
PMS Automation with AI: 
Potentials and challenges in applying AI in 
MedTech



Flinn is the
leading partner
for AI in
MedTech
Compliance.

Public 
co-funded.

Globally Leading AI 
Experts on our Team.

Certified 
MDR Auditors 
on our Team.

Meeting all 
Certification Standards.

ISO 27001 

IEC 62304 

ISO 80002-2

GDPR-compliant 

FDA 21 
CFR Part 11

ISO 14791
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Central PMS/PMCF Documentation

Data Collection & Data Evaluation

Flinn Areas of Activity

Vigilance 
Database

Surveillance 

Literature 
Evaluation

Regulatory
change 

monitoring

Complaint
& feedback data 

handling

Selected Partners

PSUR PMCF-Report CER-Update SSCP and 
others…
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Literature Evaluation



Increased efficiency & reduced errors in Literature Evaluation

Automated Data 
Collection across multiple 

Databases

One-Click Reporting
(For CER, PSUR, 

PMCF…)

Flinn has 
extracted 13 

relevant facts.

Automatic Organization 
of Full Text and Extraction 
of Key Data  (e.g., Medical 

Device in Study)

Flinn recommends 
excluding this paper 

due to irrelevant 
technology

Cochrane

Pubmed

Google Scholar

AI Recommendation for 
Exclusion & Inclusion
(e.g., during Abstract 

Screening)

Abstract 
Screening

Full text 
Appraisal

Data 
ExtractionClinical Trials

Safety DBs Complaint 
Handling

Risk 
Management …Literature 

Evaluation
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Opportunities of AI 
in Literature Evaluation



Example 1

Generate 
Efficiency

AI supported 
suggestion to 
include/exclude 
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Example 2

Increase 
Compliance 
& Avoid Non-
Conformities

AI-recommendations 
based on your evaluation 
to not miss relevant 
papers your query 
excludes.
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Example 3

Convert 
Unstructured 
Data in 
Structured 
Data

Reduce 
Repetitive 
Tasks

Automated, structured 
extraction of relevant 
information 
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Example 4

Increased 
Consistency

Automated, AI-based  
detection of very similar 
and duplicated results.
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Challenges of AI 
in MedTech



CONFIDENTIALCONFIDENTIAL

Some challenges you should be aware of using AI in MedTech

Data Privacy Model Performance 
& Hallucination

Validation

Ensure Confidentiality: 

Select the right safety 
measures to prevent 

unauthorized sharing or 
exposure.

Achieve Model Reliability: 

Use fine-tuned models for 
each specific use case 

instead of a standard model 
for all.

Choose Optimal Validation: 

Select the approach that best 
fits each specific application 

to achieve reliable & 
compliant outcomes.
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Validation of AI
Example 1 - Gold Standard Validation:
Extraction of specific Data (e.g., device used in study)

A performance threshold is set for the 
validation, e.g., 99% accuracy.

AI evaluated results are compared to the 
correct test set; only if there is a match it 
counts.

There is a clear answer to the question, thus 
a 100% accurate test-set can be derived.
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Very complex 
question, not one 
exact truth: Multiple 
codes may apply 
simultaneously, as 
there’s no single 
“correct” answer.

The formulation of the 
validation threshold is 
different: e.g., the goal 
is for the model’s 
classification accuracy 
to match the level of 
human experts.

Both the AI model and 
an expert user group 
classify the same 
dataset. An 
independent board 
reviews the results and 
makes a majority vote 
for each case, without 
knowing the source of 
each answer.

The validation 
succeeds if the AI 
model performs as 
accurately as the 
human expert group in 
the majority of cases.

Validation of AI
Example 2 - Majority Vote Consensus Validation: 
Categorizing a device problem according to IMDRF code
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Trusted by some of the largest MedTech manufacturers 
worldwide, as well as numerous regional champions, like:

Bastian 
Krapinger-Rüther

Managing Director

bastian@flinn.ai
+49 303 119 97 14

Your Specialist for AI in MedTech Compliance.
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