
PP21: Creating a Modern Statistical Computing Environment

for Both GxP and Exploratory Analytics

A single environment for statistical computing and data analytics across research and development, including clinical trials reporting and 

regulatory submissions, and data analysis for exploratory research, where everyone can leverage a flexible, scalable, and 

multilingual cloud-based data science platform along with custom automated workflows, so they can apply their skills and collaborate 

with their team members, to truly accelerate drug and vaccine discovery and development.

From

• Separate SAS and non-

traditional tools (e.g., R, 

Python) on-prem 

environments

• Monolithic systems and 

custom apps for 

submission work

• Disparate processes, 

tools, and support models

To

MVP
Fully-qualified GxP-compliant with 

basic SCE features

More SCE automations 
for wider adoption 

Additional non-GxP 
use cases

Migration from and 
decommissioning of legacy

Value Propositions:

•Accuracy, reproducibility, and traceability enabling both GxP and non-GxP  

•Sharing of best practices on a unified platform across functions

•Empowering the analytics community to use the best tool for the job

Key Challenges:

•Change management and upskilling

•Connections with internal and external data sources

•Establishing governance and fit-for-purpose processes 

Success Factors:

•Close partnership between Business and Tech

•Practical adoption of Agile delivery framework

•Maximum out-of-the-box functionality with minimal bespoke development

• Multilingual containers

• Metadata-driven workflows

• Project setup and data 

access management

• GxP-compliant controlled 

executions

• Integrated audit trails
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