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Shijia Wang

Title: Senior Manager

Organization: Tigermed-Macrostat

Shijia has 9 years of experience in the pharmaceutical industry, 

specializing in clinical programming. He is proficient in programming and 

tool development, with expertise in SAS, Python, and VBA to boost work 

efficiency and quality. 



Disclaimer and Disclosures

• The views and opinions expressed in this presentation are those of the 
author(s) and do not necessarily reflect the official policy or position of 
CDISC.
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• The author(s) have no real or apparent conflicts of interest to report.
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2. Introduction of a New aCRF Automation Tool 

3. Demo



Background



What is aCRF and Why We Need aCRF

NMPA,药物临床试验数据递交指导原则(2020):

• 临床试验数据相关的申报资料通常包括数据库及其相应的数据说明文件、数
据审阅说明、程序代码和注释病例报告表(annotated Case Report Form, 
aCRF)
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FDA, Study Data Technical Conformance Guide (2024):

• aCRF should be submitted preferably at the time a protocol is submitted. 

• The aCRF should be provided as a PDF with the file name 'acrf.pdf.'

PMDA, Technical Conformance Guide (2024):

• The file format of the Annotated CRF, in principle, should be a PDF, as 
specified in the eCTD v4 notification, and the file name should be 'acrf.pdf'. 
In principle, it should be stored in the same folder as SDTM datasets



What is aCRF and Why We Need aCRF

aCRF is The Fundamental of SDTM Process
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Current Method of Annotation

• Manual Work

• Time-consuming and Labor-intensive

• VBA/SAS + FDF/XFDF

• Semi-Automation
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• Is there a simpler, more straightforward, and what-you-see-is-

what-you-get (WYSIWYG) way to generate aCRF?



Introduction of a New aCRF Automation Tool 



Target of New Tool

• Automated Mapping
• Automatically Map EDC and SDTM

• High Confidence Recommendation through NLP + ML

• Dynamic Annotation Generation
• WYSIWYG Generates Annotations

• Contents + Format + Position + Page

• Streamlined Workflow
• Within Project: Annotation + SDTM Spec + SDTM Programming

• Beyond Project: Experience Share and Use
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Automated Mapping
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• Relationship Between SDS, Annotation and SDTM spec 

• A bridge from EDC to SDTM: SDS (Study Data Specification)



Automated Mapping
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• NLP and ML models developed for Level 1 and Level 2 Mapping

Level 1

Level 2

Precision Recall F1 Score

0.94 0.95 0.94

0.93 0.92 0.91



Automated Mapping
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Dynamic Annotation Generation
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• Annotation Types

Type Examples

Variable [Variable]

Variable Value [Variable] = [Value]

Result with Condition [Variable] when [Condition Variable] = [Condition Value]

Result value with Condition [Variable] = [Value] when [Condition Variable] = [Condition Value]

SUPP [Variable] in [SUPP--]

RELREC RELREC when [Variable] = [Condition Domain]. [Condition Variable] 

Comments [Comments]



Dynamic Annotation Generation
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• What-You-See-Is-What-You-Get 

• Contents + Format + Page + Position 

• Operation in Web Platform instead of PDF reader/editor



Dynamic Annotation Generation
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Streamlined Workflow
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• Within a Project:



Streamlined Workflow
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• Beyond Project:

Global Library

Project 1
Mapping History

Project 2
Mapping History

Project 3
Mapping History

Project N
Mapping History

Model 

Continuous Training



Demo



aCRF Automation Tool
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• Project List:



aCRF Automation Tool
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• Form - Domain Mapping:



aCRF Automation Tool
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• Field – Variable Mapping:



aCRF Automation Tool
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• Mapping History:



aCRF Automation Tool
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• Efficiency Improvement

aCRF: 25.15% increase from baseline

Entire SDTM Process: 21.10% increase from baseline



Thank You!
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