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LAURA AHONEN

Founder & CEO - Leida Tech Oy

Innovation & product leader for 12+ years

First startup: 2014. Faced the regulatory
problem firsthand

Accenture & Deloitte: design lead +
FDA/MDR medtech clients

Leida: founded 2025

YT ER-1

Al-assisted regulatory infrastructure
for medical device companies

Perustettu 2025

Tiimi 6 henkiloa - Al / DATA / MDR / FDA

Tampere + Helsinki + Kalifornia

Sijainti e
J + Sveltsl

Markkinat EU - USA

Standardi MDR - IVDR - FDA - Al Act - ISO 13485



SOTE-tekoalyn ekosysteemi - Tampere - April 2026

MEDTECH COM

PROCESSES.

Al SHIFTS THE
REAL TIME INF

-0OC

RAST

\/

PLIANCE HAS NOT
SBEEN REINVENTED YET, IT STILL RELIES ON HEAVY, MANUAL

S FROM FRAGMENTED SYSTEMS TO CONNECTED,

RUCTURE.



leida.ai

THE NUMBERS CONFIRM WHAT EVERYONE ALREADY FEELS i

THE NOTIFIED BODY FEE €2 9M
IS JUST THE TIP Average total regulatory lifecycle - IVDR
OF THE ICEBERG €4.8M

Average total regulatory lifecycle - MDR

You budget for certification. Ky FAA
Close your funding round.

Celebrate getting certified.
Then the maintenance bills start arriving.

Every year. 6%
Is Notified Body fees. The rest is hidden.

Of total cost is manufacturer personnel time

By year five, you have spent twice what you
planned. And you haven't built anything new.
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MISSA STARTUPIT KOMPASTUVAT

VYersiointi hajoaa kasiin

Tuotteen kehitys on jo aloitettu, kun regulaatio tulee kuvaan.
Design history file, risk management, software lifecycle — kaikki
pitda rekonstruoida jalkikiteen. Hidasta ja kallista.

Ohjelmisto paivittyy sprinteissih. Regulaatiotilanne paivittyy
manuaalisesti. Softan rakentamisessa koko ohjelmistoa ei aina

kannata sertifioida, haasteena pysya raamien sisalla.

MDR ja laajentuminen FDA Al Act tuli MDR:n paille

EU-sertifiointi tehty, laajentuminen FDA:han. Kaikki on kirjoitettu
MDR:n logiikalla. FDA haluaa eri rakenteen, eri
nimedmiskdytinnot, erl niyttoketjun,

Startup on rakentanut MDR-dokumentaation. Nyt Al Act vaatii
lisdksi lipindkyvyysdokumentaation ja riskiluokituksen.
Ladkinnallisten laitteiden slirtymiaika piattyy elokuussa 2027,
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HOW DO YOU INNOVATE BOLDLY IN A SYSTEM
DESIGNED TO PREVENT MISTAKES?

Innovation does not happen despite regulation.
It happens inside it. Or not at all.
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EUROPE DOES NOT HAVE A REGULATION PROBLEM
WE HAVE A TOOLING PROBLEM

We still operate as if compliance is a static document exercise.
While innovation has become continuous, software-driven, and system-level.

The companies that win treat regulation as a design constraint from day one.
Not a legal checklist at the end.
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Al DOES NOT JUST SPEED UP COMPLIANCE
IT MAKES IT POSSIBLE AT SCALE

A single medical device generates thousands of interconnected requirements, documents, risk records, software versions, clinical data points and change
events — across multiple regulatory frameworks simultaneously. No human team can keep this current manually.

_ _ e

Cross-reference instantly Unstructured sources Al proposes, humans decide

Al reads every reguirement in MDR, IVDR, FDA, Al act and GitHub cormmits, Jira tickets, Word documaents, PDFs, Every Al-generated mapping, gap finding or document draft
50 standards simultaneously and maps your evidence to all spreadsheets, test logs. Al extracts regulatory-relevant is reviewed and approved by the QA or RA professional. The
of them in real tirme. signals frem all of tham, audit trall reconds who, when and wivy,

Zero drift Pattern recognition Explainable outputs

‘When a document changes, Al propagates the update Al identifies which design change affects which GSPR Every Al conclusion links directly to the source regulation
through every knked requirement, risk record and audit clause, which risk control needs updating, which clinical text, the document and the timestamp. Full transpanency,
trail entry. Automatcally, claim requires new evidence, e Black koo,

Mo context loss Gap detection Scales with the team

A team member leaving takes institutional knowledge, Al A two-person startup and a 200-person medtech company
retains the full traceability chain regardiess of who is on the on “:"::‘:::"‘m':':"“:' R N S use the same infrastructure. The Al absorbs the complexity
team. %0 repo : - " ' s0 the team can focus on the device.
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SIIRTYMA MANUAALISESTA TYOSTA OHJAA%/

Jatkuva compliance

Regulaatiotyd alkaa samana paivind kuin kehitys, Muutos koodissa tal
dokumentissa paivittad vaatimustilan automaattisesti,

Al-pohjainen jaljitettavyys

Leida rakentaa yhtenaisen nayttdketjun vaatimuksesta dokumenttiin ja
muutoslokiin, Automaattisesti, Reaaliajassa,

Ennakoiva

Puutteet nikyvat heti. Leida ehdottaa mita pitdd paivittdad kun muutos
tapahtuu,

__F




PRODUCT

NO MEDTECH TEAM WILL BUILD THE SAME WAY AGAIN

COMPLIANCE BAKED INSIDE THE BUILD

MEDICAL DEVICE SOFTWARE HAS ALWAYS BEEN BUILT IN TWO SEPARATE TRACKS
— ENGINEERING AND COMPLIANCE.LEIDA UNIFIES THEM INTO ONE

-

Lives where the work happens. Connects to
GitHub, Jira, and your quality systems.
Compliance runs inside the dev workflow,
not after it

GlycoAl | GSPR Requirements

-

.

Stays current automaticallyEvery product
change flows through the evidence record:
No manual rebuild, no compliance debt

-

GCenerates submission-ready dossiers. One
evidence graph, every market: EU, US, and
beyond, always audit-ready by default

leida.ai
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Product DevTeam scrum
Owner Master

Product Sprint Sprint
Backlog Planning Backlog
Meeting

Daily Stand Up

24H

Sprint Review
+
Sprint

Retrospective

Finished
Work
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WE ARE BUILDING THE MAP FOR THE MAZE

LEIDA CORE LEIDA BRIDGE

Centralised Workspace For Regulatory Intelligence A Shared Workspace Between Developers And QA
+ Quality Management System of record

‘“‘\\ The logic engine —

INPUT FROM LEIDA CORE

COMPLIANCE PULL REQUEST DECISION WORKSPACE
« Review changes » Review the rationale summary

i » Open the change set tied to a release tag or branch |« Inspect the impact map: intended use, claims, risk file,
oG s Review what changed from engineering sources ~ cybersecurity, labeling, PMS, training :
effect of change through « Complete required evidence tasks for the release « Evaluate evidence gates: what is required, what is present, \
requirements, risks, controls, « Attach evidence such as test reports, Cl logs and ’ what s missing
verification, and records. protocol outputs » Ask questions and clarily assumplions
Turn that impact into a clear set » Respond to QA questions and necord contet » Choose the decision path: ship ELYUS only, ship with
of proposed updates and = Track blockers and readiness feature flag off, hold release, requing extra verification
evidence needs. + Approve, reject, o request changes

+ Froeze the approved snapshot for prometion

# Draft documenis
& Edit documeants =
& Create impact map /
® Trace updates :) g
® Create evidence checklist \ 4 o

( Emmtnuhﬂrmm )
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COMPLIANCE WORK STARTS WHEN
CHANGE HAPPENS, NOT AFTER RELEASE

O1

Connect
your sources

GitHub, GitLalb, Jira,
Confluence,
SharePoint. Leida
starts from what you
already use.

02

Map evidence
once

Import requirements,
risks, tests. Leida
builds an evidence
graph and trace
baseline.

03

Changes trigger
impact

A PR or release
triggers an impact
map. Leida
proposes required
updates.

04

Review in
real time

QA/RA reviews,
approves, signs off.
Logged with who,
when, and why.

I
05

Export
audit-ready

Audits become
exports instead of a
scramble across
folders and
spreadsheets.
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MITEN REGULAATIO Al TOIMII KAYTANNOSSA

LEIDw CORE

Regulatory Chat

Kysy MDR-vaatimuksista, saat vastauksen

lahdeviittauksella suoraan asetustekstista.

Luckittelusddnnit, Annex-rakenteet,
GSPR-tulkinta. Regulatory co-pilot..

Esimerkki: "Mitkd ovat luokan 11a laitteen
vaatimukset MDR Rule 8 mukaan?® — \Vastaus
82% relevanssilla, ldhde MDR > 6.3, Rule 11

LEID CORE

Dokumenttien linkitys + Al Review

Lataat kliinisen arvioinnin tai teknisen
tiedoston. Leida tunnistaa puutteet,
ristiristiriidat ja luokitteluongelmat. Ei pelkka
tarkistuslista, vaan toimenpide-ehdotus
jokaiselle |[Gydokselle,

Esimerkki: Luokitteluvirhe tunnistettu
CER-dokumentissa. Regulatory Impact: High.
Implementation Effort: Major rework.

.

LEIDA BHIDGE

GitHub-integraatio + Audit Log

GitHub yhdistettynd. Jokainen commit, PR ja
release kirjautuu audit logiin automaattisesti.
G5PR-vaatimusmatriisi generoitavissa napin
painalluksella.

Esimerkki: CT-5can CMN-algoritmi. Kaikki branchit
auditoltu. Muutokset: Document created -
Muokkaajan nimi - Aikaleima: Apr 1, 2026
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Ja jokainen omavalmiste vaatii oman dokumentaation, laatujarjestelman ja riskienhallinan

SAIRAALAT VALMISTAVAT ENEMMAN LAITTEITA ,
KUIN ARVATAANKAAN

MDR artikla 5(5) ja IVDR artikla 5(5) sallivat terveydenhuollon yksikaille omavalmistuksen ilman CE-merkintad silloin kun kaupallista vaihtoehtoa el ole tai se el
tiyta erityistarpeita, Koskee fyysisii laitteita ja ohjelmistoja. Valvova viranomainen Suomessa on Fimea,

Miksi tdmad on vaikea ongelma;

@ Omavalmisteiden dokumentaatio syntyy e @ Laite pinattyy. Prosess mouttuu. Vastuuhenkild

@ Tekodly @ hyviksy, @ allekirjoita eika vastaa

osastoslla, eri jirjestelmissa ja eri henkilailla, vadhtuu. Yhdelld sairaalalla voi olla kymmenis :
Potilastietojirjestelma, laadunhallinta, kehitystiimi omavalmisteprojekteja samanaikaisesti er :;‘:::::::;':‘;::J:'::J:::‘:‘::L ':““"
ja sahkoposti ovat kaikki eri siiloja, vadhetssa. ' paattavat,
@ Tekodly tunnistas muutoksen valkutukset ja pitad @ Auditoitavuus ja l3pinikyvyys ovat
) hhuvm Mmiuht, ﬂﬂ:ﬂﬁ:ﬁ:ﬁ"' e versiointihistorian, muutcslokin ja [iljitettivyyden sisidnrakennettuja, Fimean edellyttama
ILa.
manuaalista kopiointia tal yhteenvetoja, Ry T :':::;::::::hu rakentuu automaattisesti prosessin
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Regulatory Chat

Whal ard thi chasadlication ruled fof Cladd e medicdl dévices?
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GitHub Integration

y GitHub Connected

Leida Tech Oy

Linked Repositones

ABC OrthoStim | Audit Log

L¥ Git Graph

GlycoAl | GSPR Requirements
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STOP ASKING HOW TO
MOVE FASTER AROUND REGULATION

START ASKING HOW TO
MODERNIZE THE REGULATORY LAYER ITSELF
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NOT A COMPLIANCE TOOL

WE ARE BUILDING THE REGULATORY OPERATING SYSTEM FOR MODERN MEDTECH COMPANIES

STREAMLINE COMPLIANCE FROM EVERY REGULATORY AREA
AND MANAGE REAL TIME STRUCTURE, AUTOMATION, AND
AUDIT-READY EVIDENCE BY DEFAULT

@) www.leida.ai @ info@leida.ai laura@leida.ai https://www.linkedin.com/in/ahonenlaura/



Confidential & Proprietary - Leida Tech Oy

This document and all content, concepts, designs, workflows, product descriptions, and materials contained herein (collectively, the
“Materials”) are the confidential and proprietary information and intellectual property of Leida Tech Oy (“Leida”). The Materials are
provided solely for the internal evaluation of Leida’s solutions and may not be used for any other purpose.

No part of these Materials may be copied, reproduced, stored, transmitted, disclosed, distributed, reverse engineered, or used to
create derivative works, in whole or in part, in any form or by any means, without the prior written consent of Leida.

By receiving or accessing these Materials, you agree to keep them strictly confidential, to limit access only to individuals within
your organization who have a legitimate need to know for the above purpose, and to ensure that such individuals are bound by
equivalent confidentiality obligations.

All rights, title, and interest in and to the Materials remain exclusively with Leida. No license or other right (express or implied) is
granted by the provision of these Materials. Leida reserves the right to request the return or secure destruction of these Materials at

any time.

If you have received these Materials in error, you must immediately notify Leida and delete all copies in your possession or control.

www.leida.ai @ info@leida.ai laura@leida.ai +358 40 5959249
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