
TECHNICAL REPORT
E U  A I  A C T  C O N F O R M I T Y  / /  A N N E X  I V  ( E U )  2 0 2 4 / 1 6 8 9  ( A I  A c t )

SYSTEM IDENTITY

MedScan-AI Diagnostic Suite (v4.1.0-stable)

INTENDED PURPOSE

Automated detection of pulmonary abnormalities in adult
thoracic X-ray images.

HARDWARE

Nvidia A100 Tensor Core GPU Cluster /

Local Edge Gateway v2

OVERSIGHT

Radiologist-in-the-loop (Level 4 -

Mandatory Verification)

DATA GOV.

Curated DICOM dataset from NIH

OpenSource and Private Hospital Partners

(2022-2025).

1 I. RISK MANAGEMENT (ARTICLE 9)

Is there a documented risk management system for the entire lifecycle? COMPLIANT

JUSTIFICATION / EVIDENCE

Risk Management Framework (RMF) v4.2 is implemented, tracking risks from design through clinical trial and production.

Are testing methodologies defined to ensure consistent performance? GAP

REMEDIATION PLAN

To be implemented within 30 days. Implement automated benchmarking against the "Golden Dataset" (Annex IV, 3b).

Are residual risks mitigated to the best extent possible? COMPLIANT

JUSTIFICATION / EVIDENCE

Residual risks concerning 'False Negatives' are mitigated via a mandatory secondary human review requirement in the UI.

Is there a process for post-market risk monitoring? COMPLIANT

JUSTIFICATION / EVIDENCE

The Post-Market Surveillance (PMS) plan triggers monthly data drift analysis reports.

2 II. DATA AND DATA GOVERNANCE (ARTICLE 10)
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Are training and testing datasets relevant and representative? COMPLIANT

JUSTIFICATION / EVIDENCE

Training data includes diverse demographics from 14 global medical centers to prevent regional bias.

Is there a clear strategy for data collection and provenance? COMPLIANT

JUSTIFICATION / EVIDENCE

Full Data Lineage is maintained in the DVC (Data Version Control) system, mapping DICOM sources to training labels.

Has a bias detection and mitigation process been implemented? COMPLIANT

JUSTIFICATION / EVIDENCE

Aequitas bias-toolkit is integrated into the CI/CD pipeline to check for performance parity across age and gender groups.

Does the data processing comply with GDPR (privacy) standards? COMPLIANT

JUSTIFICATION / EVIDENCE

Data is anonymized at the source using AES-256 encryption; no PII is stored in the training environment.

3 III. TECHNICAL DOCUMENTATION & LOGGING (ARTICLES 11 & 12)

Is there a detailed architecture and algorithmic logic description? COMPLIANT

JUSTIFICATION / EVIDENCE

Technical architecture diagrams and CNN layer descriptions are documented in the Annex IV Technical Dossier.

Is there a documented process for managing and recording version changes? COMPLIANT

JUSTIFICATION / EVIDENCE

GitLab CI/CD logs record every weight update and hyperparameter change with associated SHA-256 hashes.

Does the system automatically generate logs for event recording? COMPLIANT

JUSTIFICATION / EVIDENCE

The system utilizes ELK Stack to capture all inference events with millisecond-precision timestamps.

Do logs capture the period of each use and the person responsible? COMPLIANT

JUSTIFICATION / EVIDENCE

Session tokens link every prediction to a specific authenticated clinician ID, stored for 5 years.
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4 IV. TRANSPARENCY & USER INFORMATION (ARTICLE 13)

Are clear and concise 'Instructions for Use' provided? COMPLIANT

JUSTIFICATION / EVIDENCE

The 'Instructions for Use' (IFU-2026-03) are accessible via the 'Help' icon in the primary dashboard.

Is the level of accuracy and expected performance clearly stated? COMPLIANT

JUSTIFICATION / EVIDENCE

Standard accuracy is rated at 98.4% for lung nodule detection, verified by the Q3 Clinical Validation report.

Are known/foreseeable circumstances that may lead to risks identified? COMPLIANT

JUSTIFICATION / EVIDENCE

Documentation warns that performance may degrade if input X-ray resolution is below 2000px.

Does the system implement two-layered marking for AI-generated outputs? COMPLIANT

JUSTIFICATION / EVIDENCE

All generated reports include a 'Machine-Verified' digital signature and a 'Created by AI' visible watermark.

5 V. HUMAN OVERSIGHT (ARTICLE 14)

Can a human operator technically override or deactivate the system? COMPLIANT

JUSTIFICATION / EVIDENCE

Physicians can dismiss any AI suggestion; a physical 'Bypass' button exists on the hardware terminal.

Are operators trained to recognize 'Automation Bias'? COMPLIANT

JUSTIFICATION / EVIDENCE

Clinicians must complete a 4-hour mandatory training module on 'Algorithmic Skepticism' before gaining access.

Can the human overseer correctly interpret the system's output? COMPLIANT

JUSTIFICATION / EVIDENCE

Saliency maps (Heatmaps) are provided for every diagnostic suggestion to explain model focus areas.
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Are there measures to ensure overseers do not face adverse consequences for overriding AI? COMPLIANT

JUSTIFICATION / EVIDENCE

The Hospital Internal Policy (Section 8.2) explicitly forbids performance penalties for overriding AI suggestions.

6 VI. ACCURACY, ROBUSTNESS & CYBERSECURITY (ARTICLE 15)

Is the system resilient against 'Adversarial Attacks'? COMPLIANT

JUSTIFICATION / EVIDENCE

Model weights are digitally signed; input sanitization prevents pixel-perturbation adversarial attacks.

Are there measures for 'Fail-Safe' or 'Fault-Tolerant' operation? COMPLIANT

JUSTIFICATION / EVIDENCE

In case of server timeout, the system reverts to 'Manual Mode' and allows standard DICOM viewing.

Is there a process for measuring and maintaining accuracy? COMPLIANT

JUSTIFICATION / EVIDENCE

Automatic daily 'Health Checks' verify that F1-scores remain within 1% of the validation baseline.

7 VII. QUALITY MANAGEMENT (ARTICLE 17)

Is there a documented Quality Management System (QMS)? COMPLIANT

JUSTIFICATION / EVIDENCE

The QMS is certified under ISO 13485:2016 for medical device software development.

Are there procedures for incident reporting to authorities? COMPLIANT

JUSTIFICATION / EVIDENCE

An automated incident bridge connects the logging system to the National Competent Authority (NCA) portal.

Is there a record-keeping strategy for the technical files? COMPLIANT

JUSTIFICATION / EVIDENCE

All technical files are archived on immutable AWS S3 Glacier storage with a 10-year retention policy.
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REFERENCED ATTACHMENTS (ANNEX IV.1.G)

Technical_Annex_IV.pdf Clinical_Evaluation_v9.docx

Note: The documents listed above are physically or digitally annexed to this conformity report and form an integral part of the technical

documentation.

This Technical Documentation Dossier is structured in accordance with

Annex IV of Regulation (EU) 2024/1689 (AI Act).

LEGAL NOTICE: This is a technical documentation tool, not a legal firm. The generated Annex IV dossier is based on user input. Final

compliance remains the responsibility of the Provider. By using this tool you acknowledge this tool provides a technical framework, not legal

certification.

AUTHORIZED  SIGNATURE

Dr. Elena Vance, Head of Compliance

PROVIDER

DATE  OF  ATTESTATION

17.3.2026
VERIFICATION DATE
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