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MDR + Al Compliance Scorecard for
Medical Device Software (MDSW)

Quickly identify your top 6 risk areas before your next CE or Al Act
audit
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1 Purpose

Provide a structured internal gap analysis checklist for evaluating the regulatory
readiness of Al-powered Medical Device Software (MDSW) under:

e EU Medical Device Regulation (MDR) 2017/745, and
e The EU Artificial Intelligence Act 2024/1689.

Itis designed to support internal audit teams, QA/RA professionals, and technical
stakeholders in identifying compliance gaps prior to formal Notified Body (NB)
audits or CE submissions.

This checklist reflects current best practices and regulatory expectations as of
September 2025.

2 Scope

This document applies to software-based medical devices (MDSW), particularly those
incorporating Artificial Intelligence or Machine Learning components, which are
classified as high-risk Al systems under the EU Al Act and medical devices under
MDR Rule 11.

It covers:
¢ Intended purpose and classification
¢ Technical documentation completeness
e Al-specific risk management and post-market surveillance

e Human oversight, explainability (How the decision was made using Al), and
ethical transparency (What happened)

¢ Readiness for regulatory audit and conformity assessment

3 References

Ref1 MDR (EU)2017/745 - EU Medical Device Regulation

Ref2 The EU Artificial Intelligence Act 2024/1689

Ref3 1SO 14971:2019 - Application of risk management to medical devices
Ref4 1SO 13485:2016 - Quality management systems for medical devices
Ref5 MDCG 2019-11 - Guidance on qualification/classification of software
Ref 6 MDCG 2021-24 - Guidance on Al in the context of MDR
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4 Checklist

4.1 Section 1: Classification and intended Purpose

Audit Control Ref EV|de.nce Yes | No | Notes
Required
Intended purpose includes
spemflc.clalm(s) related to MDR Annex IFU, Tech File,
diagnosis, treatment, ) [ L]
o L. 1.1 Labeling
monitoring, prediction,
prognosis, etc.
MDR ClaSS|f|cat|9n validated MDR Annex Classification ] ]
under Rule 11, with
C VIiI Memo
justification
Al functionality declared in Al Act Art. 3 . O] ]
intended purpose + MDR IFU, Labeling
High-risk Al system Regulatory O] O]
assessment performed (e.g., memo or
medical device Al = high-risk Al ActArt. € internal
by default) whitepaper
4.2 Technical documentation Completeness
. Evidence
Audit Control Ref . Yes | No | Notes
Required
Overall architecture and System U -
. . MDR Annex | Diagram,
system overview includes Al
11.1(c) Software
components and data flow }
Architecture
Catasots documenteq | MDRAmnex -
. 1.6, Al Act | Data Mgmt File
(source, representativeness,
. . Art. 10
size, pre-processing)
Performance metrics Clinical Eval, ] ]
o MDR Annex o
documented: sensitivity, 114.5 Validation
specificity, ROC, etc. o Report
modolls documentedand | AACtAT | DevsOR |5 |5
15(1)(d) Software BOM
traceable
Explainability documentation ux . U -
Al Act Art. documentation,
for NB and end-user . .
. 13 Explainability
comprehension
Report
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Audit Control Ref Ewde.nce Yes | No | Notes
Required
Al-specific hazards identified ISO 14971 + | Risk L] L]
(bias, drift, overfitting, MDCG Management
adversarial inputs) 2019-11 File
Risk controls implemented MDR Annex | Verification ] ]
and verified 1.2-10 Results
Residual risks disclosed in IFU | MDR Annex | IFU, Ul ] ]
or UX design .23 walkthrough
Post-deployment m_omtormg of Al Act Art. PMS Plan, ] ]
performance and failure
15(3) Logs
modes
4.4 Section 4: Human oversight & Governance
. Evidence
Audit Control Ref . Yes | No | Notes
Required
(UX Flow O [
override &
Human override capability Al Act Art. control, Ul
exists for high-risk functions 14 Spec override
control &
status)
Decision thresholds Al Act Art. ConfigMgmt, | [J L]
documented and adjustable 14(4) Design Docs
Roles/responsibilities for Al ISO 13485+ | QMS Role Ul L]
oversight assigned in QMS Al Act Matrix

4.5 Section 5: Post market Surveillance & Continuous Monitoring

Audit Control Ref Evidence Yes | No | Notes
Required
PMCF Plan mclude.s Al model MDR Annex PMCE Plan ] ]
performance tracking XIV Part B
Real-V\{orld model drift Al Act Art. Monitoring ] [
detection methodology
. 15(3) SOP
defined
Incident reporting process MDR Art. Vigilance Il L]
includes Al-specific anomalies | 87-88 Procedure
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4.6 Section 6: Ethical & Transparency Requirements

Audit Control Ref Ewde.nce Yes | No | Notes
Required

Informed user communication | aotar, | Labeting, | |

. g‘ . g 13(1) Ul/UX

limitations

Bias mitigation techniques Al Act Art. Validation ] L]

documented and tested 10(2) Report

Accessibility and population MDR GSPR Clinical Eval O O]

coverage evaluated 5

5 Scoring Summary
Self-Evaluation Scoring
30+ Yes answers 2 Strong compliance foundation
1. 15-29 Yes answers - Partial coverage; expert review recommended
X <15 Yes answers > High risk; likely audit and conformity assessment gaps

5.1 What s next?

Want expert feedback on this checklist?
You can book a free 30-minute session with Regupartner to walk through your results.
We’ll:

e Review yourresponses
e Identify key risks

e Recommend practical next steps

Book Free Compliance review
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