: analysis, graph and listing.

The analysis will show the

A

The graph shows

‘ C ed [AK1]: this is the first draft copy written earlier. will
remove this entire thing once everything is made.




