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The aim of IDA is to provide a data set and reliable 
findings on this data set which allows researchers to 
work with this data set in a responsible manner.

Aim of IDA

Huebner et al. 2018

Common (implicit) assumptions underlying analyses

1. Informative data
2. Sufficient data quantity
3. Limited missing data
4. Little systematic noise
5. Correct data labels
6. Class balance
7. Non-adversarial data
8. Independent and Identically Distributed (i.i.d.)
9. Linearity
10.Homoscedasticity
11.Non-multicollinearity
12.Consistent scaling of features
13.Sample representativeness

…….

Range violations
Contradictions
Inadmissible values

Univariate descriptions
Multivariate descriptions
Associations
…….

Volume
Unit / item missingness
Missing patterns
Missing mechanisms

Background information
Study design
Variable descriptions
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Data Quality Framework for EU medicines regulation 2023

30 October 2023
Data Analytics and Methods Task Force
EMA/326985/2023

What does accessible IDA and DQA mean? 

A transparent approach to planning, checking, reporting, data handling, 
and decision-making processes that govern the creation and use of 

analysis datasets as part of the Main Data Analysis (MDA).
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Initial Data Analysis Workflow

Huebner et al. 2018

https://en.wikipedia.org/wiki/Sacrum
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SETUP - SAPI
Define Statistical Analysis Plan 
including IDA/DQA (SAPI)

ANNOTATE
Build interoperable knowledge 
layers to guide checks

CHECK
Execute data assessments

REPORT
Comprehensively summarize 
findings

Adapt
Refine annotations, checks, or 
analysis plan

Launch 
Leave

or
Main Data 

Analyses (MDA)

The SACRAL-Cycle

EXIT

Setup – Define Statistical Analysis Plan including IDA/DQA (SAPI)

SUPPLEMENT
9.1 Key references
9.2 Sustainable handling of outputs

EVALUATION AND UPDATES
8.1 Evaluating the SAPI
8.2 Updating the SAPI

METHODS: INITIAL DATA 
ANALYSIS (IDA)
7.1 Data preparation
7.2 Unit missingness
7.3 Unit profile
7.4 Item missingness
7.5 Univariable descriptions
7.6 Multivariable descriptions

MAIN DATA ANALYSIS (MDA)
6.1 Description of observation units
6.2 Main data analysis methods
6.3 Assumptions and diagnostics
6.4 Sample size
6.5 Software

OBSERVATION UNITS
4.1 Inclusion and exclusion criteria
4.2 Sampling

VARIABLES
5.1 Variables in the main data analysis
5.2 Other variables

DATA
3.1 Data sources
3.2 Data sets

ADMINISTRATIVE INFORMATION
1.1 Project title
1.2 Project documents
1.3 Ethics approval
1.4 Names and contact

PROJECT BACKGROUND
2.1 Research aims
2.2 Target population
2.3 Research objectives

Huebner et al. Work in Progress
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Data quality

Infrastructure

Lusa et al. 2024

Setup – Define Statistical Analysis Plan including IDA/DQA (SAPI)

Setup – Define Statistical Analysis Plan including IDA/DQA (SAPI)

Huebner et al. Work in Progress
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Annotate – Build interoperable knowledge layers to guide checks

Check – Execute data assessments
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General population Sample                              

Data quality

Infrastructure

Report – Comprehensively summarize findings

Lusa et al. 2024

https://dataquality.qihs.uni-greifswald.de/

Report – Comprehensively summarize findings
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SUPPLEMENT
9.1 Key references
9.2 Sustainable handling of outputs

EVALUATION AND UPDATES
8.1 Evaluating the SAPI
8.2 Updating the SAPI

METHODS: INITIAL DATA 
ANALYSIS (IDA)
7.1 Data preparation
7.2 Unit missingness
7.3 Unit profile
7.4 Item missingness
7.5 Univariable descriptions
7.6 Multivariable descriptions

MAIN DATA ANALYSIS (MDA)
6.1 Description of observation units
6.2 Main data analysis methods
6.3 Assumptions and diagnostics
6.4 Sample size
6.5 Software

OBSERVATION UNITS
4.1 Inclusion and exclusion criteria
4.2 Sampling

VARIABLES
5.1 Variables in the main data analysis
5.2 Other variables

DATA
3.1 Data sources
3.2 Data sets

ADMINISTRATIVE INFORMATION
1.1 Project title
1.2 Project documents
1.3 Ethics approval
1.4 Names and contact

PROJECT BACKGROUND
2.1 Research aims
2.2 Target population
2.3 Research objectives

Adapt – Refine annotations, checks, or analysis plan

Launch or Leave  – Conduct or discard inteded analyses 
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Accessible…. Transparent….. Reproducible 

SETUP - SAPI
Define Statistical Analysis Plan 
including IDA/DQA (SAPI)

ANNOTATE
Build interoperable knowledge 
layers to guide checks

CHECK
Execute data assessments

REPORT
Comprehensively summarize 
findings

Adapt
Refine annotations, checks, or 
analysis plan

Documentation

Launch 
Leave

or
Main Data 

Analyses (MDA)
EXIT

Carsten.schmidt@uni-greifswald.de
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