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1 Introduction

The phone measurement functionality of the Hilo App is the smart way to obtain your Blood Pressure. With its accuracy and ease of use, the Hilo App is the
perfect solution to monitor your blood pressure.

The Hilo App offers a new way to monitor your heart health that easily integrates into your life. All you need to do is to have a compatible smartphone
and download the Hilo app to take a blood pressure measurement whenever you want. You can access your data anytime through the Hilo App.

@ ‘ Please read this User Manual carefully to gain a complete understanding of the device’s functions and safety-related information.

Support: In case you have any additional questions, or you encounter any issues, please contact Aktiia’'s Customer Service through our Help Center /
FAQ (Frequently Asked Questions) on our website at www.hilo.com.

Incident and Adverse Event : For any incident or event, please contact immediately Aktiia at support@aktiia.com with mention of the Incident or Adverse
Event in the email content or title.

2  Intended purpose

The Hilo App is a non-invasive blood pressure (BP) monitor intended to measure optical Photoplethysmography (PPG) signals on the user’s fingertip and to
calculate blood pressure values using a Pulse Wave Analysis (PWA) technique.

The Hilo App can also calculate heart rate based on the same measurement and analysis technology.


http://www.aktiia.com/
mailto:support@aktiia.com
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Indications for use

The Hilo App is indicated for blood pressure and heart rate monitoring of adult patients for home use only.

4

Contraindications

The Hilo App is NOT INTENDED to be used:
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on patients suffering from sustained cardiac arrhythmias that can lead to weak or unstable pressure pulses including resting tachycardia (heart rate at rest >
120bpm) and atrial fibrillation;

on patients suffering from pathologies that systematically reduce peripheral perfusion including Raynaud’s disease, diabetes, renal dysfunctions (eGFR <
30mL / min/ 1.73 m2), untreated hyper-/ hypothyroidism, pheochromocytoma, or arteriovenous fistula;

on pregnant women;

amputated upper limb;

on patients below 21 years old and above 85 years old;

on patients below 45 kg (99 Ib) and above 300 kg (661 Ib);

on patients below 130 cm (~4.3 ft) and above 250 cm (~8.2 ft).

on damaged/injured skin at index fingers;

on patients suffering from polyneuropathy;

amputated index fingers.

Intended population

Hilo App blood pressure monitoring system is intended for adult population, aged between 21 and 85 years old. There are no restrictions related to the user’s sex
and ethnicity.



6 Intended clinical benefits

Hilo App provides accurate and precise blood pressure and heart rate measurements, upon user request, allowing users to monitor their cardiovascular health.
Consistent monitoring of blood pressure and heart rate provided by the device can empower users to make informed lifestyle choices (e.g. management of diet,

exercise, stress, consultation of physician) which together can positively impact their cardiovascular health.

7 Technological characteristics

The Hilo App uses PPG technology (Photoplethysmography) to acquire optical data on your index finger. The PPG data are then transferred through the Hilo
mobile application to a secured cloud server on which Hilo’s algorithms compute your blood pressure, through advanced processing of the optical data. For
the phone measurement functionality, Hilo’s algorithms detect if the user is covering the camera lens with their index finger correctly before proceeding with a
PPG measurement and will provide blood pressure measurement only when the user is still and maintaining finger position correctly.

This product is licensed under patents owned by CSEM SA, Switzerland

8  Important safety information

Please read the important safety information in this user manual before using the device. Any serious incident occurring in relation to the Hilo App should be
reported to Aktiia and the competent authority of the Member State in which the user and/or patient is established.



Warning and Caution symbols definition:

Symbol Definition Symbol IDefinition
The “WARNING” sign in this user manual indicates The “CAUTION” sign in this user manual indicates a potentially hazardous
A apo 1 iation which, if not & situation which, if not avoided, could result in minor injury to the user or
avoided, could result in serious injury or death. patient or damage to the equipment or other property.

Important safety information, including residual risk and side effect, about Hilo App device:

A

The Hilo App device does not provide any diagnosis of your blood pressure.
Consult your physician for an appropriate analysis of your blood pressure data for diagnosis.

A

If your Hilo App blood pressure readings do not match your symptoms or expectations, use a blood pressure cuff to confirm your blood pressure.

A

If the Hilo App Phone Measurement displays a systolic blood pressure reading above 140 mmHg, we recommend confirming it with a clinically
validated cuff-based blood pressure monitor available on the market. A device such as the Hilo Blood Pressure monitor device, which combines the
Hilo Band and Hilo Cuff, may be used for this purpose. Please consult a qualified healthcare professional to interpret your results and determine the

next steps.

A

The Hilo App device is not intended to detect hypertensive crisis.
The Hilo App Phone Measurement displays blood pressure values only up to 180 mmHg for both Systolic and Diastolic measurements. Values above
this range will not be shown in the Hilo App. If you suspect your blood pressure may be higher than this limit, it is important to consult with a healthcare

provider for a full evaluation.

Important caution information:

This device may only be used for the purposes described in this User Manual. Aktiia cannot be held liable for damage or injury caused by incorrect
use. Always follow the operating procedures described in this User Manual to measure your blood pressure accurately and safely.

Hilo App is designed as a device for personal use (single user) only.
Do not share your device with others as it may result in inaccurate blood pressure readings.




9 Operating requirements

To use the phone measurement functionality of the Hilo App, you need to download the Hilo mobile application (Hilo App) from the Apple App
Store.
Creation of a user account via the Hilo App is required to make use of the phone measurement functionality.

Access to the Internet is required to:

+  Download the Hilo App

» Create and access your Hilo user account

* Access to your personal email in order to validate creating your Hilo account.
+ Visualize your new Blood Pressure data

* Receive insights on your Blood Pressure readings
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10 set up procedure for the phone measurement

1. Download the Hilo App.
Scan the QR code or go to the Apple App Store to download and install the Hilo App.

2. Create a user account on the Hilo App.
Open the Hilo App on your mobile device and follow the instructions to register and set up your personal account.
You will need access to your personal email in order to validate your new Hilo account.

f Please make sure you enter accurate personal data (biological sex, date of birth, height and weight) when requested by the Hilo App. This information will be used by the
product to generate your blood pressure and heart rate measurements. Please keep this information up to date while using Hilo product.

11 Correct index finger positioning for the phone measurement

Hold your phone firmly with one hand. Make sure your index finger is fully covering the rear camera. You will see the active
camera after the instructions. Rest your hand, along with the phone, on a stable surface to keep it steady while measuring.
Once ready, lightly press your finger against the camera lens to make sure it's fully covered. =



12 Body posture during the phone measurement

‘ & | Please sit down before starting the Blood Pressure measurement.

Note: Blood Pressure measurements can be affected by your physiological and emotional condition.

With your feet flat on the ground and your back straight, sit up straight. Avoid crossing your legs.

Rest your hand holding the phone, palm face up on a stable surface to keep it steady while measuring.
The other hand remains palm down in front of you on a flat surface.

Do not move or tense your arm muscles during measurement.

Relax, and do not move or talk.

Perform measurement requesting it through the Hilo App and follow instructions of the Hilo App during
the 3 cycles of measurements.

ook wh =




Visualizing your Blood Pressure data

« Use the Hilo App to see your blood pressure data, every vertical line represents the average
measurements taken during the displayed period.

« The top endpoint of the line is the systolic (SYS) value, and the bottom endpoint of the line is the
diastolic (DIA) value.

« Tap on the line to read the numeric values, hold, and move your finger on the screen to navigate
through the values.
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13 How to evaluate your Blood Pressure

The Hilo App is not intended to be diagnostic device. Self-diagnosis of measurement results and self-treatment are potentially dangerous. You should always
A consult your doctor for relevant interpretation of blood pressure results.

The following classifications are based on measurements taken on a seated person after a few minutes of rest.
It is important to note that Blood Pressure readings in everyday life conditions might be higher.
The table is not intended to provide a basis for any type of diagnosis or emergency assessment; the table only depicts different classifications of blood pressure.

Consult your physician for an interpretation and diagnosis based on your personal blood pressure results.
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Europe

The European Society of Hypertension (ESH) has created the following guide for classifying blood pressure values.

:I;(-:SEOPRRYESSURE SYSTOLIC BP mmHg DIASTOLIC BP mmHg ﬁl%ll-g:TOR
OPTIMAL LESS THAN 120 AND LESS THAN 80 Dark green
NORMAL 120-129 AND/OR | 80-84 Light green
ELEVATED 130-139 AND/OR | 85-89 Yellow
HIGH BLOOD PRESSURE STAGE | 140-159 AND/OR | 90-99 Orange
HIGH BLOOD PRESSURE STAGE 2 160-179 AND/OR | 100-109 Light red
HIGH BLOOD PRESSURE STAGE 3 HIGHER THAN 179 AND/OR | HIGHER THAN 109 Dark red

Note: Various factors such as age, obesity and medical condition should be considered for a correct evaluation.

Consult with your physicians for an accurate assessment and diagnosis of your health condition.
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14 Troubleshooting

Troubleshooting for Hilo App device:

Problem

Solution

| cannot get a good measurement quality
from my fingertip to start a phone
measurement

Verify that your index finger is positioned correctly, meaning your index finger fully covers the rear camera lens.
Also try to warm up your hands and your index finger.

Take 5 deep breaths before trying again, and make sure not to move during the signal evaluation.

The Blood Pressure measurement from
phone measurement failed

Verify that your index finger is positioned correctly. Also try to warm up your hands and your index finger.

Take 5 deep breaths before starting again a Blood Pressure measurement, and make sure not to move during recording.

15 Specifications

Product description

Blood pressure monitor

Model Hilo App

M 1t thod Photoplethysmography (PPG)
Measurement accuracy (Blood Pressure) + 5 mmHg

Measurement accuracy (Heart Rate) + 5 pulse/min

Measurement range with Hilo App Phone measurement

90 - 180 mmHg Systolic; 40 - 180 mmHg for Diastolic; minimum 15 mmHg for pulse pressure; 40 - 180 beats/
min for heart rate

Mobile operating systems

i0oS

Compatible Smartphone for a phone measurement with Hilo

App

iPhone 12 Pro, iPhone 12 Pro Max, iPhone 13 series (standard, Mini, Pro, Pro Max), iPhone 14 series
(standard, Plus, Pro Pro Max) , iPhone 15 series (standard, Plus, Pro, Pro Max), iPhone 16 series (standard,
Plus, Pro, Pro Max).
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16 Compliance
This device complies with the following regulations and normative documents/standards:

2017/745 (EU) Regulation of the European Parliament and of the Council of 5 April 2017 on medical devices, repealing Council Directives 93/42/EEC 2014/53
(EU) Directive of the European Parliament and of the Council of 16 April 2014

IEC 60601-1:2005/A1:2012/A2:2020: Medical electrical equipment — Part 1: General requirements for basic safety and essential performance

IEC 60601-1-6:2010/A1:2013/A2:2020: Medical electrical equipment — Part 1-6: General requirements for basic safety and essential performance — Collateral
standard: Usability

IEC 60601-1-11:2015/A1:2020: Medical electrical equipment — Part 1-11: General requirements for basic safety and essential performance — Collateral
Standard: Requirements for medical electrical equipment and medical electrical systems used in the home healthcare environment
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17 Network security recommendations

The following recommendations detail security measures that Hilo users should follow to ensure appropriate protection of their personal data.
Failure to comply with these recommendations may lead to user personal data leakage or destruction.

Only use mobile application authorized by Aktiia. Aktiia only makes its mobile application and subsequent updates available on official app stores.

Use unique credentials (username and password) for login to your Hilo account. Safely store your password so that no other person can access it.

It is recommended to regularly update your password, at least once every 3 months.

Do not let other people login to your Hilo account on your behalf.
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18 Safety symbols definitions

The signs below might be in the user manual, labeling or other component with your Hilo App device.

Symbol

Definition

Symbol

Definition

The “WARNING” sign in this user manual indicates a
potentially hazardous situation which, if not avoided, could
result in serious injury or death.

The “CAUTION” sign in this user manual indicates a potentially hazardous situation which,
if not avoided, could result in minor injury to the user or patient or damage to the equipment

or other property.

Symbol for “IFU are available on www.Aktiia.com/ifu”

Symbol for “THE INSTRUCTION FOR USE MUST BE READ”

a)
m

0123

Symbol for “COMPLIES WITH MDR EU2017/745
REQUIREMENTS”

Symbol for “ENVIRONMENT PROTECTION - Electrical waste products should not be
disposed with household waste. Please recycle where facilities exist. Check with your local
authority or retailer for recycling advice”

Symbol for “MANUFACTURER”

Symbol for “SINGLE PATIENT - MULTIPLE USE”

Symbol for “THIS EQUIPMENT IS A MEDICAL
DEVICE”.

Symbol for “TYPE BF APPLIED PART"

Symbol for “UNIQUE DEVICE IDENTIFIER”

Symbol for “STORAGE AND TRANSPORTATIONENVIRONMENT — HUMIDITY LIMITS”

Symbol for “SERIAL NUMBER”

Symbol for “STORAGE AND TRANSPORTATION ENVIRONMENT — PRESSURE LIMITS”

Symbol for “European authorized representative”

Symbol for “STORAGE AND TRANSPORTATIONENVIRONMENT — TEMPERATURE LIMITS”

Symbol for “Australian representative/ sponsor”

Symbol for “Radio Frequency Radiation (RF)"

s ENEE 2

Symbol for “Importer”

Symbol for “BATCH / LOT NUMBER”

15—-EN


http://www.aktiia.com/ifu

Version 3.0 — 2025.07.10

z| [3]
EEEE

Hilo App
www.aktiia.com

Veranex Germany GmbH
Landsberger Str. 302, D-80687 Munich, Germany

Emergo Australia
201 Sussex Street, Level 20, Tower Il Darling Park, Sydney, NSW 2000, Australia

Aktiia SA, Rue du Bassin 8a, 2000 Neuchatel, Switzerland

C € 0123



http://www.aktiia.com/

