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Heading to base camp on our way up the 
open-source mountain...
Andy Nicholls (Phuse EU Connect)
November 2023



Enabling 
open-source 
is my job!

Me and my biases
I identify as a Data Scientist

R user since ~2005

I can also use these!
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Making Commitments
GSK’s commitments to open source in 2023

Photo: https://katelynmacmillan.com/

COMMITMENT 1: 
An Open-Source 
Backbone

COMMITMENT 2: 
Parity by end 2025

https://katelynmacmillan.com/


GSK’s Open Source Journey

2017 2024

Period of the ad-
hoc R course

Full study QC in R

R Platform V1.0

AccelerateR80% staff trained in Tidyverse

Full prod’n study in R

R4GxP

Wow!



Why are we climbing this mountain?
“I’ve used [Statistical Analysis Software] for 25 years…”

Steep Mountain Trail Up Photograph by 
Jozef Jankola - Fine Art America

?

https://fineartamerica.com/featured/steep-mountain-trail-up-jozef-jankola.html


Why are we climbing this mountain?
R and python are also pretty good at ‘the day job’ too!

And well-
established tools

Plenty of resources



• The R/python package ecosystems are ideal 
for analytic engineering
- Modular, build-and-extend model
- Fully integrated help documentation with further 

user-guide capabilities via quarto (markdown)
- Standardised test frameworks

• Pharma collaboration like we’ve never seen 
before!
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Why are we climbing this mountain?
Package ecosystems are fantastic!

https://pharmaverse.org/

https://quarto.org/
https://pharmaverse.org/


The summit sounds nice 
but …



Making the journey in 2023



Learning from experience
R-based submissions

Novo Nordisk Submission
Posit Webinar

Using R in Regulatory Review
R Consortium Webinar

More from GSK soon…
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Make use of available resources

Submissions working group recently piloted a 
Shiny submission

R Validation Hub:
White paper / risk assessment app
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Comparing Analysis Method Implementations in Software



• An end-to-end 
pipeline is available 
via the nest suite of 
tools

• ARD-centric pipeline 
one package away

• Companies already 
exploring CDISC 360 
tooling

• LLM’s accelerating 
learning

See https://pharmaverse.org/ for more tools
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Tooling is available
Implementing the Pharmaverse

ADaM metadataSDTM datasets

ADaM Creation ARD Creation Output Rendering CSR Creation

ARM

ADaM datasets

ADM

ARD datasets

Template 
CSR

Final 
CSR

Data 
Sources 

from 
SPACE

Data Step

??

https://pharmaverse.org/


• Wrong destination?
- “It’ll never catch on”
- Force majeure – LLMs?

• Challenges we expect to face in delivering the pipeline
- Unsure how global regulators / HA’s will react
- Our tools are not mature enough
- Open-source skills are (currently) more expensive to hire
- Existing staff not ready / not on board
- FSP’s are not ready
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Into the unknown…
Some internal questions / challenges discussed
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Summary

COMMITMENT 1: 
An Open-Source 
Backbone

COMMITMENT 2: 
Parity by end 2025


