Application and Implementation of Methodologies in Statistics (AIMS) Special Interest Group Meeting
02 Oct 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)
	Y

	Yann Robert (Servier)
	Y

	Jules Hernandez-Sanchez (Roche)
	X

	Mark Bynens (JnJ)
	X

	Michael Grayer (Floating Point statistics)
	Y

	Michael Cartwright (Parexel)
	Y

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

	Min-Hua Jen (Eli lilly)
	Y





















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]Action Item
	Assigned team member(s)
	Deadline
	Status

	SPIN article on licensing
	Yann
	TBC
	Open

	SPIN article on summary of MSc Project & Summary of R consortium new WG (Lyn to check with Martin after 16th sept re: Update).
	Lyn / Martin
	20 Oct 2020
	Open

	Lyn to ask Adam re: Comms position and how Christina should post linked in/ twitter blogs on behalf of PSI AIMS SIG.  once agreed christina to set up accounts & initial intro blog.
	Lyn/Christina
	05 sept 2020
	Closed



Agenda/Discussion
	Topic
	Discussion/Decisions

	New committee member
	Welcome to our new committee member Min-Hua Jen from Eli Lilly.
Introductions.

	R  Tables for regulatory submissions (RTRS) WG
	Rconsortium-wg-rtrs@lists.r-consortium.org
Update from martin, andy, christina.
Meeting 16th Sept.
Joe Rickert & Michael Cain gave strategy.  Setting up GIT Location, message board, identifying potential packages (GT), targeting table to the end source (CSR). 
Historically GT was not compatible with RTF – but author has now done work to make it compatible with RTF now.   
Focus on TFLs…end product 
Possibly standard templates for GT. (Would be great to get a standard set which run from SDTM)??  but TBC…
Richard Iannone doing a workshop at the R/Pharma Conference would be good to get his slides.
Martin/Andy/Christina – all going to R/Pharma conference.




Post meeting references provided by martin:
Here is the R shiny dashboard to: https://williamnoble.shinyapps.io/the_future_of_clinical_tfls/
Phil Bowsher (Rstudio) on the GT package: https://www.youtube.com/watch?index=6&edufilter=NULL&list=PLS6XDiRNQo000AXDUPMH6TjuR-u_U6k8a&t=0s&v=orjeFB_Nd2E
tidyCDISC app:  https://nate884.shinyapps.io/tidyCDISC/

	Communication plans
	Christina update.
Twitter / Linked-In strategy.

What activity do we want?   Share posts , link to conferences, 
We can use the follow:
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/
Post R conference Christina will try sharing some links and see what visibility we have.
Zoho Social – Allows multiple users to use same account and to post to both Twitter & LinkedIn.

Suggest to use the PSI #, but also use #psiaims (which is our account) and have both.     #rstats is what’s used for r posts.



	[bookmark: _Hlk47687625]R Validation Hub update 
	https://www.pharmar.org/ 
· Good progress towards workshop for R/Pharma which next week.  3 hour workshop (risk assessment & App & testing) being written by Marly & Andy.  + Andy giving 20 min talk.
· 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?

	PSI Conference planning
	Conference 2021 – CANCELLED: likely to have something virtual.
Conference 2022 Gothenburg – Session for AIMS requested


	[bookmark: _Hlk39156653]R-for-SAS users training course
	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
	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.
Data science apprenticeship L6: already being used (takes in A’level students, and puts them through Bsc level).  First students still to complete the program

	PhUSE/ Transcelerate interaction?
	PhUSE are looking at R from a stats perspective given SAS/R don’t’ get an exact match.
Andy Miskell (Eli Lilly) done lots of work in this area.  Andrew.miskell@lilly.com
https://www.phusewiki.org/docs/2020%20US%20Connect%20Florida/Presentations/CT/Final%20Papers/CT05%20pdf.pdf
Would be good to centrally store the discrepancies and AIMS work with a group.  Could create GitHub Repo – to store these comparisons.
We will make sure it’s not SAS vs R,  but about using both tools and compare answers/describe why discrepancies exist so we can justify discrepancies.
Min-Hua volunteered to lead the work in this area.   To ask Andy M what progress he’s had and if he’d contribute to a shared GitHub side.  Is there a PhUSE / GitHUb shared site?   Could use the https://github.com/pharmaR account.
Min-Hua to ask Andy N if you have any questions of best next steps.

	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.


	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) Lyn – Summary of the production of TFLs using R – (inc. announcing R group and summary of MSc project by Timothe?
2) Chris – How to document use of R for submission work.
3) Martin – Proc IML  
4) Christina – anything on the outmet?
5) Yann -  Licencing issues for R. GLP2 licensing not popular for IT tech.  MIT licence more preferable.
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

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

	SPIN article on licensing
	Yann
	TBC
	Open

	SPIN article on summary of MSc Project & Summary of R consortium new WG 
	Lyn 
	20 Oct 2020
	Open

	Post R/Pharma conference to post on twitter some links/summary

	Christina
	20 Oct 2020
	Open

	Reach out to Andy Miskell to see if he’s interested in collaboration to start a github repo of discrepancies with explanations between R & SAS.
	Min-Hua
	30th Oct 2020?
	Open

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