Application and Implementation of Methodologies in Statistics (AIMS) Special Interest Group Meeting
04 Feb 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]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
	Closed

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

ACTION: for lyn to retweet following instructions  #psiaims   #psicommunity  

	Christina
	Dec 2020
	Closed

	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

Update 04/Feb: Lucy Rowell will take back to the board & then speak to Joe re: an agreement (Conference or joint PSI/PHUSE membership)
	Lyn / Andy
	10 Dec 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.

	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 initiative 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
	CLosed






Agenda/Discussion
	Topic/ led by
	Discussion/Decisions

	R qualification case study /Chris
	Client request to use R, due to Novel Bayesian analysis for phase 1b healthy volunteer study. 
Used R to output CSV, then read into SAS to create the Table.rtf
Internal company process is to use SAS, so how to qualify R to enable the analysis to be conducted within regulations. 
Request to qualify “All” of R, so can use in future, but not realistic in the timeframe allowed.  Instead went through the process of qualifying the package being used, to satisfy QA for the single piece of work required. 
Plan is to write up the Case study, discuss with this group, get input and feedback then summarize for wider group.
The work took maybe a month & statisticians aren’t used to doing qualification of software – so new skill for statisticians.

Watch future space for new packages that will come out which will enable export to SAS7BDAT/XPT and passing of pinnacle 21 checks.  Haven can’t export SAS7BDAT, but can create XPT – but sometimes issues with that.
ACTION: Set up a series of case studies to put into SPIN.
Martin’s group using Proc IML to use R. – 
ACTION: Case study for SPIN would be nice on this.
Yann’s group at servier have built a validated R platform – would be good to have this presented back to the group and could write another case study (1.5 yrs to put together). 
ACTION:  Schedule for next meeting Yann to present back on his experience. 
Questioned regarding how to QC R work in SAS, how to document differences.  Issues which the rounding etc – not necessarily wrong, just implementing different methods, both could be different but right. Should document which method in SAP and consult SAS/R documentation to compare methods. 
FDA will focus more on a collective set of analyses to show robustness of the models/analysis. i.e. estimands/sensitivity, approach for missing data.  This is more important than small changes in decimal places.
These issues are being looked into by: PHUSE group. Led by Mike Stackhouse (Atorus) and Michael Rimler (GSK).  The intention is to document the differences.

	Data science SIG /Andy
	1. Initiative for PSI to build a matching algorithm for mentors & mentees across PSI & R shiny app (question re: security of data and if we get enough volunteers)? Julia Chernova (Data Science SIG) heading up the idea
Christina met with Sophie re: making an algorithm for her. 
2. [bookmark: _Hlk63410242]Julia (Data Science SIG) about an article/blog post(s) that they’re pulling together around the concept of literate programming.  This is essentially the idea of writing code in a more -readable way.  Specifically, you can think of tools such as Jupyter Notebooks and rmarkdown that effectively implement a form of literate programming.  A less extreme version might be the Tidyverse and pipe operator (take my data, filter the rows, then select the columns you want, …).
Andy’s been asked whether anyone in the AIMS SIG has an interest in this area and would like to work with the DS SIG.  The planned first step is to write something around reproducible research with rmarkdown.
ACTION: Any volunteers?
ACTION: Joint blogging series, AIMS/DS.  Christina can cover social media & Andy cover joint comms between the 2 groups.


	BOD / SIG Leaders meeting
	Lyn shared word doc with AIMS SIG Summary for PSI annual report.
2021 objectives – it would be great to hear from you all regarding key objectives for your SIGs this coming year. In addition to webinars/conference, it would be good also to hear about your communication plans for publicising the activities of your SIG. So, in addition to leveraging the SIG landing pages at https://www.psiweb.org/sigs-special-interest-groups/sigs , please think about how you might publicise activities via newsletters/articles. There are some great examples of this already, and we hope to see even more in 2021.
PSI Board during the early part of the year will review and align SIG achievements and objectives with the broader planning and coordination of activities across the Board.
ACTION: Anyone got anything they want raising at the SIG Leaders meeting next week?  Lyn quickly showed slides.

	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 was yesterday.. making progress.
Going through in depth requirements for table creation. 
Martin to send a summary
ACTION For future meeting to present back when got further.

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

	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.

	[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

Andy will be coordinating the R Validation Hub group to present



	[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
New Plan is to deliver a virtual R training course which is the one delivered at GSK.
Andy been approached to do this.  Details TBC but will be advertised soon, for course in April. 

The previous syllabus was focused on analyses, but they promised us to include data manipulation and when Chris/Lyn compared slides it did cover the basics first – but also covered simluations etc which may be a bit advanced for 1st course.
GSK course is set up for new to R (familiar with SAS) people so should be fine.

	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.
Standard & assessment docs are drafted now & almost approved.
However we need 3 universities to submit costs.
They want to know who many we expect / year.  Questions will go out through PSI, but does anyone know if their companies would commit to employing stats apprentices? 

Example questions.


1. Name / Company affiliation / Email.
1. Check which of the following documents you have read (all applicable options can be checked- multi radial button)
1. Summary
1. Standard
1. EPA
1. None
1. Is there anything in the documents that as a company you would object to or not be able to comply with (2 radial buttons & free text field).  
2. Yes/maybe,  If so – provide brief comment here, or if you need more space email Jim.Saul@covance.com  :  Free text field.
2. No
1. Do you need any further information about how an apprenticeship works(2 radial buttons & free text field).  
3. Yes – If so – provide question and contact detail and we’ll get back to you : Free text field
3. No
1. Would your company be open to employing a graduate and enrolling them onto the apprenticeship scheme (radial buttons – only 1 allowed to select)
4. Yes
4. No
4. Maybe – Please specify  (Free text box)
4. Yes with conditions – Please specify  (Free text box)

1. How many graduates do you think your company may want to put onto an apprenticeship scheme each year (numerical field)
5. XX
1. Would your company still be looking to employ MSc/PhD graduates as well as apprentices? 
6. Yes
6. No
6. Maybe
1. Do you have a company representative who would like to be kept informed of progress and updates on the PSI apprenticeship scheme?
7. Yes ( Please provide contact detail)
7. No

Can anyone get answers on these from their companies?

	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).

ACTION: To load more recent articles -  LIcencing(Yann) & Then message Christina to post to twitter/linked in.


	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) Updates from RTRS & SAS/R differences team.
3) Martin – Proc IML  
4) Christina – anything on the outmet?
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

	AOB
	






Action Items

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

	[bookmark: _Hlk63341172]Write up a case study on a possible way to use /document using R for a piece of submission work
	Chris
	Q1 2021
	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.

	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 initiative and work with data science SIG on algorithm creation.
	All
	Jan 2021
	Open

	Set up a series of case studies to put into SPIN on using R in Pharma.
Chris to write up SQN experience
Martin to write up on using Proc IML
Yann to write up implementation of platform
	Chris/Martin/Yann
	3 articles – TBC which will be first, suggest Summer,  Autumn, Winter SPIN so due in (April 21, Jul 21, oct 21)
	Open

	Provide a summary presentation at the next AIMS Meeting to describe  the validated platform implementation at Servier
	Yann
	March 21?
	Open

	article/blog post(s) around the concept of literate programming – follow up with Nigel re: new members interest, or Andy to confirm we have no takers
	Lyn
	Mar 21
	Open

	SIG Leaders meeting – All to let Lyn know if there is anything specific you want raising 
	All
	9th Feb
	Open
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