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 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

leida.ai
AI-assisted regulatory infrastructure

for medical device companies

Perustettu 2025

Tiimi 6 henkilöä · AI / DATA / MDR / FDA

Sijainti
Tampere + Helsinki +  Kalifornia 
+ Sveitsi

Markkinat EU · USA 

Standardi MDR · IVDR · FDA · AI Act · ISO 13485



MEDTECH COMPLIANCE HAS NOT 
BEEN REINVENTED YET, IT STILL RELIES ON HEAVY, MANUAL
PROCESSES.

AI SHIFTS THE FOCUS FROM FRAGMENTED SYSTEMS TO CONNECTED,
REAL TIME INFRASTRUCTURE.
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THE NOTIFIED BODY FEE
IS JUST THE TIP

OF THE ICEBERG

leida.ai

You budget for certification. 
Close your funding round. 
Celebrate getting certified.

Then the maintenance bills start arriving.
Every year.

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

Average total regulatory lifecycle · IVDR

Average total regulatory lifecycle · MDR

Of total cost is manufacturer personnel time

Is Notified Body fees. The rest is hidden.

€2.9M 

€4.8M

73–74%

6%

THE NUMBERS CONFIRM WHAT EVERYONE ALREADY FEELS
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M I S S Ä  S TA R T U P I T  KO M PA S T U VAT



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

The companies that win treat regulation as a design constraint from day one.
Not a legal checklist at the end.

We still operate as if compliance is a static document exercise.
While innovation has become continuous, software-driven, and system-level.
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A I  D O E S  N O T  J U S T  S P E E D  U P  C O M P L I A N C E
I T  M A K E S  I T  P O S S I B L E  AT  S C A L E
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S I I R T Y M Ä  M A N U A A L I S E S TA  T YÖ S TÄ  O H J A A M I S E E N  
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M E D I C A L  D E V I C E  S O F T WA R E  H A S  A LWAY S  B E E N  B U I LT  I N  T W O  S E PA R AT E  T R A C K S
—  E N G I N E E R I N G  A N D  C O M P L I A N C E . L E I D A  U N I F I E S  T H E M  I N T O  O N E

L i v e s  w h e r e  t h e  w o r k  h a p p e n s .  C o n n e c t s  t o
G i t H u b ,  J i r a ,  a n d  y o u r  q u a l i t y  s y s t e m s .
C o m p l i a n c e  r u n s  i n s i d e  t h e  d e v  w o r k f l o w,
n o t  a f t e r  i t

S t a y s  c u r r e n t  a u t o m a t i c a l l y E v e r y  p r o d u c t
c h a n g e  f l o w s  t h r o u g h  t h e  e v i d e n c e  r e c o r d :
n o  m a n u a l  r e b u i l d ,  n o  c o m p l i a n c e  d e b t

G e n e r a t e s  s u b m i s s i o n - r e a d y  d o s s i e r s .  O n e
e v i d e n c e  g r a p h ,  e v e r y  m a r k e t :  E U ,  U S ,  a n d
b e y o n d ,  a l w a y s  a u d i t - r e a d y  b y  d e f a u l t

N O  M E D T E C H  T E A M  W I L L  B U I L D  T H E  S A M E  WAY  A G A I N
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QA/RA

CONTINUOUS
COMPLIANCE
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WE ARE BUILDING THE MAP FOR THE MAZE

The logic engine
+ Quality Management System of record
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01 02 03 04 05

Connect
your sources

Map evidence
once

Changes trigger
impact

Review in
real time

Export
audit-ready

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

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

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

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

Audits become
exports instead of a
scramble across
folders and
spreadsheets.

COMPLIANCE WORK STARTS WHEN
CHANGE HAPPENS, NOT AFTER RELEASE
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MITEN REGULAATIO AI TOIMII KÄYTÄNNÖSSÄ
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SAIRAALAT VALMISTAVAT ENEMMÄN LAITTEITA
KUIN ARVATAANKAAN
Ja jokainen omavalmiste vaatii oman dokumentaation, laatujärjestelmän ja riskienhallinan
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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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STREAMLINE COMPLIANCE FROM EVERY REGULATORY AREA
AND MANAGE REAL TIME STRUCTURE, AUTOMATION, AND

AUDIT-READY EVIDENCE BY DEFAULT

info@leida.ai laura@leida.ai

leida.ai
NOT A COMPLIANCE TOOL

WE ARE BUILDING THE REGULATORY OPERATING SYSTEM FOR MODERN MEDTECH COMPANIES

www.leida.ai https://www.linkedin.com/in/ahonenlaura/



Conf ident ia l  &  Propr ietar y  –  Le ida  Tech Oy

T h i s  d o c u m e n t  a n d  a l l  co n te n t ,  co n ce p t s ,  d e s i g n s ,  wo rk f l ows ,  p ro d u c t  d e s c r i p t i o n s ,  a n d  m a te r i a l s  co n t a i n e d  h e re i n  ( co l l e c t i ve l y,  t h e
“ M a te r i a l s ” )  a re  t h e  co n f i d e n t i a l  a n d  p ro p r i e t a r y  i n fo rm a t i o n  a n d  i n te l l e c t u a l  p ro p e r ty  o f  Le i d a  Te ch  O y  ( “ Le i d a” ) .  T h e  M a te r i a l s  a re
p rov i d e d  s o l e l y  fo r  t h e  i n te rn a l  eva l u a t i o n  o f  Le i d a ’s  s o l u t i o n s  a n d  m ay  n o t  b e  u s e d  fo r  a ny  o t h e r  p u rp o s e .

N o  p a r t  o f  t h e s e  M a te r i a l s  m ay  b e  co p i e d ,  re p ro d u ce d ,  s to re d ,  t ra n s m i tte d ,  d i s c l o s e d ,  d i s t r i b u te d ,  reve rs e  e n g i n e e re d ,  o r  u s e d  to
c rea te  d e r i va t i ve  wo rks ,  i n  w h o l e  o r  i n  p a r t ,  i n  a ny  fo rm  o r  by  a ny  m ea n s ,  w i t h o u t  t h e  p r i o r  w r i t te n  co n s e n t  o f  Le i d a .

B y  re ce i v i n g  o r  a cce s s i n g  t h e s e  M a te r i a l s ,  yo u  a g re e  to  ke e p  t h e m  s t r i c t l y  co n f i d e n t i a l ,  to  l i m i t  a cce s s  o n l y  to  i n d i v i d u a l s  w i t h i n
yo u r  o rg a n i z a t i o n  w h o  h ave  a  l e g i t i m a te  n e e d  to  kn ow  fo r  t h e  a b ove  p u rp o s e ,  a n d  to  e n s u re  t h a t  s u ch  i n d i v i d u a l s  a re  b o u n d  by
e q u i va l e n t  co n f i d e n t i a l i ty  o b l i g a t i o n s .

A l l  r i g h t s ,  t i t l e ,  a n d  i n te re s t  i n  a n d  to  t h e  M a te r i a l s  re m a i n  exc l u s i ve l y  w i t h  Le i d a .  N o  l i ce n s e  o r  o t h e r  r i g h t  ( ex p re s s  o r  i m p l i e d )  i s
g ra n te d  by  t h e  p rov i s i o n  o f  t h e s e  M a te r i a l s .  Le i d a  re s e r ve s  t h e  r i g h t  to  re q u e s t  t h e  re t u rn  o r  s e c u re  d e s t r u c t i o n  o f  t h e s e  M a te r i a l s  a t
a ny  t i m e .

I f  yo u  h ave  re ce i ve d  t h e s e  M a te r i a l s  i n  e rro r ,  yo u  m u s t  i m m e d i a te l y  n o t i f y  Le i d a  a n d  d e l e te  a l l  co p i e s  i n  yo u r  p o s s e s s i o n  o r  co n t ro l .

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


	leida.ai
	COMPLIANCE FOR MODERN MEDICAL DEVICE TEAMS
	Leida.ai Terveysteknologian regulaatio tekoälyn aikakaudella
	leida.ai
	SOTE-tekoälyn ekosysteemi · Tampere · April 2026

	LAURA AHONEN
	Founder & CEO  · Leida Tech Oy


	leida.ai
	AI-assisted regulatory infrastructure for medical device companies
	Perustettu
	Tiimi
	Sijainti
	Markkinat
	EU · USA
	Standardi



	leida.ai
	MEDTECH COMPLIANCE HAS NOT  BEEN REINVENTED YET, IT STILL RELIES ON HEAVY, MANUAL PROCESSES.
	AI SHIFTS THE FOCUS FROM FRAGMENTED SYSTEMS TO CONNECTED, REAL TIME INFRASTRUCTURE.
	leida.ai
	THE NUMBERS CONFIRM WHAT EVERYONE ALREADY FEELS



	THE NOTIFIED BODY FEE IS JUST THE TIP OF THE ICEBERG
	€2.9M
	Average total regulatory lifecycle · IVDR
	Average total regulatory lifecycle · MDR
	Of total cost is manufacturer personnel time
	Is Notified Body fees. The rest is hidden.

	€4.8M
	73–74%
	6%


	leida.ai
	MISSÄ STARTUPIT KOMPASTUVAT
	leida.ai

	HOW DO YOU INNOVATE BOLDLY IN A SYSTEM DESIGNED TO PREVENT MISTAKES?
	leida.ai

	EUROPE DOES NOT HAVE A REGULATION PROBLEM WE HAVE A TOOLING PROBLEM
	leida.ai
	AI DOES NOT JUST SPEED UP COMPLIANCE IT MAKES IT POSSIBLE AT SCALE

	leida.ai
	SIIRTYMÄ MANUAALISESTA TYÖSTÄ OHJAAMISEEN
	PRODUCT

	leida.ai

	COMPLIANCE BAKED INSIDE THE BUILD
	MEDICAL DEVICE SOFTWARE HAS ALWAYS BEEN BUILT IN TWO SEPARATE TRACKS — ENGINEERING AND COMPLIANCE.LEIDA UNIFIES THEM INTO ONE
	PLM
	QMS

	leida.ai
	SOTE-tekoälyn ekosysteemi · Tampere · April 2026

	leida.ai
	leida.ai
	SOTE-tekoälyn ekosysteemi · Tampere · April 2026
	The logic engine

	leida.ai
	SOTE-tekoälyn ekosysteemi · Tampere · April 2026
	COMPLIANCE WORK STARTS WHEN CHANGE HAPPENS, NOT AFTER RELEASE
	Connect your sources
	Map evidence once
	Changes trigger impact
	Review in real time
	Export audit-ready


	leida.ai
	MITEN REGULAATIO AI TOIMII KÄYTÄNNÖSSÄ

	leida.ai
	SOTE-tekoälyn ekosysteemi · Tampere · April 2026
	SAIRAALAT VALMISTAVAT ENEMMÄN LAITTEITA KUIN ARVATAANKAAN

	leida.ai
	leida.ai
	leida.ai

	STOP ASKING HOW TO MOVE FASTER AROUND REGULATION
	START ASKING HOW TO MODERNIZE THE REGULATORY LAYER ITSELF
	leida.ai
	NOT A COMPLIANCE TOOL
	WE ARE BUILDING THE REGULATORY OPERATING SYSTEM FOR MODERN MEDTECH COMPANIES
	Confidential & Proprietary – Leida Tech Oy

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

