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This presentation is based on publicly available information. 
These slides are intended for educational purposes only and for 
the personal use of the audience. These slides are not intended 
for wider distribution outside the intended purpose without 
presenter approval. The content of this slide deck is accurate to 
the best of the presenter's knowledge at the time of production.
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• Background and Challenge

• From Pilot to Validated Platform

• Adoption and Real-World Impact

• Looking Ahead: Best Practices & Expansion

• Q&A
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Static data displays, overwhelming review burden, slow decisions



 DMC is responsible for recommending continuation, modification or 
termination of an ongoing study

 DMC operates independently of the clinical trial team

 DMC receives (long) report about emerging data
◦ Trial progress, patient disposition, medical history, con meds, efficacy, safety

◦ Report provided by independent reporting group/statistician

5

DMC is a group of experts that reviews the ongoing conduct 
of a clinical trial and the emerging data to ensure continuing 
patient safety as well as the validity and scientific merit of the 
trial
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DMC: Data Monitoring Committee
Sample_Report_Closed_20160920.pdf 6

https://biostat.wiscweb.wisc.edu/wp-content/uploads/sites/1008/2019/05/Sample_Report_Closed_20160920.pdf


 Hundreds of pages of static TFL

 Scattered source of information (ad hoc requests)

 Tight timeline, overwhelming review burden
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 Interactive safety data displays with drill-down capabilities

 Generalizable, scalable, intuitive solution: no additional 
burden to trial team, CRO, or DMC members
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Generic 
Safety App



Standardization, customizability, documentation, compliance 
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COVID DMC Apps Validated study-specific apps Validated Generic Safety App

2020 2022 Generic 
Safety App built

2024 Generic Safety 
App validated

• Quick development
• Flexible app design
• Interactivity

• Generalizable
• No-code customization
• App hosting platform
• Data security and flow

• Scalable
• Standardized
• Documentation
• Continued development
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Using a JSON configuration file

• Standardized format to collect project-specific information

• No-code solution to develop project-specific apps

• Remove validation requirement for project-specific apps

Code for analysis and reactivity (R, JS React)

• No project-specific information or hard-

coded variable names and parameters

• Managed by app dev team and validated/up-

versioned periodically



11/2/2025 12

• Part of enterprise-wide DMC 
process improvement initiative

• Validated instances deployed as 
placeholders

• Standard process to load data and 
config file for specific studies

• External user onboarding process 
simplified

Standard Process

• DMC Charter Template

• Generic Safety User Manual

• How to Customize Generic Safety 
App for Your Clinical Project

• How to Deploy Generic Safety App

• Service Request Templates for Data 
and Config Load and User Access

• Trainings and workshops

Comprehensive documentation



Scaling up, driving insights



11/2/2025 14

Supported 30+ DMC meetings, of which 10+ used validated generic instances

Decreased app deploy time from 8+ weeks to ~2 weeks

Scalable across different Disease Units

GxP compliant and well documented



Process optimization, continued development, and new use cases
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New 
reporting 
activities

Migrate to 
new SCE

Additional 
analysis & 

data 
domains

Enhanced 
user 
experience

Data flow 
optimization

Mitigate 
dependency 
risks

Container-
ization

Open-source 
& 
collaboration
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App dev team:
Paulo Bargo, Director Technology & Scientific Computing, AQS, Novartis
Luka Anholt, Sr. Principal Technology & Scientific Computing, AQS, Novartis
Rodrigo Ricardo Basa, Software Engineer, Appsilon
Alexandro Kouretsis, Software Engineer, Appsilon
David Hall, Former Director Technology & Scientific Computing, AQS, Novartis

Business sponsors:
Tobias Muetze, Director Biostatistics, Statistical Methods, AQS, Novartis
David Lawrence, Sr. Director Biostatistics, AQS, Novartis
Marie-Claude Laramee, Global Head Technology & Scientific Computing, AQS, Novartis
Janice Branson, Global Head Advanced Methodology & Data Science, AQS, Novartis

IT & Quality team:
Pankaj Goyal, Project Manager, Development IT, Novartis
Suguna Madhanagopal, Sr. Specialist, Development IT, Novartis
Aiswaryalakshmi VK, IT Support Specialist, Development IT, Novartis
Akshita Ranjan, IT Support Specialist, Development IT, Novartis
Rajdeep Poddar, Assoc. Director, Process Integrity & Digital GDQ, Global Development Quality, Novartis
Srikanth Gattamaneni, eCompliance Manager, CTS QC, Novartis

AQS: Advanced Quantitative Sciences
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Name: Bo Wang

Organization: Novartis Pharmaceuticals Corporation

Address: 220 Massachusetts Ave

City, State ZIP: Cambridge, MA 02141

Work Phone: (774) 307 8808

E-mail: bo-2.wang@novartis.com
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