Application and Implementation of Methodologies in Statistics (AIMS) Special Interest Group Meeting
04 Dec 2020:  09:00 (GMT)

Attendees:
	 Team Member
	Present at meeting

	Lyn Taylor (PHASTAR) – Chair /R valid Hub
	Y

	Martin Brown (PPD) – Vice Chair/ R Tables for Regulatory Submission (RTRS) Working Group / website.
	Y

	Andy Nicholls (GSK) – R Validation Hub Chair
	Y

	Chris Toffis (SQN Clinical)
	X

	Yann Robert (Servier)
	Y

	Jules Hernandez-Sanchez (Roche)
	X

	Mark Bynens (JnJ)
	Y

	Michael Grayer (Floating Point statistics)
	X

	Michael Cartwright (Parexel)
	Y

	Christina Fillmore (GSK) – Social media/Comms Rep
	Y

	Min-Hua Jen (Eli Lilly)
	X





















Objectives 2020-2021
1. Key objective:
Act as an intermediary between groups working in the same areas as objectives below – share this information with the wider PSI community.
Links to R consortium working groups, R validation Hub, Other SIGs (Data science/Visualization), PhUSE and Transcelerate and provision of statistical input into their work
Collaboration with all groups is important to ensure we don’t repeat their work and ensure the progress is shared with the PSI Community 

1. Key objective: Provide a central storage site containing links to documentation and demonstration of R’s capabilities and latest regulatory advice/industry key opinion leaders.

1. Investigating efficiencies for reporting TFLs (using R vs SAS)

1. Data visualization using R Shiny

1. R risk assessment and validation: Supporting the R validation hub.



Previous Open Action Items
	[bookmark: _Hlk51919146][bookmark: _Hlk57894078]Action Item
	Assigned team member(s)
	Deadline
	Status

	SPIN article on licensing
· Draft written.  Team To review
	Yann
	March 2021
	Open

	Post R/Pharma conference to post on twitter some links/summary
· End of year summary planned

	Christina
	Dec 2020
	Open

	Write up a case study on a possible way to use /document using R for a piece of submission work
	Chris
	Q1 2021
	Open

	Follow up with Chrissy fletcher re: them including riskmetric on their website
	Lyn
	01 Dec 2020
	Closed.

	Lyn to Take to the PSI Board, discussion surrounding the R consortiums interst in R HUB & RTRS WG and their desire to secure funding.  Ask if PSI would be able to contribute for a place overseeing R development for Pharma
Andy – to discuss if this would be what Joe wants.
	Lyn / Andy
	10 Dec 2020
	Will be done 10th Dec.

	Andy to send Lyn a “standard” response for responding to R hub emails30 Jan 2021.
This seems to be working well now.
	Andy
	15 nov 2020
	Closed

	Min-Hua to contact Mike & Michael to ask to join their group to be able to collaborate between our groups.
	Min-Hua
	30 Jan 2021
	Open.

	Medical stats apprenticeship – Lyn to recommend adding exam and check vs data science apprentiship based on andy’s links
· Updated, scheme now includes MSC integrated
	Lyn
	01 Dec 2020
	Closed.



Agenda/Discussion
	Topic/ led by
	Discussion/Decisions

	Data science SIG /Andy
	Initiative for PSI to build a matching algorithm for mentors & mentees across PSI.
Naomi is tasked with setting it up.  Collect information (yrs experience, experience in certain areas) & match people together.  Need people to make the algorithm and people to design the interface to register for mentee/ mentor -so could be R Shiny App.
Would need to consider the data security of database (GDPR) – as will contain names, contact details etc.  Where would it sit. (would be sign off to use data).
May need encrypted database, then algorithms to look at that may not be straight forward so lots to think about.
She wants support to help build/automate a mentor-mentee matching system.  
Julia Chernova (Data Science SIG) heading up the idea as lead of that SIG. 
· The point would be that not all companies offer a scheme… but the AIMS general concern would be that most companies do have mentoring, and it’s easier to help within the company rather than between the company due to confidentiality.  However, it could be beneficial to be across the company as well, if your company doesn’t have expertise in a certain area (such as R), then you get matched with a company working more in R and get help with that.
· The mentor & mentee would benefit from sharing information between the companies – connections between companies.
ACTION: Andy to follow up with Naomi.
ACTION: All to think of if someone in their teams would be interested in being involved and if so let Andy know.

	Licensing article / Yann
	Draft written ready for SPIN.  Add in andy’s feedback as below?
One thing that came up internally at GSK was the fact that R itself (the base packages) is GPL-2.  This can cause confusion because (I think) this is a license that means that it must stay as GPL-2 if you extend/modify it (your second bullet point).  But R packages do not modify the R source code.  They are independent units of code that are distributed separately to R itself.  For that reason we have more freedom.  The same applies if you build a new package (package B) that depends/imports another (package A).  Package A is not distributed with package B and so they can have different licenses.
I think it is worth covering this concept of package independence somewhere.
People are afraid of a GPL-2 license because they think you’d have to release any proprietary code developed built on another package that is GPL-2.  However, because your extension only sits on the other package, then you don’t have to take on the GPL-2 so can keep in house and not have to release it. – But it causes concern to IT/legal.

ACTION:  People to review by 11th dec and send any feedback to Yann.  
Need to send to PSI editor by 20th Jan.
ACTION: @Andy – can you put a sentence for Yann on GPL-2.

	PSI board presentation on R progress
	Lyn to take to the board, re: R Consortium funding.  10th Dec.
Slides in development lyn to feedback at next meeting


	R  Tables for regulatory submissions (RTRS) WG / martin, christina
	Rconsortium-wg-rtrs@lists.r-consortium.org
Any news on a leader – Joe still leading, but looking for a replacement
Meeting held 03/dec.  Lots of discussion… lots of hurdles!
How it fits with CSRs, what are the process flows.
Will look maybe for a repository and links to tools.
R validation Hub could provide links to packages (or repository).
1 idea: is that prog/stat work on datasets, then publish to multiple forms (not just RTF).
Will need to narrow focus start with RTFs in R, and choose goals that are achievable for now.  Possibly longer term move towards having a results database – which is more usable than static RTF.  The database can contain the footnotes/titles. 

	PHUSE – Mike Stackhouse, Andy Miskell Collaboration / Min-Hua

	Collaboration to start a github repo of discrepancies with explanations between R & SAS
Andy has done a lot of work in this area, has endorsement at Lilly so can spend time on doing it. Happy to collaborate. Andy already in touch with Mike & Michael.
PHUSE.  Led by Mike Stackhouse (Atorus) and Michael Rimler (GSK), this project seeks to develop a framework for assessing differences in statistical modelling implementations across multiple programming languages. The project team will apply this framework for common use cases in clinical trial analyses and their implementations in R and SAS. The team also aims to deliver a repository of sample code which demonstrates each use case. The objective is to provide guidance on how to generate confidence in a particular implementation, independent of programming language and the differences which may naturally occur when comparing results across multiple languages. If you are interested please contact Mike.Stackhouse@atorusresearch.com or michael.s.rimler@gsk.com.  
ACTION: Min-Hua to contact Mike & Michael to ask to join their group to be able to collaborate between our groups.

	[bookmark: _Hlk47687625]R Validation Hub update  / Andy
	https://www.pharmar.org/ 
· In future, perhaps a write up a case study of getting R adopted in-house. SQN and/or PHASTAR (small CRO / big CRO) – experiences, pitfalls, success/failures? # Chris/Lyn?
· Testing steam – creating a white paper and framework.
Making more process now. Key input from Paulo Bargo &  Mark Padgham.
· Riskmetric will hopefully be on CRAN by end of year.


	PSI Conference planning /All
	Conference 2021 – CANCELLED: likely to have something virtual.  MCI have been approaching people re: Virtual conference. 

Conference 2022 Gothenburg – Session for AIMS requested




	[bookmark: _Hlk39156653]R-for-SAS users training course / Chris
	PharmaLex to run the course. Mary Elliott-Davey organizing. 
CANCELLED… TBC when rescheduled.
https://www.psiweb.org/events/event-item/2020/10/20/default-calendar/a-psi-training-course---r-for-sas-users

	Medical statistician Msc
Apprenticeship update / Lyn
	L7 standard developed and will be approved.  Next steps I think is reaching out to universities to tender for running the apprentice taught parts. Hopefully available by sept 2021 which would take BSc students and put them through Msc.
End point assessment being worked on – nearly final.
Soon will be able to get quotes from universities

	Communication plans / Christina
	We can use the following:
Twitter -  PSIupdate: https://twitter.com/PSIupdate
LinkedIn - PSI Community: https://www.LinkedIn.com/in/psi-community-496a16198 
LinkedIn - PSI group: https://www.LinkedIn.com/groups/2109962/
Plans to do summary end of year post.

	AIMS Webpage (Martin)
	Website Up to date.

Could add: What can R do better than SAS – Or link to github if this is stored here.
R’s capabilities to speak to other packages – perhaps Martin to write an article on proc IML to run R code
How can a company start to use R
ACTION:  Add links onto our website that links to FDA guidance re: R. List of what each group are working on and how to reach out to them.  Get links to PhUSE and see what they are working on and how that overlaps with R consortium or AIMS work.

@Chris – to write up case study on possible way to use /document using R for submission work.  (SPIN article).


	Data visualization 
	Using R Shiny.
· Lifecycle of graphics – Production of publication quality graphics vs CSR. 
· Shiny Apps  
· Future article on validation of Apps or basics for creating a dashboard/server side?
· IDMC/DSMB dashboards
· Efficacy / AE / Lab reporting Apps

Martin emailed Alexandra Schatz re: Visualization SIG…  no response yet.  Possible creation of Dashboard – which produces all TFls.  William Noble.

Assigned person to see how the SIGs interact.

	Article writing progress/ All
	Deadlines are: approx 20th of the month in January, April, July and October
In future articles will be in SPIN +  advertised on LInkEdIN & Twitter.

Current suggestions for future articles. 
1) Chris – How to document use of R for submission work. – Apr 2021
2) Yann -  Licencing issues for R. GLP2 licensing not popular for IT tech.  MIT licence more preferable. – Jan 2021
3) Updates from RTRS & SAS/R differences team.
4) Martin – Proc IML  
5) Christina – anything on the outmet?
6) TBC – Open source.. Given a lot of open source being used, suggest future spin article re: how to open source the development you are doing within your company and why this is a positive thing to do for a company.
7) Andy – Write up on the Quantitative decision making shiny application.
will present at Rpharma so at some point after that.
8) R Markdown- part of Rstudio (mention that you get R Notebook within this) to write and publish HTML, PDF, DOC – Jules -  Lyn loaded Chris’s R Markdown handout to the website… should it also be a spin article or would it need more written around it?  Chris.  
9) High performance in R vs SAS – Yann
10) How to submit a submission package to FDA including R – Any volunteers (perhaps from Roche based on their 2020 submission – Jules?)?
11) officer – Andy
12) A showcase of available packages specific to the pharmaceutical industry (e.g. rpact for trial design, diffdf for differences between datasets, subgroup explorer for interaction with clinician, AdEPro for AE visualization – markus (or for psi 2020)
13) Michael – GT to report 

	References
	AIMS SIG information: https://www.psiweb.org/sigs-special-interest-groups/aims
Our R validation project documentation will be stored on: https://github.com/pharmaR with Website: https://www.pharmar.org/
Discussion forum: https://rvalidationhub.slack.com
Email for valid Hub:  psi.aims.r.validation@gmail.com

	AOB
	






Action Items
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	[bookmark: _Hlk500238010][bookmark: _Hlk508700152]Action Item
	Assigned team member(s)
	Deadline
	Status

	SPIN article on licensing
Draft written.  Team To review by 11 Dec, 
Yann to collate/update and send to Lyn prior to 20th Jan
	Yann - ALL
(Andy to write short summary on GPL-2 to include)
	Jan 20th 2021
	Open

	Post R/Pharma conference to post on twitter some links/summary
· End of year summary planned

	Christina
	Dec 2020
	Open

	Write up a case study on a possible way to use /document using R for a piece of submission work
	Chris
	Q1 2021
	Open

	Lyn to Take to the PSI Board, discussion surrounding the R consortiums interst in R HUB & RTRS WG and their desire to secure funding.  Ask if PSI would be able to contribute for a place overseeing R development for Pharma
	Lyn / Andy
	10 Dec 2020
	Will be done 10th Dec.

	Min-Hua to contact Mike & Michael to ask to join their group to be able to collaborate between our groups.
	Min-Hua
	30 Jan 2021
	Open.

	Andy to follow up with Naomi re: mentoring /mentee scheme/algorithm/database.
	Andy
	Jan 2021
	Open

	Investigate internally is anyone would like to be involved with this iniative and work with data science SIG on algorithm creation.
	All
	Jan 2021
	Open

	Chris to give a high-level overview in the next AIMS meeting of the qualification work done at SQN to ‘validate’ R for some project-specific work.
	Chris
	Jan 2021
	Open
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