FibriCheck
and the Al act

Keeping your finger on the pulse
of innovation



Who am I?

Glenn De Witte
glenn.dewitte@fibricheck.com



What is FibriCheck?

FibriCheck®




Atrial Fibrillation is a new millenium epidemic affecting millions
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How to detect atrial fibrillation?

Max 1 minute 24 hour 1 week 3 year

IN OFFICE AT HOME

Pulse 12-lead ECG Holter Patch ILR




Limitations of traditional technologies

@ @ ¥ §

Limited to a Limited in time Lacking user Expensive
location - friendliness
- spotcheck or
doctor’s office maximum
24 hours



FibriCheck fills the gap

Max 1 minute 24 hour 1 week -~ 3 year

IN OFFICE AT HOME WE FILL A GAP!

Pulse 12-lead ECG Holter Patch ILR



Say &) to FibriCheck

“FibriCheck is a device agnostic software solution that is capable to detect and identify heart rhythm
disorders based on optical signals”. People can use it anywhere, anytime

Please try to keep still. The

measurement takes about 60
seconds.

Mobile phones Wearable Devices



FibriCheck on a smartphone
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Which technology & the role
of Al?

FibriCheck®




PhotoPlethysmoGraphy

Measures changes in light absorption in the microvascular bed of tissue caused by blood volume changes
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The role of Al
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How is the machine learning model trained?

e e e e , Train + validation set:

Train model Evaluate model e 1M+ interpreted
; on Training Set on Validation Set ;
5 5 meaurements

e data augmentation

Tweak model according
to results on (Validation Set| 5 Test set:

e Not used during

1 training !
e Regulatory instances

Pick model that does 1 Confirm results
best on (Validation Set ’ on| Test Set |

look at performance on

test set



Human interpretation - AF
PPG output
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Human interpretation - regular rhythm
PPG output
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Human interpretation beyond AF

Isolated extrasystoles Increased HRV Frequent extrasystoles Trigeminy episode

Regular
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The look & feel

Made as simple as possible
for the patient

Under the hood

Advanced image analysis
and signal processing




Innovation and compliance?

FibriCheck®




Different types of apps

“(C)rapps Fitness & Wellness M\Ae/gllﬁ] aellsssed Medical apps

THERE'S AN
B PP
s




You cannot access the market without approvals as medical app

Chinese Market access

EU market access

US Market Access

BUFTREA
ERRENRBRANN
uticals and Medical Devices Agency

Japanese Market access

20 Y



European regulation: Medical Device Regulation

CLASS IIb CLASS Il

Plaster
Disposable gloves
Otoscope
Dermatoscope

Examples:

- 1S: Delivered Sterile
- 1M: Measuring Function
- 1R: Reprocessed
e.g.
Dermatoscope with ruler
Sterile dressing

Digital Dermoscopy
Electrical Impedance
spectroscopy
Apps
Tele-Dermatology

Blood bag
Lung Ventilator
Defibrillators

Heart Valves
Drug coated stents
Breast Implants

- II:/I/I[a)r;H(: - Notified Body approval required

Risk:
Low

Source: https://onlinelibrary.wiley.com/doi/full/10.111/jdv.17830

e
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High



MDR: successor of the MDD

m New Medical Device Regulations (MDR)

e 5 May 2017: Regulation (EU) 2017/745 of the European Parliament
and of the Council of 5 April 2017 on medical devices, amending
Directive 2001/83/EC, Regulation (EC) No 78/2002 and Regulation
(EC) No 1223/2009 and repealing Council Directives 90/385/EEC and

93/42/EEC
=> also called: MDR @ @
20 articles 123 articles

60 pages 173 pages

12 annexes 16 annexes

Directive Regulation
More requirements, complexity &

prescriptiveness

22 §



Software development for medical apps

Product requirements document

Software architecture

Sprint

V S 2-4 weeks
Implementation| > sure.ars [ | — Ceee
\ .Product Backlbg Sprint Backlog Iteration Potentially shippable
product increment

Verification

—

Maintenance




Our algorithm is version controlled software...
For every version, we deliver the following documentation:

- Clinical validation

- Software requirements e e e

- Off the shelf software e e

- Architectural design — M. e _—

- Detailed design . | |
- Verification evidence L, ~—t .




.. that is closely monitored after launch

warning

Diagnosis distribution 1.6.0 mobile-spot-check

Recall indicator 1.6.0
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Diagnosis distribution 1.6.1 mobile-spot-check

data.diagnosis.label data.diagnosis.label
sinus, sinus.
extrasystoles._isolated extrasystoles._isolated
® atrial_fbrillation ® quality_to_low

® atrial_frilation

© extrasystoles_frequent

@ increased_frv

® extrasystoles_big_episode
tachycardia
extrasystolos._trig_episode
atrial_flutter
extrasystoles._bigminy

® extasystolos_trigeminy

® quality_to_low
® extrasystols._frequent
@ increased_hrv

® extasystoles_big_episode.

® oxtrasystoles_trg_episode

@ extrasystoles_bigminy
atrial_futter

© oxtrasystolos_trigeminy

tachy_episode tachy_episode
® phone_incompatible ® phone_incompatible:
© bradycardia © brad
® brady_episode brady_episode

© dubious_thythm

Quality throughout the years

Precision indicator 1.6.0

£
g
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atral_firilation
atral_fluttar

brady_episade

bradycarcia
dubious.thythm
extrasystles_big_episade
extrasystoles_bigniny-
antrasystols_raquent
extrasystols solated
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data.
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tachy_episade

tachycardia

correct_indicator
o

Precision indicator 1.6.1

correct_indicator

Count

dataindicator_algorithm

Confusion matrix 1.6.1
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data.diagnosis_algorithm.label ‘



Compliance & regulatory approvals

©)

SGS

ISO 13485:2016

Certified for medical device quality
management systems.

GDPR

Qompium is GDPR compliant.

=1d :
I Compliance

1ISO 27001:2022

Certified for managing information
security risks.

HIPAA

Protecting health information.

Current Regulatory approvals

Australia - TGA
B Europe - CEClass lla

Singapore

UAE

LN

UK

NV

IR

US - FDA (510k)

B saudi Arabia
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Smartphone/Smartwatch
Smartphone/Smartwatch
Smartphone/Smartwatch
Smartphone/Smartwatch

Smartphone/Smartwatch

Smartphone / (extension
in Q1 2024)

Smartphone

B2B/B2C
B2B/B2C
B2B/B2C
B2B/B2C

B2B/B2C

B2B

B2B/B2C



How does the EU Al Act fit into this?

EU Al Act: Risk-based approach

0 Unacceptable risk - Prohibited
Social scoring, facial recognition, dark-patter Al, manipulation
High risk - Conformity assessment
Medical Devices, transportation, education, law
Limited risk - Transparency
Chatbots, deep fakes, emotional recognition

-~ Minimal risk - Code of Conduct
- Spam filters, video games

Source: https://wwwAIinkedin.com/pulse/oi—reguIatory—frameworks—medical—devices—us—vs—eu—clono—lczcrenko/

Compliant with MDR will mean in practice also compliant with the EU Al Act



Thank you!
Happy to answer your
guestions

o
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