Application and Implementation of Methodologies in Statistics (AIMS) Special Interest Group Meeting
26 Mar 2021:  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][bookmark: _Hlk57894078][bookmark: _Hlk67587445]Action Item
	Assigned team member(s)
	Deadline
	Status

	Lyn to reach out to Rachel to introduce what we do at AIMS and any possible events.
	Lyn
	30mar2021
	open

	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.

	Christina to follow up with Sophie re: mentoring /mentee scheme/algorithm/database.
	Christina
	May 2021
	Open

	Investigate internally is anyone would like to be involved with this initiative and work with data science SIG on algorithm creation.
R Markdown – programming for easy human to read code/ literate programming
· We responded to say no-one available at this time.
	All
	Jan 2021
	Closed

	Set up a series of case studies to put into SPIN on using R in Pharma.
Chris to write up SQN experience using R for  a piece of submission work
Martin to write up on using Proc IML
Yann to write up implementation of platform (general proposal of 1 option suggested by PSI AIMS SIG)..
Summary at start of 3 part series of options currently available for using R in a regulatory setting that the PSI AIMS SIG have been discussing.
	Chris/Martin/Yann
	3 articles – TBC which will be first, suggest Summer,  Autumn, Winter SPIN so due in (Yann-April 21?, 
Jul 21, 
oct 21)
	Open

	Check website updates.
	Martin
	30 march 2021
	Open




Agenda/Discussion
	Topic/ led by
	Discussion/Decisions

	SIG leaders meeting/ lyn
	To discuss at next meeting !
Events Calendar and Events Support: Rachel Lawrance:  Scientific Committee chair will be “PSI Events lead”.   She will facilitate organization of all events and improve networking between SIGs. Central location for planning events, event calendar, MCI booking form, Speaker consent forms, Technology & tips.
ACTION: Lyn to reach out to Rachel to introduce what we do at AIMS and any possible events.  Andy to point me to where the list of R HUB events is, then we can pass that to Rachel.

Building connections: Many SIGs have topics in common, perhaps invite other SIG members to present at our SIG meetings. Organize joint meetings or write joint articles?
AIMS Video – Any volunteers to summarize what we do? 90 seconds ish, zoom recording organized by MCI needed by end of April.
the PSI Conference organisers are hoping to put together a video highlighting the SIGs. We hope to get as many SIGs as possible to produce something for the on-demand part of the conference platform. This is both for SIGs with sessions and those without. The more important ones though are those without a session on the agenda as it is a chance to publicise what the SIG has been working on and what it plans to do next.
paul.terrill@ptstat.co.uk, david.lawrence@novartis.com

Chrissie Fletcher  …
Please send me any ESIG news or updates to share in the March EFSPI newsletter by EOB Friday 26th March.
ACTION: Michael to draft a short script of what we’re doing…  then Lyn& Michael to finalize.. and set up call with MCI pre_ end April.



	Data science SIG /Andy-Christina
	To discuss at next meeting !
[bookmark: _Hlk63410242]Any update mentors & mentees algorithm : ongoing 
Any volunteers for literate programming: No volunteers.. .so will just help when they set something up.
ACTION: Joint blogging series, AIMS/DS.  Christina can cover social media & Andy cover joint comms between the 2 groups.

	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
Working on requirements documents.
Meeting: next week.  Would be good for them to define a deliverable such as creation of   a white paper/  guides on github… detailing the packages and examples of how.


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

	To discuss at next meeting !
Collaboration to start a github repo of discrepancies with explanations between R & SAS
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.
Bi-monthly meeting – update via email… look at packages differences and contrast algorithms – still defining scopes. 
26/march:  split into subgroups (Mixed model, Linear, CHM [cochran mantel haenzel], survival) related to their areas of interest/main jobs.  Will meet separately and summarize focus/issues and report back.
To give a high level presentation of where they are once they re-meet.

	[bookmark: _Hlk47687625]R Validation Hub update  / Andy
	To discuss at next meeting !
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 1.0 CRAN release….  Expected imminently!
· Next Hub meeting will discuss testing, Tilo sharing GSK tests which will be available open source in June.

	PSI Conference planning /Andy
	Conference 2021 – Virtual.-  AIMS/R Validation Hub have a session.
Conference 2022 Gothenburg – Session for AIMS requested

Andy will be coordinating the R Validation Hub group to present.  Need to respond to Thomas Burnett.
15:30-17:00 slot on Tuesday 22nd June.  
TBC: speak at our session should be free for the speakers,  or 50% full conference.  PSI AIMS should have 1 day free as speakers of an as invited group.

https://www.pharmar.org/blog/2021/03/12/2021-03-08-status-update-conferences-2021/



	[bookmark: _Hlk39156653]R-for-SAS users training course / Andy
	https://www.psiweb.org/events/event-item/2021/05/17/default-calendar/psi-training-course-r-for-sas-users
[image: ]
Will be run through R-studio cloud.
 Perhaps share notes through Shinyapps on Github.

	Medical statistician Msc
Apprenticeship update / Lyn
	1 quote as a provider received from LSHTM.
2 more quotes needed.
Awaiting approval of standard, EPA, 1 quote by government, then will reach back out to the universities to try to get 2 more quotes by 8th May.
If we can.. it will be approved and ready for intake in sept.

	Communication plans / Christina
	To discuss at next meeting !
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.

ACTION: Everyone to re-share/ tweet the repost of the message.

	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.

ACTION: To load more recent articles -  LIcencing(Yann) & Then message Christina to post to twitter/linked in.
last article I see is 201905?


	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 Alexander Schatz re: Visualization SIG…  he got back to us- what next?  Possible creation of Dashboard – which produces all TFls.  William Noble.
Not huge overlap right now… but keep eye on it.

Martin looking at R & Spotfire…  interaction.  Visualization of SDTM.
Plan to produce dashboard using Rshiny run off ADaMs to data explore.
Christina is working with ATORUS to look at derivations from SDTM to ADaM.

	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) Yann – Case study for using R for submissions
2) Chris – How to document use of an R package for submission work. 
3) Martin – Proc IML
4) Updates from RTRS & SAS/R differences team.
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) [bookmark: _GoBack]Michael G – 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

	[bookmark: _Hlk63341172]Lyn to reach out to Rachel to introduce what we do at AIMS and any possible events.
	Lyn
	30mar2021
	open

	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.

	Christina to follow up with Sophie re: mentoring /mentee scheme/algorithm/database.
	Christina
	May 2021
	Open

	Set up a series of case studies to put into SPIN on using R in Pharma.
Chris to write up SQN experience using R for  a piece of submission work
Martin to write up on using Proc IML
Yann to write up implementation of platform (general proposal of 1 option suggested by PSI AIMS SIG)..
Summary at start of 3 part series of options currently available for using R in a regulatory setting that the PSI AIMS SIG have been discussing.
	Chris/Martin/Yann
	3 articles – TBC which will be first, suggest Summer,  Autumn, Winter SPIN so due in (Yann-April 21?, 
Jul 21, 
oct 21)
	Open

	Check website updates.
	Martin
	30 march 2021
	Open

	Draft a short script 90 secs of what we’re doing at AIMS, then Lyn & Michael to finalize.. and set up call with MCI pre- end April.

	Michael
	15th April 2021
	Open
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Course cost

NB: This course has Eariybird rates available. These are valid for bookings on or before 19th April only.
Earlybird Members = £300+VAT

Earlybird Non-Members = £395+VAT*

Regular Members = £340+VAT

Regular Non-Members = £435+VAT*

“Please note: Non-Member rates include membership for the rest of the 2021 calender year.

Registration
This event is now open for registration. Please m%m o register your place.
Please note, this Training Course is in high-cemahd. Please ensure you have read the full overview and are able to attend all sessions as outined below.

Overview

This course consists of 5 x 2-hour training sessions run over 5 weeks.
Each session will be repeated on two mornings per week (09:45am 1
dates provided.

0pm), 50 attendees are abie to pick which day they attend each week, out of the

Session 1: Monday 17" May or Tuesday 18" May
‘Session 2: Monday 24™ May or Tuesday 25" May
‘Session 3: Tuesday 1*! June or Wednesday 2" June
Session 4: Monday 7% June or Tuesday 8" June
Session 5: Monday 14 June or Tuesday 15" June




