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Adding MSG Causes Headaches
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• SDTM-MSG Challenges
• Opportunities
• Strategy
• Solution
• Results

Topics
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SDTM-MSG V2.0
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Traditional Approach
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Outdated CRF Example
SDTM-MSG V1.0
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SDTM-MSG V1.0

Annotation Guidelines
SDTM-MSG V2.0
• Font should be in black
• Font size should be 12
• No italic
• Domain should be formatted 

as MH (Medical History)
• Variable annotations should 

not use bold font weight
• Dashed border should be used
• Background color OK !
• ...
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Opportunities
• Most formatting rules are unambiguously defined
• Variability due non-standardized defaults
• Font, border, borderstyles, ...

• CRO should quickly toggle between different sponsor 
preferences

• This enables compliance checking and autocorrection
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Strategy

pyMUpdf?

Itext?

Apache 
PDFBox?

Java?

Python?
FDF
with

custom 
Python 

code
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FDF File Structure
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Python’s fdf_annotations class



13

Accessing Attributes
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Accessing the Code

https://github.com/IDDI-BE/PHUSE_EU_Connect_2025_SI09_fdf_annotation

https://github.com/IDDI-BE/PHUSE_EU_Connect_2025_SI09_fdf_annotation
https://github.com/IDDI-BE/PHUSE_EU_Connect_2025_SI09_fdf_annotation
https://github.com/IDDI-BE/PHUSE_EU_Connect_2025_SI09_fdf_annotation


15

Flexibility
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Transparency
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Annotation Propagation

FDF SDTM aCRF
Vx

FDF 
SDTM 
aCRF
Vx+1

PDF CRF
Vx

PDF CRF
Vx+1

Link each 
page in 
Vx+1 to 

Vx
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Conclusion

• fdf_annotations.py 
• Verification
• Autocorrection
• Easily extensible

MSG Does not Cause Headaches
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thank 
you
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