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1 Introduction

1.1 Document overview

Describe the purpose of the document
This document contains the data management report for XXX device and YYY dataset(s). It contains the records of steps performed to provide data for training / tuning / AI validation / AI test of the AI system integrated in XXX medical device.
1.2 References

1.2.1 Project References

	#
	Document Identifier
	Document Title

	[R1]
	ID
	Add your documents references.

One line per document


1.2.2 Standard and regulatory References

	#
	Document Identifier
	Document Title

	[STD1]
	
	Add your documents references.

One line per document


Add the standard references to the table above. It may include ISO 5259-x, ISO 8183, ISO 25024, ISO 25059.

Add the FDA guidance on AI in medical devices: Artificial Intelligence-Enabled Device Software Functions: Lifecycle Management and Marketing Submission Recommendations
Add also reference to the AI Act (especially article 10 on data governance) or other regulations on AI.
1.2.3 Definitions

Data holder: A data holder is a party with the legal control to authorize other parties to process data.
You may add definitions coming from ISO 22989 
1.2.4 Conventions

The word “Validation” has a different meaning in AI engineering and in medical device design. To avoid any inconsistencies, the word “validation” is never used alone, and the following convention is adopted:
· AI validation: step in AI design performed after AI training and/or tuning, to make or validate some algorithmic choices (hyperparameter search, rule design, etc.).

· Device validation: step in medical design. In US medical device regulation, 21 CFR 820.3 definition: Design validation means establishing by objective evidence that device specifications conform with user needs and intended use(s)
2 Data acquisition summary

OPTIONAL: you can add a summary of data acquisition activities described below.

3 Dataset XXX

3.1 Data sources
For each dataset provided to the AI model design, describe or reference data sources:
· Anonymized or pseudonymized data,

· Off-the-shelf registries or databases (secondary use of clinical data) maintained by third-parties,

· Retrospective clinical studies (secondary use of clinical data),

· Clinical data from a register build in PMCF of another manufacturer’s device (secondary use of clinical data),

· Clinical investigation results,

· Other….

3.2 Traceability

Describe or reference artifacts providing traceability to data sources, especially for dataset built from multiple sources:

· Origin of data,

· Version of original data
· Traceability artifacts, like DVC records…
3.3 Privacy and security

If necessary, describe here or reference documents giving evidence of data privacy and security. Such documents may have been referenced in the data management plan and left unchanged until this report is issued.

3.4 Regulatory Compliance

If necessary, describe here or reference documents giving evidence of regulatory compliance. For example, presence of patient consent, appropriate methods of anonymisation.
3.5 Data annotation

Describe here or reference documents containing:

· Evidence of qualification of annotators,

· Annotation quality metrics,

· Deviations in the annotation process and their impact on clinical validity of data

3.6 Data preparation operations

Describe here or reference documents containing:

· Operations performed: aggregation, sampling, augmentation, imputation, splitting, normalization, etc.
· Why such operations were performed

· The impact or absence of impact on clinical validity of data

3.7 Data quality model results

Describe here or reference documents containing:

· A statistical description of dataset:

· Bringing evidence of representativeness, absence of bias,

· Supporting data quality model,
· Data quality model results,

· Eg. data completion measured to 99.5%

· Anomalies detected and remediation actions taken.
3.8 Dataset provisioning
Give the dataset identification:

· Identifier,

· Version,
· Date of provisioning
· Repository where it is stored,

· Optionally dataset integrity. E.g.: SHA checksum
Additionally, add evidence of AI test dataset segregation from AI training / AI validation datasets.

4 Dataset YYY

Repeat the pattern of section 3 for the next dataset.
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