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Abstract

Pinnacle 21 plays a pivotal role in validating clinical trial data against CDISC standards but resolving
recurring SDTM and ADAM issues and manually editing Define-XML metadata remains time-intensive
and error-prone. To address this, we developed a Python-based automation tool that streamlines
SDTM and ADAM issue resolution and metadata population in P21 workflows. The tool leverages
predefined corpora in Excel format to intelligently suggest fixes for commonly encountered SDTM
and ADAM findings eliminating redundancy and improving accuracy. It also automates the completion
of Define-XML fields in the Variables, Methods, and Comments tabs, ensuring regulatory compliance
while reducing manual effort. Built for scalability, the tool integrates seamlessly with existing
workflows and enhances consistency across studies. By automating repetitive tasks, it accelerates
submission readiness, reduces human error, enables data managers to focus on higher-value review
and QC activities. This solution represents a significant step toward modernizing clinical data
workflows and improving regulatory submission efficiency.



Disclaimer

We confirm that, the opinions and thoughts discussed in this presentation are subject to our own 

independent views and are not subject to the opinions of the organization that we represent.
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Issues Resolution
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Issues Resolution in Define - GenAI
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Define - Generated P21
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New Endpoint Specification - GenAI
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Future Enhancements
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Conclusion

Efficient SDTM/ADAM Issue Resolution

Automated Metadata Management and Fixing Issues in Define

Minimized Errors and Redundancy

Scalable for adding personalized comments for Issues

Future – Proof and Customizable



Reference

• https://github.com/phuse-org/phuse-scripts/tree/master/data/sdtm/cdiscpilot01

• https://github.com/phuse-org/phuse-scripts/tree/master/data/adam/cdiscpilot01

• Wolf T, Debut L, Sanh V, Chaumond J, Delangue C, Moi A, et al. Transformers: State-of-the-
art natural language processing. EMNLP: System Demonstrations. 2020.

• Lewis M, Liu Y, Goyal N, Ghazvininejad M, Mohamed A, Levy O, et al. BART: Denoising
sequence-to-sequence pre-training for natural language generation, translation, and
comprehension. ACL. 2020.

• M. Lewis et al., “BART: Denoising Sequence-to-Sequence Pre-training for Natural Language
Generation, Translation, and Comprehension,” in Proceedings of ACL, 2020.

https://github.com/phuse-org/phuse-scripts/tree/master/data/adam/cdiscpilot01
https://github.com/phuse-org/phuse-scripts/tree/master/data/adam/cdiscpilot01
https://github.com/phuse-org/phuse-scripts/tree/master/data/adam/cdiscpilot01
https://github.com/phuse-org/phuse-scripts/tree/master/data/adam/cdiscpilot01
https://github.com/phuse-org/phuse-scripts/tree/master/data/adam/cdiscpilot01
https://github.com/phuse-org/phuse-scripts/tree/master/data/adam/cdiscpilot01
https://github.com/phuse-org/phuse-scripts/tree/master/data/adam/cdiscpilot01
https://github.com/phuse-org/phuse-scripts/tree/master/data/adam/cdiscpilot01
https://github.com/phuse-org/phuse-scripts/tree/master/data/adam/cdiscpilot01
https://github.com/phuse-org/phuse-scripts/tree/master/data/adam/cdiscpilot01
https://github.com/phuse-org/phuse-scripts/tree/master/data/adam/cdiscpilot01
https://github.com/phuse-org/phuse-scripts/tree/master/data/adam/cdiscpilot01


Acknowledgments  Acknowledgement

❖ Priya Venkatesan Iyer

❖ Periasamy Karuppannan

❖ Surabhi Sundar

❖ Mayur Mishra

❖ Abhinav Srivastava


	Slide 1
	Slide 2: Abstract
	Slide 3: Disclaimer
	Slide 4: Program Overview
	Slide 5: P21E Tool Components
	Slide 6
	Slide 7
	Slide 8
	Slide 9:  
	Slide 10: Issues Resolution in Define - GenAI
	Slide 11: Creation of Define
	Slide 12:       Define - Standards
	Slide 13:     Define - Generated P21
	Slide 14:  
	Slide 15:          New Endpoint Specification - GenAI
	Slide 16
	Slide 17: Conclusion
	Slide 18: Reference 
	Slide 19

