
Automation Construction & Consideration In Whole Delivery Flow
Fan Zhao & Allen Zeng
Elixir Clinical Research



Agenda

• Work Scope
• Preparation Before Automation
• Automation Procedure in aCRF & TLF
• Discussion



Metadata Submission Guideline

SDTM MSG

Annotated
CRF Datasets

Reviewer
Guides

Define
File

ADaM MSG

Datasets Programs
Reviewer
Guides

Define
File Documents



Scope
Data Collection & STD01
• EDC template library for different type study 
• Standardize data from various sources into 

the SDTM-friendly format to ensure 
consistency.

SDTM/ADaM Automation03
• Automated Data Transformation: Create automated tools 

to generate SDTM and ADaM datasets in compliance with 
standards.

• Data Quality Control: Implement data quality control rules to 
ensure the quality and accuracy of generated datasets.

Report Automation04
• Template Design: Design standardized templates for 

statistical analysis reports, including TLFs.
• Automated Report Generation: Develop automated 

tools to generate

Define Automation05
• Define File Auto-Generation

CRF Automation02
• Rule Formulation: Develop a set of rules and algorithms 

to automatically annotate CRFs.
• Automated Data Extraction: Automatically extract data 

from CRFs to reduce manual intervention.



Tool & Macro



Cooperation

Unified Up & Downstream make
Work-flow more fluent.
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Data Collection
Stable & Flexible & Standard



CRF Automation
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Extraction Step



Mapping Step 



aCRF Example
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SDTM/Define Automation
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Listing Automation
Shell includes 3 sections for display



T&F Extraction
Extracting Title & Footnote Information

Storing info 

Listing Codes Calling Macros
Inserting these to Outputs



Variables Mapping



Listing Automation

All ready, Then Auto-generate Listing Codes and Outputs
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Tables Automation
Same Procedure as Listing Automation ，More Steps in Toc



Tables Shell



Shell Mapping



Shell Extraction



Discussion
Quality Control & Validation01
• QC: Implement automated quality control steps to check 

the accuracy and completeness.
• Validation Process: Ensure that the automation process 

complies with regulations and industry standards.

Workflow Management02
• Workflow Monitoring: Use workflow management tools 

to coordinate and monitor the automation process.
• Exception Handling: Establish an exception handling 

mechanism to address errors and issues within the 
automation process.

Training and Support03
• Team Training: Train team members to ensure 

proficiency in using automation tools.
• Technical Support: Provide technical support to 

address issues during usage.

Continuous Improvement04
• Update automation tools based on new regulations, 

standards, and requirements.



Discussion or Question

赵凡 <fan.zhao@ecr-global.com>


