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Required fields are outlined in red.

DATASET DETAILS

Q01 - Dataset label PTB-XL

- Database of 21748, 10s long 12-lead ECGs
- Annoted by cardiologists and fold assignments as preparation for MLA

- Intended scenario for DQM plan: Research for clinical use
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23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red, FITNE S S = O R P U RP O S E

Q12 - How will the dataset user requirements be
documented?

Data requirements are documented in a specific journal paper. The paper lists data requirements in
terms of integrity during conversion from proprietary formats to the target open format, in terms of
data resolution, sampling frequency, but also metadata and annotations:

Wagner, P., Strodthoff, N., Bousseljot, RD. et al. PTB-XL, a large publicly available
electrocardiography dataset. Sci Data 7, 154 (2020). https://doi.org/10.1038/s41597-020-0495-6
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DIL 3

Required fields are outlined in red.

Previous

PTB-XL

FITNESS FOR PURPOSE
Q13 - How will the data life cycle be documented?

The data life cycle is documented and stored with the database on
physionet.org : Scientific Data 2020, Wagner, P., Strodthoff, N., Bousseljot,
R., Samek, W., & Schaeffter, T. (2022). PTB-XL, a large publicly available
electrocardiography dataset (version 1.0.3). PhysioNet.
https://doi.org/10.13026/kfzx-aw45. and in the Scientific Data paper. Data

life cycle is now complete.

Data Quality Assurance Plan

Plan version: V 1.4
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23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.

FITNESS FOR PURPOSE

Q14 - How will the project team approve the dataset user
requirements internally?

Internal review by authors of the journal paper cited above.

Data Quality Assurance Plan
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23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.

FITNESS FOR PURPOSE

Q15 - How will the customer or customer proxy approve the
dataset user requirements?

Anonymous peer-review process by Scientific Data.
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23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.

FITNESS FOR PURPOSE

Q16 - How will the objectivity of the dataset user
requirements review be ensured?

Anonymous peer-review process by Scientific Data.
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23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.

QUALITY PLANNING

Q17 - Describe how the roadmap of data quality procedures
will be documented.

No indication for an existing roadmap. Data quality was ensured by best practice in the hospital and
research institutions. The database documentation page on physionet.org describes the data
validation procedure.

Data Quality Assurance Plan
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23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.

QUALITY PLANNING

Q18 - Describe how the implementation progress against
the roadmap for data quality procedures will be tracked.

No indication for an existing roadmap. Data quality was ensured by best practice in the hospital and
research institutions.
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Previous Next



23/07/2025 Plan version: V 1.4
PTB-XL
DIL 3
Required fields are outlined in red. Q U ALITY P L AN N I N G
Q19 - How will the risks associated to developing the
dataset be assessed and mitigated?
N/A
PreViOUS Data Quality Assurance Plan Next



23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3
Required fields are outlined in red. QU ALITY P L AN N I N G

Q20 - How will the potential negative impact on business/

reputation of non-conformities in the dataset be assessed

and mitigated?
Anonymous peer-review process by Scientific Data.
PreViOUS Data Quality Assurance Plan NeXt



23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red. QUALITY MON'TORING, CONTROL AND
IMPROVEMENT

Q21 - How will non-conformities in the dataset be reported?

Correspondence with authors after publication. Readers of the paper can contact the corresponding
author through Scientific Data website. Registered users of the database can contact the data
stewards through physionet.org website.
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23/07/2025 Plan version: V 1.4
PTB-XL
DIL 3
Required fields are outlined in red. QUALITY MONITORING, CONTROL AND
IMPROVEMENT
Q22 - How will corrective actions on non-conformities in the
dataset be logged?
Addition of a changelog.
Previous Data Quality Assurance Plan Next



23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red. QUAL'TY MONITORING, CONTROL AND
IMPROVEMENT

Q23 - How will non-conformities in the dataset be
prevented?

Assessment by multiple specialists. Database summary https://doi.org/10.13026/kfzx-aw45 describes
the 3-step validation process by cardiologists and technical experts.
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23/07/2025 Plan version: V 1.4
PTB-XL
DIL 3
Required fields are outlined in red. QUALITY MON ITO RI N G , CONTROL AN D
IMPROVEMENT
Q24 - Who will oversee dealing with non-conformities in the
dataset?
The data managers and stewards.
Previous Data Quality Assurance Plan Next



23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.

QUALITY ASSURANCE

Q25 - How will data quality be documented and made
available for review?

Data quality report is part of the Scientific Data 2020, https://doi.org/10.1038/s41597-020-0495-6 (e.g.
statistical consistency, documentation of statistical properties).

Data Quality Assurance Plan
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23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.

QUALITY ASSURANCE

Q26 - How will the project team review data quality issues?

Data quality report is part of the Scientific Data 2020, https://doi.org/10.1038/s41597-020-0495-6 (e.g.
statistical consistency, documentation of statistical properties).

Data Quality Assurance Plan
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23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.

QUALITY ASSURANCE

Q27 - How will the customer or customer proxy review data
quality issues?

N/A

Data Quality Assurance Plan
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23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.

QUALITY ASSURANCE

Q28 - How will the objectivity of the data quality issue
review be ensured?

Data quality report is part of the Scientific Data 2020, https://doi.org/10.1038/s41597-020-0495-6 (e.g.
statistical consistency, documentation of statistical properties ).
-> Peer Review
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23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.
q DATA UNDERSTANDABILITY
Q29 - How will the meaning of the data be formalised?

Publication of purpose and format of the data in human-readable (CSV) and machine-readable
(JSON) files are available at https://doi.org/10.6084/m9.figshare.12098055. The JSON description
reuses controlled terms from the Open Biological and Biomedical Ontology and from the
Experimental Factor Ontology.

Previous Data Quality Assurance Plan Next



23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.

DATA UNDERSTANDABILITY
Q30 - How will the structure of the dataset be documented?

The structure of the dataset is documented in the physionet.org entry at
https://doi.org/10.13026/kfzx-aw45. The folder structure is given, and the content of each file is
explained.

Data Quality Assurance Plan
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23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.

DATA UNDERSTANDABILITY
Q31 - How will the metadata be documented?

Human-readable and machine readable metadata descriptions are available at
https://doi.org/10.6084/m9.figshare.12098055. The database documentation on physionet.org also
describes metadata.

Data Quality Assurance Plan
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23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.

DATA UNDERSTANDABILITY

Q32 - How will the customer know how to exploit the
dataset?

Along with the dataset on physionet.org, an example python code for stratified sampling is
provided. Moreover, an example python code to load the raw waveform data and associated
metadata is given in the Scientific Data paper.
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23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.

METROLOGICAL SOUNDNESS

Q33 - Will the dataset contain measurement
data or data derived from measurements? Yes @ O No

Data Quality Assurance Plan
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23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.

METROLOGICAL SOUNDNESS

Q34 - How will the main operations applied to the dataset
be logged?

N/A

PreViOUS Data Quality Assurance Plan NeXt



23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.

METROLOGICAL SOUNDNESS

Q35 - How will the operations applied to the dataset be
logged?

N/A
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PTB-XL

DIL 3

Required fields are outlined in red.

METROLOGICAL SOUNDNESS

Q36 - Is the dataset generation intended to be

repeatable? Yes O @ No
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DIL 3

Required fields are outlined in red.

Previous

PTB-XL

Q37 - How will the dataset’s repeatability conditions be

METROLOGICAL SOUNDNESS

documented?

Data Quality Assurance Plan
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PTB-XL

DIL 3

Required fields are outlined in red.

METROLOGICAL SOUNDNESS

Q38 - Is the dataset generation intended to be O @
: Yes No
reproducible?
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DIL 3

Required fields are outlined in red.

Previous

PTB-XL

Q39 - How will the dataset’s reproducibility conditions

METROLOGICAL SOUNDNESS

be documented?
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23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red, M ETRO LO G I CAL S O U NDNE SS

Q40 - How will measurement uncertainty be expressed and
evaluated?

Uncertainty was not considered during the elaboration of the dataset. However, a following
benchmarking paper gives an example of model uncertainty and diagnosis likelihoods estimation, for
models trained using the dataset: N. Strodthoff, P. Wagner, T. Schaeffter and W. Samek, "Deep
Learning for ECG Analysis: Benchmarks and Insights from PTB-XL," in IEEE Journal of Biomedical
and Health Informatics, vol. 25, no. 5, pp. 1519-1528, May 2021,
https://doi.org/10.1109/JBHI.2020.3022989

Data Quality Assurance Plan
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23/07/2025 Plan version: V 1.4
PTB-XL

DIL 3

Required fields are outlined in red.

METROLOGICAL SOUNDNESS

Q41 - How will confidence in the dataset generation
process be demonstrated?

Data quality report is part of the Scientific Data 2020, https://doi.org/10.1038/s41597-020-0495-6 (e.qg.
statistical consistency, documentation of statistical properties).

Data Quality Assurance Plan
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