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

Attendees:
	 Team Member
	Present at meeting

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

	Martin Brown (PPD) – Vice Chair/ Submission compliance WG/ 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)
	X

	Michael Cartwright (parexel)
	X

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


















Objectives 2020-2021
1. Key objective:
Act as a 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
	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



Agenda/Discussion
	Topic
	Discussion/Decisions

	Updates on creation of output using R
	Yann-  Atorus Developers Release of R Package Tplyr to Github.  Our first R package release of PharmaRTF has over 1000 downloads in just under 3 months and we’ve received incredible feedback from industry. Due to the high demand we’ve decided to provide early developer release of our Phase 2 project, an open source R package named Tplyr. You can find it here: https://github.com/atorus-research/Tplyr.
Tplyr is based on GT for Pharma for creating RTFs.  Goal to be releasing something on CRAN by end of this year. Also developing a suite of packages pharma focused. 
Christina – TidyCDISC app released (open source and available) – shared at R in medicine conference, to use this on your own server you’d need the code which should be available on github soon. App aimed at clinician reporting who don’t’ do their own coding.  Reducing need to ask statistician to produce exploratory analyses for them to look at.  
NOTE: New “Submission compliance” WG (funded with ISC consortium grant) to look at 
· Table compliance
· R package development for production of TFLs
· Submission templates
· Preparation of documents that comply with  21 CFR part 11
They will meet on 16th sept – 5-6pm:  “R consortium R tables for Regulatory Submissions Working”  Volunteer to attend on behalf of PSI AIMS and report back to the group?
· Martin to attend on behalf of PSI AIMS and report back to us/wider PSI community. Lyn to send invite to Martin (Done).

	[bookmark: _Hlk47687625]Validation of R in our companies
	1 concept is to Use Docker and RSTUDIO to restrict packages that people can down load, have a risk assessment of the packages, do limited IQ/OQ, approve them to be loaded and dockerize. 
Phil Bowsher informed the R Validation Hub:  You may have aware of this FDA guide to create submission data to CDER and CBER using R/Python. As Haven, Hmisc, SASXport were mentioned in this guide below to create SDTM.TS domain. We think we can infer FDA are OK of using these widely used R packages for regulatory purpose? 
I may wondering if there are other FDA/EMA guide that contain examples using R. 
Creating simplified TS.XPT file – using R and Python. https://www.fda.gov/media/132457/download
 Phil found the file from the link below for SDSP resources:
https://www.fda.gov/industry/study-data-standards-resources/study-data-submission-cder-and-cber

	R Validation Hub update 
	https://www.pharmar.org/ 
· FISSION LAB App update – Marly Cormar (biogen) – taken on production of future updates to the App.
· Want volunteer to be able to push forward the testing of packages as not much progress yet.

	PSI Conference planning
	Conference 2021 – Session for AIMS requested and they have put us down for it.
TBC topic nearer the date.

	[bookmark: _Hlk39156653]R-for-SAS users training course
	PharmaLex to run the course. Mary Elliott-Davey organizing. 
Rescheduled to 20-21st Oct F2F @ Crown plaza @ Heathrow but may get delayed to 2021 now.  No update on website.. but expect delayed.
https://www.psiweb.org/events/event-item/2020/10/20/default-calendar/a-psi-training-course---r-for-sas-users

	Medical statistician 
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

	Objectives 
	Previous objectives:
1. Key objective: Automation of reporting: Most companies are working towards a time from DB lock to High Level results of 24 hours with just 5 days for the Stats analysis to be complete. 
2. Key objective: Data visualization:  Looks at technology to enhance visualization of data throughout the study
3. Work with statisticians and statistical programmers to educate them on Data Science Tools (such as R, GitHub etc)
4. Bridging the gap between SAS and other software (for example, SAS processes / global macros and do it in Git / GitHub) 
5. Assist other SIGS implement their needs in software/training/support.
6. R Validation Hub

AIMS SIG agreed on the following objectives for 2020-2021 (but can change over time).

5. [bookmark: _Hlk50107635]Key objective:
Act as a intermediary between groups developing tasks aligned to our objectives below – share this information with the wider PSI community.
Links to R consortium working groups, Other SIGs (Data science/Visualization), PhUSE and Transcelerate and provision of statistical input into their work
Collaboration with all groups important to ensure we don’t repeat their work but collaborate with them.

6. Key objective: Provide a central storage site containing links to documentation and demonstration of R’s capabilities 
What can R do better than SAS
R’s capabilities to speak to R – 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.

7. Investigating efficiencies for reporting TFLs
Ideas for work in this area:
· New R packages to aid study reporting practices
· Metadata: Shell creation linked to output & CSR
· How R can create outputs better than SAS

8. Data visualization using R Shiny
Ideas for work in this area:
· 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

9. Validation of what we do and implementing the R validation hub’s approach.
                   – perhaps a case study of getting R adopted in-house. SQN (small CRO) and Phaster (big CRO) – experiences, pitfalls, success/failures?
Initial steps (pre-validation): install, stabilize, IQ/OQ.  
GSK webinar yesterday: may be useful to watch.


Communication methods
(SPIN, e-news-efspi email, Blogs on linked-in or twitter) to ensure what we do is read?
Twitter has a high R user base.  Pharma may use linked-in.  Both or dependent on article!
Suggest all articles in SPIN, also get posted to social media with summary & links to longer article.

Christina to become a communication rep to post twitter/linked-in adverts on social media.  
ACTION: Lyn to ask PSI board if we are OK to do this and set up our own twitter / linked-in feeds re: R to capture a wider audience.  We’d want PSI to advertise us but we can be clear it’s AIMS opinion, not official PSI comms if required.


	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) Martin – Proc IML  
3) Christina – anything on the outmet?
4) Yann -  Licencing issues for R. GLP2 licensing not popular for IT tech.  MIT licence more preferable.
5) 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.
6) Andy – Write up on the Quantitative decision making shiny application.
will present at Rpharma so at some point after that.
7) 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.  
8) High performance in R vs SAS – Yann
9) How to submit a submission package to FDA including R – Any volunteers (perhaps from Roche based on their 2020 submission – Jules?)?
10) officer – Andy
11) 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)
12) 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
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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 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.
	[bookmark: _GoBack]Lyn/Christina
	05 sept 2020
	Open
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