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Product Leader and Entrepreneur

Pe rs o na l Int ro d uc t io n

● 15+ years in Tech & AI

● Product Head of N26 Bank – becoming the 

first European Bank to operate 100% on the 

cloud

● Co- Founder and CPO of Flinn.ai
Ma rkus  Mülle r
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Examples of industry - leading players who trust in 

Flinn to automate their QM/RA processes with AI

CUSTOMERS
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Rich On Ibiza

What do all leaders want?
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What has the highest 

re t urn p o t e nt ia l?

Use  c a se s  w it h 

highest potential

De g re e  o f 

AI automation
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Complaint handling is a highly inefficient multi - player game

As s e s s ing  p ro c e s s  p o t e nt ia l

Sa le sHospital staff Se rvic e
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“We had an event with 

your device” (phone)

“Fill out this form” 

(email)

Patient

“I’ve been 

burned”

Email

RA

“What happened?” 

(email)

Arranging safety check 

(email)
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Final report (email/post)

Incident form (email)

17 emails

2 authority 

reports

28 days

Real example of Global MedTech client

R&D
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Cha ng e  (CAPA)

Low data quality as the blocker to drive automation

As s e s s ing  p ro c e s s  p o t e nt ia l

Fe e d b a c k/ Co mp la int  

fro m Fie ld
Int a ke  & Tria g e Inve s t ig a t io n

Vigilance Reporting

Trend Analysis & 

Risk Monitoring
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Dynamic questionnaire generates targeted questions in 

real - time like a chatbot

As s e s s ing  p ro c e s s  p o t e nt ia l

Hello how can I help you, Mr. 

Sales Rep ? 

Oh no. Was the packaging correct?

The surgeon tried another 

component unsuccessfully. This 

prolonged the surgery 30 min….
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Pre - d ra ft e d  

c o mp la int

re p o rt

Mo re  d e t a ils

Cus t o me r ABC re c e ive d  a n imp la nt  

c o mp o ne nt  (Se ria l: 12 3 4 5 )  in t he  

w ro ng  s ize  d uring  surg e ry.

Ho w  w a s  t he  s it ua t io n re so lve d ?

The  p a c ka g ing  ha d  t he  c o rre c t  

s ize , b ut  t he  imp la nt  w a s  t o o  b ig  

fo r t he  o t he rs….

Batch 

number

10 0 1

Severity Hig h

Reportable? Ye s

Device 

problem
Pa c ka g ing  Pro b le m 

(A0 2 0 5 )

Internal 

code
15 770 0

Patient Pro c e d ura l 

Co mp lic a t io ns  (E2 1)
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Most ROI cases are limited to obvious factors

As s e s s ing  p ro c e s s  p o t e nt ia l

Co nve rs a t io ns  p e r c a s e

Customer Service

Co ns is t e nc y

Tra ining  Co s t

Ca s e  re s o lut io n t ime

Ca s e  p rio rit iza t io n

QM Sales / R&D

Time  s p e nt  o n p ro d uc t  

p ro b le ms , mo re  o n s a le s

Time  t o  id e nt ify c rit ic a l 

is s ue s  ( t re nd s / p a t t e rns )

Time  t o  id e nt ify ro o t  c a us e

Time  fo r d o c ume nt a t io n 

a nd  t re nd  re p o rt ing

Tra c e a b ilit y o f 

c ha ng e / CAPA imp a c t

Time  t o  id e nt ify ne w  ris ks

Fe e d b a c k fo r p ro d uc t  

d e ve lo p me nt

Re p e a t ing  d e vic e  p ro b le ms

Ob vio us

No n- o b vio us



What has the highest 

re t urn p o t e nt ia l?

Use  Ca se s  w it h 

highest potential

De g re e  o f 

AI automation
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Human vs. AI strengths

Strengths of Humans Strengths of AI

Nuanced judgment

Accountability

Consistency

Speed & Scalability
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Expected potential of AI automation for selected 

processes

>3 0 %

Audit 

Management

—

Change 

Management

>50%

End2End Complaint & 

Vigilance Handling

—

Clinical Literature 

Evaluation

>75%

Safety Database 

Monitoring

—

Regulatory 

Change Monitoring



Return on Invest

Make - or - Buy?
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Agility and focus is becoming 

a driving factor for  Make - or -

Buy decisions

“ “



Wha t  c a s e  
s ha ll w e  
p ic k?

ROI
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BUT



Change 

effort and 

complexity 

might kill 

your high 

potential 

use case

Might never happen or 

way too late

ROI



Start simple 

→ learn 

→ deliver 

ROI 

→ repeat

Much faster and 

easier to deliver

ROI



Much faster and 

e a s ie r t o  d e live r

Safety Database 

Monitoring
Literature 

Automation
Complaint

Automation

Start simple 

→ learn 

→ deliver 

ROI 

→ repeat

ROI
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Key challenges of getting AI automation rolled - out

TRANSFERRING KNOWLEDGE

Expectations 

vs. AI accuracy 

Data concerns

lack of trusted partner 

Validation 

of AI features

IT integrations significantly 

increasing complexity

Experience in purchasing 

SaaS/AI software

Fast change

in AI- Technology



Join our webinar 

on AI agents for 

QM/RA 

automation

Learn what an AI agent is 

Learn about strengths and weaknesses

What use cases could become interesting 

in the next 12 - 24 months

4th of September, 5pm CET

Exclusive only for leaders & 

executives of medical device

manufacturers ! 

Register here



Platform

AI- e na b le d  

Safety DB 

Monitoring

AI- e na b le d  

Literature 

Evaluation

AI- e na b le d  

Regulatory

Monitoring

AI- e na b le d  

Complaint 

Data Handling



1 min Feedback: 

Please pull out your phone

Want to know more about AI automation?

Let‘s talk! You can find me at booth #10

Ma rkus  Mülle r

CPO a nd  Co - Fo und e r

ma rkus @flinnc o mp ly.c o m

+4 3  6 76  4 2  8 4  5 8 9
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