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Disclaimer

These opinions are our own and do not 
necessarily reflect any connected 

companies position or strategy.



Agenda

➢ Introduction

➢Manuscript

➢Collaboration

➢ Initiatives

➢Summary



Introduction



➢Open Source Technology Director, PHUSE

➢How can we support OS in our industry 
➢Uncertainty
➢Questions
➢Need for information

➢Need a manuscript!

Introduction



➢Open Source Technology in Clinical Data Analysis (OSTCDA)
➢PHUSE group

Introduction



Introduction

Content Structure

• Broad set of topics

• Comprehensive 

– Quoted content from 
industry experts

– Resource lists and links

– View of the future

• Citable / referenceable 
answers where possible

• Introduction

• What have we asked…

– and answered?

– and nearly answered?

– and not yet answered?

• What have we not yet 
asked?

• Conclusions

Purpose

To characterize what we 
know with respect to 

embedding open-source 
solutions into all matters 
of clinical data handling, 

reporting, and 
submissions 



Manuscript



Manuscript

Manuscript:

https://phuse-org.github.io/OSTCDA/
https://github.com/phuse-org/OSTCDA

DISCUSSIONS

ISSUES / FEEDBACK

Repository:

https://phuse-org.github.io/OSTCDA/
https://github.com/phuse-org/OSTCDA
https://github.com/phuse-org/OSTCDA/discussions/
https://github.com/phuse-org/OSTCDA/issues


Manuscript

➢What is Open Source?

➢What is the ‘why’ for using open source solutions in pharma 
clinical data analytics?

➢How do you document your trust in an open source solution?

➢Will the regulatory agencies accept data and analyses generated 
with solutions developed and available as open source?



Manuscript



Manuscript



Manuscript

Regulartory Acceptance

➢Authority: „vendor-
independent“

➢ Industry experiences

➢ Need more! 
Include / Tell us



Manuscript



➢R Validation Hub & {riskmetrix}
➢Testing 
➢Documentation

➢Package / environment management

➢Traceability tools

Manuscript



Manuscript



➢Uncertainty

➢Risk is on sponsor
➢Not from the person who has created
➢Neither vendor, CRO, nor open-source provider
➢Similar to copy from a colleague

➢Licenses clarify this
➢No warranty, no liability
➢All do their best

Manuscript



Manuscript



➢Understanding license terms 
➢No license -> copyright

Tips:

➢Check for license

➢Prefer permissible licenses (MIT, Apache)

➢Rewrite instead of copy

➢Maintain a list of open source software + licenses

Manuscript



Collaboration



➢ Interviews

➢Call for participation

➢Discussion meetings

Collaboration



➢Open Forum Discussions

Collaboration

26 
April

17 
May

(CSS) 
4 June

14 
June

12 
July

13 
Sept.

11 
Oct.

13 
Nov.

PHUSE EU Connect



➢Vote / comment on discussions & feedback (Issues)

Collaboration



Collaboration



Collaboration



Collaboration

Interactive Session, Wednesday 13th, 11:00-12:30
➢Present OSTCDA working group 
➢Discuss on topics



➢Open source at work

➢Using R at work

➢Collaborate in open source project

➢Develop/maintain open source project

Collaboration



Initiatives



Initiatives

➢PHUSE OSTCDA

➢CDISC Open Source Alliance (COSA)

➢Pharmaverse



Initiatives

➢R Consortium

➢R Adoption Series

➢R Pilot Submission

➢R Validation Hub
https://rconsortium.github.io/submissions-wg/

https://rconsortium.github.io/submissions-wg/


Initiatives

➢Open Source Portal (www.glacon.eu/portal) 

➢Open Pharma (https://openpharma.github.io/) 

http://www.glacon.eu/portal
https://openpharma.github.io/


Initiatives

➢End-2-End Guide
(https://phuse-org.github.io/E2E-OS-Guidance/) 

➢R for Clinical Study Reports 
and Submission 
(https://r4csr.org/) 

https://phuse-org.github.io/E2E-OS-Guidance/
https://r4csr.org/


Initiatives

➢Concrete projects

RAMNOG

…



Summary



Summary

➢Contribute to the 
Discussions in the project 
repository

➢ Upvote answers you like

➢Add questions we’ve missed

➢Review the draft content 
and submit Pull Request to 
update content

https://github.com/phuse-org/OSTCDA/discussions?discussions_q=is%3Aopen+sort%3Adate_created
https://phuse-org.github.io/OSTCDA/


Summary

➢ Industry expertise grows
➢More open-source experiences
➢Share lessons learned
➢Build knowledge base

➢Enable opportunities through collaboration

➢Add your comments & inputs



Questions?

Katja Glass Consulting

info@glacon.eu
www.glacon.eu

www.glacon.eu/portal

mailto:info@glacon.eu
http://www.glacon.eu/

	Slide 1: Navigating Open Seas
	Slide 2: Disclaimer
	Slide 3: Agenda
	Slide 4
	Slide 5: Introduction
	Slide 6: Introduction
	Slide 7: Introduction
	Slide 8
	Slide 9: Manuscript
	Slide 10: Manuscript
	Slide 11: Manuscript
	Slide 12: Manuscript
	Slide 13: Manuscript
	Slide 14: Manuscript
	Slide 15: Manuscript
	Slide 16: Manuscript
	Slide 17: Manuscript
	Slide 18: Manuscript
	Slide 19: Manuscript
	Slide 20
	Slide 21: Collaboration
	Slide 22: Collaboration
	Slide 23: Collaboration
	Slide 24: Collaboration
	Slide 25: Collaboration
	Slide 26: Collaboration
	Slide 27: Collaboration
	Slide 28
	Slide 29: Initiatives
	Slide 30: Initiatives
	Slide 31: Initiatives
	Slide 32: Initiatives
	Slide 33: Initiatives
	Slide 34
	Slide 35: Summary
	Slide 36: Summary
	Slide 37: Questions?

