Apply and Implement Medical Statistics in R: AIMS-R SIG 
Special Interest Group Meeting
10June2022:  13:00 (GMT+1)

Attendees:
	 Team Member
	Present at meeting

	Lyn Taylor (parexel) – 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
	X

	Chris Toffis (Veristat)
	X

	Pravin Lakkaraju (Servier) 
	X

	Jules Hernandez-Sanchez (Roche)
	X

	Mark Bynens (JnJ)
	Y

	Michael Grayer (Floating Point statistics)
	X

	Michael Cartwright (parexel)
	X

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

	Min-Hua Jen (Eli Lilly)
	Y

	Matthew Neilson (PHASTAR)
	Y

	Daniel Leibovitz (Incyte)
	Y





















Agenda
1. Welcome Daniel – Introductions (5 mins)
1. CSRMLW & White paper -  Min-Hua (10 mins)
1. Admiral : Pharmaverse – Christina (15 mins) 
1. R Validation Hub update – Volunteers to steer Testing and/or infrastructure groups -  Andy Nicholls (10 mins)
1. Riskmetric shiny app – feedback from discussion with Marly – Matt (10 mins)
1. Ideas for next set of R adoption series/Feedback from sessions – All (10 mins)
1. Other Actions/AOB (0 mins)

Objectives 2022 
Support and contribute to working groups researching the use of R in Pharma such as R consortium working groups (CSRMLW and RTRS), R validation Hub, Other SIGs (Data science/Visualization), PhUSE, Pharmaverse and Transcelerate and share this information with the wider PSI community.




Previous Open Action Items
	[bookmark: _Hlk51919146][bookmark: _Hlk57894078][bookmark: _Hlk67587445][bookmark: _Hlk78890287]Action Item
	Assigned team member(s)
	Deadline
	Status

	Convert current articles  to markdown using pandoc(?), then we need to create a github/psiaims page and plan to provide a summary of the article then provide URL to full docs
· PSIAIMS now set up on github so we can load them there.
ACTION: to see if can see the site, & then we can load up.  Also link through to github from website.
	Michael G
	November 2021
	Ongoing

	SPIN Article
Docker vs R studio package manager/renv article
(could write something jointly with also summary of other tools Domino/Docker) - ? 
James Black – cross company version Docker and share?!  Perhaps ask him to help write…..
	Matt /
Christina / Andy
	June 2022 
	Open

	R Adoption series: Julianne has run a Validation examples being presented now, but could AIMS put together something more general  / focussed on a different adoption topic ?
	Andy/Lyn/Matt (All)
	June 2022


	Open

	Write a case studies re: apprenticeship schemes and your experience: I.e  lessons learnt, pros/cons, challenges.  Confidentiality agreements (Strathclyde -the uni & examiners),  confirmation of places re: employee recruitment, how to access the levy.
*one of the first apprentices at PAREXEL will be a maths teacher changing career! 
	Christina or Valarie at GSK? and Michael C (PAREXEL apprentices)
	June 2022
	Open

	AIMS Webpage – update list of members, objectives & Name.  Link to christina’s article.
	Martin Brown
	June 2022
	Open





Discussion

	Topic/ led by
	Discussion/Decisions

	PHUSE – Clinical Statistical reporting in a multi-lingual world (CSRMLW)/
 Min-Hua
	Mike Stackhouse, Mike Rimler Collaboration.  Clinical Statistical Reporting in a Multilingual World - WORKING GROUPS - PHUSE Advance Hub

White paper going ahead.  MMRM differences are being explored elsewhere.

Min-Hua to ask Mike & Mike regarding the repository plan for the documentation of differences and if this group still plan to house this?  If not would they like AIMS SIG to take this over?   We could start to load these differences onto the AIMS Github documentation.  Min-Hua to ask Mike & Mike if they would like AIMS SIG to take over this?   We could put together a standard form such that any differences are all documented in the same way and load these onto AIMS Github or separate website through github functionality (Christina?)?    The Template could be based on Min-Hua’s presentation for survival?

Suggest to have an index which documents what has been submitted into the repository (A look up style document).  If we define a set of questions that collects metadata as items are loaded then use this to create the index.  i.e. collect the  Package used, stats method etc.

Lyn has a student at strathcylde looking at converting the Strathclyde MSc Course notes from R, SPSS, Minitab into SAS for the medical stats apprenticeship.  If they find differences will inform Min-Hua for CSRMLW.


	Pharmaverse
Christine
	See: Pharmaverse.org
Admiral and the range of packages in the PharmaVerse.
Packages being written to take metadata from the spec or define, and use it to create ADSL, such as conversion of categorical variables to numeric & categorizing age, weight variables based on specs.
Also working on Tables, similar to Roche rtables package, but GSK have their own taking the mock shell and creating the table from it using the metadata
Packages come with test scripts and will be opensource (eventually – some roche packages (nest etc) still not released).
Metadata packages (Created by Christina team at GSK), Metacore & Metatools. Help utilize metadata better automation of ADaM.
Currently – no stats packages being developed for pharma (more general SDTM, ADAM, TFLs)

NOTE if you are building a R platform these packages may be important to include as written specifically for pharma.

	[bookmark: _Hlk47687625]
R Validation Hub update  / Andy
	
https://www.pharmar.org/ 
· Testing steam – creating a white paper and framework.  (Looking for a volunteer to lead this initiative – @Andy can you provide a summary of what you are looking for/ further discussion next meeting)?
· Riskmetric 1.0 CRAN released / Shiny App ongoing updates.
· R adoption series: https://www.r-consortium.org/webinars
· Quarterly meeting:  Company presentations on how they implemented the R framework.  
· Matt & Marly Cormar meeting to discuss updates they made to riskmetric package shiny app.  
· The App currently always uses latest development riskmetric package version – PHASTAR changed the App to use the CRAN version (fixed)
· Added version number of riskmetric package to the report.
· Adding scoring weights to the report for repeatability & reproducibility
· Adding storage of the database containing the data
· For package to be assessed it needs to be installed, otherwise it gives meaningless numbers for the risk assessment.  App checked if package installed and if not, it downloads it (or gives error).
NOTE: new version of app released. you can login here:
https://rinpharma.shinyapps.io/risk_assessment/_w_50b40fd9/
NOTE: need to document metrics you used for the decision making as they change over time even if it’s the same package version (i.e. based on downloads, etc)
· Infrastructure team – volunteers needed to take this forward.

	Transcelerate Mark
	Released paper….
Risk assessment of R computing environment and use cases.
https://www.transceleratebiopharmainc.com/initiatives/modernization-statistical-analytics/

	SCE 
Mark
	Statistical computing environment.
https://phuse.s3.eu-central-1.amazonaws.com/Events/2021/US+Connect+2021/SCE_White_Paper_Final_15Dec2021.pdf

	AIMS Webpage (Martin)
	Possible additions to the website:
To add:  Listings of new packages – new functionality in R.
Add links onto our website that links to FDA guidance, PHUSE work etc.
Add list of new packages which are relevant to use in pharma.

ACTION: Need to update per name change & objectives, update list of members, Link to christina’s article.


	R  Tables for regulatory submissions (RTRS) WG / martin, christina
	Rconsortium-wg-rtrs@lists.r-consortium.org
https://github.com/RConsortium/rtrs-wg

28APR2022: Gabriel Becker (Roche): Meeting specific needs with a general framework. Reporting table generation with R and rtables.

	Data visualization 
Martin/All
	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
· R/spotfire interactions (martin): Visualizing SDTM.


	Data science SIG /Andy-Christina
	[bookmark: _Hlk63410242]Any update mentors & mentees algorithm : ongoing 
Literate programming: presented at the conference. No action for us at this time.
ACTION: Joint blogging series, AIMS/DS.  Christina can cover social media & Andy cover joint comms between the 2 groups.

	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/
[bookmark: _Hlk102739349]ACTION: Christina to advertise new article on social media / Martin will load to website 

	Article writing progress/ All
	Deadlines are: approx 20th of the month in January, April, July and the 5th November.
In future articles will be in SPIN +  advertised on LInkEdIN & Twitter.

Current suggestions for future articles. 

1) Case study #5 :Matt  PHASTAR: setting up of a platform & why Docker not doing enough for what we wanted… vs moving to commercial version R Studio.

2) Future: take work from Hub (article on leveraging the risk metrics package)

3) Stats Apprenticeship (BSC & MSC) case studies (Lyn).
4) If confirmed that mike & mike Ok with this, Repository for differences between SAS & R…. framework for data collection advertise people to contribute.

Previous ideas on the back burner!
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) How to submit a submission package to FDA including R – Any volunteers (perhaps from Roche based on their 2020 submission – Jules?)?
9) officer – Andy
10) 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)
11) 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][bookmark: _Hlk76112643]Convert current articles  to markdown using pandoc(?), then we need to create a github/psiaims page and plan to provide a summary of the article then provide URL to full docs
· PSIAIMS now set up on github so we can load them there.
ACTION: to see if can see the site, & then we can load up.  Also link through to github from website.
	Michael G
	November 2021
	Ongoing

	SPIN Article
Docker vs R studio package manager/renv article
(could write something jointly with also summary of other tools Domino/Docker) - ? 
James Black – cross company version Docker and share?!  Perhaps ask him to help write…..
	Matt /
Christina / Andy
	June 2022 
	Open

	R Adoption series: Julianne has run a Validation examples being presented now, but could AIMS put together something more general  / focussed on a different adoption topic ?
	Andy/Lyn/Matt (All)
	June 2022


	Open

	Write a case studies re: apprenticeship schemes and your experience: I.e  lessons learnt, pros/cons, challenges.  Confidentiality agreements (Strathclyde -the uni & examiners),  confirmation of places re: employee recruitment, how to access the levy.
*one of the first apprentices at PAREXEL will be a maths teacher changing career! 
	Christina or Valarie at GSK? and Michael C (PAREXEL apprentices)
	June 2022
	Open

	AIMS Webpage – update list of members, objectives & Name.  Link to christina’s article.
	Martin Brown
	June 2022
	Open

	Min-Hua to ask Mike & Mike regarding the repository plan for the documentation of differences and if this group still plan to house this?  If not would they like AIMS SIG to take this over
	Min-Hua
	
	




Next Meeting Agenda
CSRMLW: Can Aims SIG create / house the repository of differences?
R Validation Hub:  Testing / infrastructure needs – can AIMS SIG members help out?
	Page 8

