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This guide provides essential, non-technical information for healthcare and research
professionals ("Professional Users") on the setup, operation, and handling of the
ANASA® System for patient/volunteer data collection.

System Overview and Intended Use

The ANASA® System is designed as a tool for long-term data collection to monitor
respiratory metrics and movement.

COMPONENT DEescrIPTION

ANASA® SHIrT | A comfortable, sensor-embedded textile garment worn like an undershirt

(Figure 1). It has two embedded sensors around the chest and abdomen to
capture breathing motion.

ANASA® The small, detachable electronic module (the "Electronic Device") that snaps

READER onto the shirt (Figure 2). It powers the sensors, records data, and includes a
battery, data storage, and status lights.

Figure 1: The ANASA® Shirt.

Figure 2: The ANASA® Reader.

Important Clinical Note

e The ANASA® Smart Breathing Shirt is NOT a medical device (it holds a
medical wellness CE marking).

e It should NOT be used to diagnose, treat, or provide therapy to patients.
Its sole purpose is to track and record respiratory metrics and performance
levels.

e No prior knowledge of respiratory health is required for the user to collect the
data; the data is meant to be analyzed later by an expert.
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Before Deployment: Setup & Safety Checklist

Please review the following steps and safety points before giving the system to a
patient or volunteer for their first use.

Check the Contents

The system package should include:

ANASA® Shirt

ANASA® Reader

Charging cable

Dedicated washing bag (must be used for washing)

First Use Preparation

1.

Charge the Reader: Unless instructed otherwise,
fully charge the ANASA® Reader via the provided
USB-C cable, connecting it to a PC or other USB-C
charger. Full charge takes approximately 4 hours.

. Charging Status: The main LED (see Figure 3) is

pulsing green while charging and is solid green
when fully charged. An orange LED indicates a
battery level <10%.

Check Shirt Condition: Ensure the ANASA® Shirt
is clean and dry.

. SD Card Verification: Ensure the microSD card is

Figura 3: The ANASA® Reader

morphology.

inserted. Do not swap cards between different Readers. Data is linked to the
specific card/device pair; swapping them can cause data loss.

Collect the Shirt Identification Number (ID): TBA

I, Safety Precautions: The ANASA® System must not be worn by individuals
with pacemakers. Additionally, users must not have an allergy or sensitivity to
Lyocell or Modal fibers.

Sizing & Fitting Guide

A correct fit is the single most important factor for data quality.

1.
2.

Measure: Measure the participant's Chest and Abdomen circumference.

The "Size Down" Rule: If a participant falls between two sizes (see Figure 4),
always choose the smaller size. The sensors rely on the fabric stretching to
detect breathing. A loose shirt will result in flat signals and unusable data.
Placement: The shirt must be worn directly against the skin.
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THORAX & ABDOMINAL
min. / max. expansion

S 70-81cm
M 80-93cm
L 91-106 cm
XL 104-121 cm

Figure 4: The ANASA® size chart.

Daily Use and Data Collection

The system is designed to be simple and automatic for the end user.

Wearing and Activation

1. Put on the Shirt: The user wears the shirt like a regular undergarment,
ensuring a snug but comfortable fit for good sensor contact.

2. Attach the Reader: Securely snap the ANASA® Reader onto the connectors
on the ANASA® Shirt.

3. Automatic Start: The ANASA® Reader turns on automatically when the user
puts on the ANASA® Shirt and starts gathering data without any further button
presses.

4. The "Red Light" Check: Immediately after snapping the Reader on, look at the
secondary (side) LED (see Figure 3). It must be blinking red. This is the only
confirmation that data is actually recording to the SD card. If the Side LED is
not blinking, press the (small) secondary button (see Figure 3) to reset the
device until you see the blinking red light. Do not send the patient home
unless this light is blinking.

5. Automatic Stop: The Reader automatically switches off when the user
removes the shirt, which conserves energy.

Key User Functions

Data Logging: The Secondary LED will flash red when the device is actively logging
respiratory and motion data.
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Audio Recording (Voice Notes): The user can press and hold the main button to
record a one-minute audio note for contextual journaling (e.g., noting symptoms or
activities). While recording, the Main LED turns solid red.

Data Storage: All raw, anonymized data (respiratory, motion, and audio notes) is
stored internally on a microSD card in the Reader. This data must be retrieved and
analyzed by an expert when the shirt is returned.

Maintenance and Handling

No Water Exposure: The ANASA® System is not waterproof. It must not be worn
while swimming, showering, or in highly humid environments.

Washing: The ANASA® Reader must be removed before washing the shirt. The shirt
must always be washed inside the dedicated washing bag on a delicate cycle, using
only liquid detergent, and must be line dried (no tumble drying or ironing).
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