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INTRODUCTION







Governance and Review at Scale
Purpose: Embed Quality, Consistency and Compliance into SAS, R and Python Workflows

Prevent Issues Early, Not Fix later



Documentation & Communication
Unified, Language-Neutral Specs

Define programming logic once in language‑neutral formats (e.g., YAML, 
JSON) Define

Establish a single source of truth for derivations and specifications Establish

Use modern tools and automation to keep documentation, code, and outputs 
synchronized as changes occur.Use

Move away from siloed, static processes by modernizing incrementally, 
starting with high‑value use cases.Move away

Enable adoption through leadership support, training, and protected time.Enable



Data Integrity & Regulatory Compliance

Unified Metadata & Version Control Automated Validate Checks

Access Controls & Security Gold Standard Testing

Compliance & Audit Readiness

▪ Standardized Data Rules
▪ Shared Metadata Repository
▪ Version Controlled Schemas

▪ User Permissions
▪ Electronic Signatures
▪ Audit Logs

▪ Double/Independent 
Programming

▪ Comparative results

▪ CDISC & Validation Checks
▪ Blocking non-compliant code 

early
▪ Audit trails and run logs

Ensure Data quality and Reduce Submission risk



Collaboration and Knowledge Sharing
Open & Connected Culture – Share Best Practices, Engage external experts

Cross Language CollaborationShared Learning

Job Rotations & Micro-Apprenticeships

• Cross- Training with other language 
teams

• Skill Building Projects

Knowledge Sharing Incentives

• Recognition & Awards
• Contribution Credits
• Mentorship Across Languages

Innovative Sandbox

• Safe Experimentation Space
• New Tools & Methods

Meetups and External Connections

• Hackathons & Symposia
• Internal Knowledge Sharing
• Cross-pharma Collaboration (Phuse 

workshops)



Challenges and Solutions
Protect Capacity, Clarify Ownership, Invest in skills and Reinforce Shared Standards






