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Disclaimer

The views and opinions expressed in this  

this presentation are those of the author and 

do not necessarily reflect the official policy or 

position of Novartis or any of its officers.
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Example of Edit Check
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AI-Driven URS Automation Process
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Essential Elements
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AI-Driven URS Automation Process
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Generate Test Plan by AI Agent

▪ Extract necessary information
▪ Combine the information with ALS (Folder 

+Form+Field+Logline+ Dataformat+ 
DataDictionaryEntries)

▪ Upload the related files to AI Agent

▪ Prompts

▪ Output format config

▪ Adjust the prompts with outputs
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Generate Test Plan by AI Agent

▪ AI Service Config(Azure)
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Classic ECS and Test Plan Configuration
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Classic ECS and Test Plan Configuration
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Test Plan Example



AI Service API Extension
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AI-Driven URS Automation Process
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Convert the test data into the 

Rave ODM/XML Model to 

upload all the data via AI.
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Convert Test Data to EDC Model
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Upload the Test Data

Rave Developer Platform
Rave API
Rwslib

DataFormat

• ODM Format
• XML File
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Rave API Functional Scope

• Rave Web Services (RWS) integrates Medidata Rave with third-party systems to exchange CDISC 
ODM standard clinical data or metadata synchronously and with immediate confirmation.

• https://rwslib.readthedocs.io/en/latest/index.html

• Subject data (Clinical data) import
• Subject data (Clinical data) export
• Study design (Metadata) import
• Study design (Metadata) export
• Custom dataset export

• Transaction logging
• Error reporting
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How We 

Use Rave 

API
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How We 

Use 

Clinflash 

API
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AI-Driven URS Automation Process
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Fix Programming ErrorStep 04

Step 03 Identify the problematic EC

Step 02 Compare the results

Data Verification Analysis

Step 01 Download the system reports
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Data Verification Analysis

SubjectNameFolder Form Field Log# QryOpenBy QueryText MarkingGroupName QueryStatus Name
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Query Report/Data 
listing compare

Standardized Data Throughout

URS/ALS Identify and 
Data Point Match

ODM/XML Model 
Established

03 

01 02 

23



Strengths and Outlook

• Build Test Plan and Test Data Lib

– Traceable

– Reduce system interaction time

– The larger the standardized metadata pool, the more accurate it 

is

• Improved Efficiency

– Initial configuration consumes a lot of time, especially complex 

logic and cross-table logic, but once the initialization is 

completed, a lot of manual time will be saved later.
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Strengths and Outlook

• Outlook

– Automatically write Edit Checks

– System self-check

– GCP and regulatory requirements, how to verify the 

stability of systems and generated data
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References

• Rwslib

– Github Repo: https://github.com/mdsol/rwslib

– Guide: https://rwslib.readthedocs.io/en/latest/index.html

• Rave

– Developer Central:https://www.medidata.com/en/clinical-trial-

services/developer-central/

– Medidata Knowledge Hub : https://learn.medidata.com/en-

US/auth/login?redirect=%2Fbundle%2Fimedidata%2Fpage%2Fimedidata_home.html

26

https://www.medidata.com/en/clinical-trial-services/developer-central/
https://www.medidata.com/en/clinical-trial-services/developer-central/
https://learn.medidata.com/en-US/auth/login?redirect=%2Fbundle%2Fimedidata%2Fpage%2Fimedidata_home.html
https://learn.medidata.com/en-US/auth/login?redirect=%2Fbundle%2Fimedidata%2Fpage%2Fimedidata_home.html


Thanks!

Any questions?
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Thank you!

For further questions or feedback, please feel free to contact me:
Email: Flora-1.Chen@Novartis.com

Thank you!
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28


	Slide 1
	Slide 2: Disclaimer
	Slide 3: Example of Edit Check
	Slide 4: AI-Driven URS Automation Process
	Slide 5: Essential Elements
	Slide 6: AI-Driven URS Automation Process
	Slide 7: Generate Test Plan by AI Agent
	Slide 8: Generate Test Plan by AI Agent
	Slide 9: Classic ECS and Test Plan Configuration
	Slide 11: Classic ECS and Test Plan Configuration
	Slide 12: AI Service API Extension
	Slide 13: AI-Driven URS Automation Process
	Slide 14
	Slide 15: Upload the Test Data
	Slide 16: Rave API Functional Scope
	Slide 17: How We Use Rave API
	Slide 18: How We Use Clinflash API
	Slide 19
	Slide 20: AI-Driven URS Automation Process
	Slide 21: Data Verification Analysis
	Slide 22: Data Verification Analysis
	Slide 23: Standardized Data Throughout
	Slide 24: Strengths and Outlook
	Slide 25: Strengths and Outlook
	Slide 26: References
	Slide 27
	Slide 28

