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AZSOL Framework and Benefits



Introduction

AZ Standard Output Library (AZSOL) is the AstraZeneca standard for 
Tables, Figures, and Listings (TFLs). 
• AZSOL provides a unified framework for creation of TFLs across 

Therapeutic Areas. 
• AZSOL templates, paired with General Principles and Basic Layouts, ensure 

a consistent design, structure, and terminology, enhancing efficiency in 
producing outputs as well as clarity and interpretability of study results, 
leading to faster submissions to regulatory agencies. 

• By integrating AZSOL with automation tools like MOSAIC Biometrics, it 
allows automatic, instant monitoring of standard adherence at study level 
through traffic light functionality.
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AZSOL Framework
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AZSOL General Principles
If an output for a particular data summary is not available in AZSOL library, it is
created following a set of predefined General Principles and Basic Layouts.
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Example of AZSOL 
General Principles



AZSOL Basic Layouts
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If an output for a particular data summary is not available in AZSOL library, it is
created following a set of predefined General Principles and Basic Layouts.

List of Basic Layouts



AZSOL Basic Layouts
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Example: AZSOL Basic Layout for Categorical variable(s) over time.



AZSOL Templates
AZSOL Templates provide Corporate and Therapeutic Area level layouts for
commonly presented analyses.
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AZSOL Templates
AZSOL Templates provide Corporate and Therapeutic Area level layouts for
commonly presented analyses.
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ADaM Annotations
ADaM Annotations provide E2E traceability of standards and support for programmers.
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Example of AZSOL template – Demographics
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Example of AZSOL template – Baseline characteristics
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Benefits of AZSOL
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üReduction of layout variation

üEnhanced data analysis and interpretation

üStreamlined preparation of regulatory submissions

üEfficient data review

üSeamless integration of automation tools

üE2E traceability



AZSOL Journey



AZSOL Journey
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Using AZSOL in MOSAIC Biometrics



Using AZSOL in MOSAIC Biometrics

AZSOL Templates and AZSOL Basic Layouts are 
maintained and utilized within an automation tool 
developed by AstraZeneca (MOSAIC Biometrics). 

• Efficient TFL shell creation based on AZSOL templates
• Facilitating automation
• Improving consistency with AZ standards
• Continuous implementation of new MOSAIC Biometrics 

functionalities
• Audit trail and Power BI dashboards for metrics
• Monitoring of standard adherence on study level
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Using AZSOL in MOSAIC Biometrics
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Example of AZSOL Template 
in MOSAIC Biometrics



Using AZSOL in MOSAIC Biometrics

Monitoring of standard adherence on study level:
• Source Traffic Light

• Standards Adherence Traffic Light
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Blue – TLF shell created basing on existing AZSOL template
Magenta – TLF shell created basing on existing AZSOL basic layout (change request is required)
Purple – TLF shell created from scratch (change request is required)

Green – TLF shell created basing on AZSOL template is compliant with AZSOL template
              and/or AZSOL General Principles
Red – TLF shell created basing on AZSOL template deviates from AZSOL template
           and/or AZSOL General Principles (change request is required)
Orange – an action is required (choose option from drop down list)



Using AZSOL in MOSAIC Biometrics

Monitoring of standard adherence on study level:
Example:

23#ClearDataClearImpact



Using AZSOL in MOSAIC Biometrics

Monitoring of standard adherence on study level:
Individual traffic lights in the TLF shell:
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E2E Mindset is a Key to Standardization



End-to-End Standardization

AZSOL team is part of Clinical Data Standards (CDS) group at AstraZeneca that is also 
responsible for Data Collection Standards, SDTM and ADaM standards.

• Supporting an end-to-end data flow standardization across the organization and an interconnected 
approach to data standards

• Easier standards governance process, end-to-end impact review for each update in any
component of Clinical Data Standards

• ADaM annotations in AZSOL library are developed and maintained by ADaM experts within CDS
group
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E2E Clinical Data Standards in AstraZeneca

Data 
Collection 
Standards

Data Analysis and Reporting Standards

SDTM
ADaM

TFL Standards (AZSOL)



End-to-End Standardization
Example: With each update in Data Collection Standards the E2E impact is 
assessed (impact on AZSOL, SDTM, ADaM).



End-to-End Standardization
Example: With each update in Data Collection Standards the E2E impact is 
assessed (impact on AZSOL, SDTM, ADaM).

Subcategories are described 
in Data Collection Standards 

instructions



Future Directions



Future Directions
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AZSOL and MOSAIC Biometrics enables future end-to-end automations for 
the TFL delivery within Analysis and Reporting, utilizing the TFL shells, 
ADaM annotations and machine-readable metadata to create code aligned 
with standardized templates and generate ADaM specifications.
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