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The Industry is at a Crossroads: 
Embracing Innovation While Ensuring Compliance

The Opportunity The Challenge

Accelerate analysis and shorten 
timelines.

Access a vast ecosystem of powerful, 
cutting-edge tools and standards.

Attract and retain top analytical 
talent.

Increase flexibility and analytical 
capabilities.

Inconsistent workflows raise 
reproducibility risks.

Unclear governance creates 
accountability gaps.

Lack of a standard validation 
approach leads to duplicated effort.

Persistent regulatory anxiety hinders 
confident submissions.



Current State of Open-Source Adoption: Where R We?



Challenges to Adoption: Trading the Hum of Stability For the Sonic Boom

SAS/Legacy
Centralized Change Management

Stable and Time Tested

Proprietary

Hum of Stability

Not just a software update.  A different machine entirely. 

R and Open-Source
Distributed Governance
New and Evolving
Peer Reviewed
Breaking the Sound Barrier



Challenges to Adoption: A Bumpy Ride

(FOMO - Fear Of Missing Out)



Challenges to Adoption: No Plug-n-Play



What We Need: A Structured Assessment









PHI – Protected Health Information  |  PII – Personally Identifiable Information



PQ – Performance Qualification | UAT – User Acceptance Testing













GPL – GNU General Public License  |  LGPL – Lesser GPL  |  MPL – Mozilla Public License |  EPL – Eclipse Public License |  AGPL – Affero GPL





Measuring Success: Program Health Metrics

CVEs - Common Vulnerabilities and Exposures



Recommendation: Avoid The Validation Fallacy



Recommendation: Choose Open-Source Solutions Wisely 
- Avoid The Swiss Army Knife Trap



Recommendation: Reproducibility is Key for Regulatory



Looking Ahead: Enabling Data Without Boundaries 
with End-to-End Open-Source Adoption

BIOSTATISTICS and PROGRAMMING

CDM (Clinical Data Management)



Looking Ahead: People, People, People!

Tech is only as good as the one who uses it.

If you want to go fast, go alone. If you want to go far, go together.





Ecosystem Resources & References
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