Application and Implementation of Methodologies in Statistics (AIMS) Special Interest Group Meeting
7th June 2019:  09:00 (GMT)

Attendees:
	 Team Member
	Present at meeting

	Craig Mcilloney (PPD)
	√

	Lyn Taylor (Phastar)
	√

	Chris Toffis (SQN Clinical)
	√

	Andy Nicholls (GSK)
	√

	Yann Robert (Servier)
	√

	Jules Hernandez-Sanchez (Roche)
	√

	Markus Elze (Roche)
	√

	Mark Bynens (JnJ)
	√

	Karma Tarap (JnJ)
	X

	Michael Grayer (Floating Point statistics)
	√






Yearly Objectives 2019

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.  Therefore we’d look to ways to assist with this through the use of technology.    
1. Key objective: Data visualization:  Looks at technology to enhance visualization of data throughout the study
1. Work with statisticians and statistical programmers to educate them on Data Science Tools (such as R, GitHub etc)
1. Bridging the gap between SAS and other software (for example, SAS processes / global macros and do it in Git / GitHub) 
1. Assist other SIGS implement their needs in software/training/support. – Reach out to SIGS (including data science SIG) and ask if we can help with any of their projects & the implementation of them.
1. R Validation Hub – Continue the work on the Hub project improving the website, and production of R metrics/ tests/ validation documentation

Previous Open Action Items
	Action Item
	Assigned team member(s)
	Deadline
	Status

	Those members with no current actions to consider what they can look into aligned to our objectives with the intention of putting together SPIN articles.  Could expand to facilitate training sessions in future. 
	All
	Ongoing
	Open

	Chris to look at expanding the AE App to do both exploration and then exporting to reporting 

	Chris
	Ongoing
	Open

	Lyn look at creating an App using GGPLOT2 that takes the Dataset, Treatment, visit ID and % column and creates graph of % response over time – and outputs in different formats to aid automated reporting. 

	Lyn
	Ongoing
	Open



Agenda/Discussion
	Topic
	Discussion/Decisions

	PSI Conference 2019
	Session was well received.
ACTION: Lyn to feed back to Lynsey re: name of the session not including the full title, and Andy’s name wrong on session, Lyn’s name wrong on lanyard.
Future sessions to include non R items. 

Welcome Michael to AIMS – Only volunteer to join AIMS from the PSI session. No further requests to join the validation Hub.

Request from Ioanna M from (Worldwide Clinical trials) to put together a R training course in collaboration with the scientific committee.  
· Although there is lots of R training online, there isn’t a specific pharma one, so this could be a good idea.   Uncertain about demand for it given R not being used by some companies yet.  Also delivery of the course and creating the course would be a lot of work, so we may have to bring someone external in. 
May be better to develop a learning path to put onto the website and point people there although it doesn’t replace a face to face training in the long term.  The path could lead people through  1) tidyverse learnings online, 2) graphs etc…. and we could add list of courses to the Website under a new heading “R Training Pathway”. Given it varies within companies on how much R is used.  Roche use it a lot – push towards R, but less in other companies. May get not enough interst

ACTION:   Lyn to ask scientific committee to gauge interest in having a face to face course or perhaps it may be better to just present something in a webinar.  
Perhaps may be better to just share good training material (in R or Shiny etc) on the website. 
ACTION:   Andy to send out initial list. Markus will add to it & finalize & lyn load to website. 

Key concept from the seminar was the Idea that the SDTM/ADaM/TFL datasets could be done in SAS, but instead of using Proc report to create the RTF/PDF CSR outputs, we could read the SAS7BDAT files containing the analysis from SAS into R, then use R to create CSR outputs, powerpoint presentation of key results, autopopulated template of CSR (including in text tables and the written numbers within the report text).  This cuts down considerable manual work /re-typing and QC.  Helps to cut time from PSC to CSR.
ACTION: Future article on how companies could work creating SDTM, ADAM, SAS datasets of the analyses (display datasets), but then instead of proc report – outputting the results using R markdown to PPT, Word (for CSR), CSR outputs post text tables & in text tables.    Michael & Lyn to work on this given Andy swamped with the Validation Hub tasks.


	R Validation Hub update
	https://www.pharmar.org/ 

· Mission statement :  “R Validation Hub is a cross-industry initiative who mission is to enable the use of R by the Bio-Pharmaceutical Industry in a regulatory setting, whose output may be used in submissions to regulatory agencies.”
· Exec Team to focus next steps – workflow
· We now have a Website expert: Parker Sims 
· Andy presenting at the R in pharma conference in August in Boston.  4 hours R validation workshop. 
· ACTION: Mark’s writing an article on: – what is R, i.e. ‘base’ R / the recommended packages?  What is a package?  What does a package look like (code, tests)?  Where do I get packages from and who writes them?  What is an R CMD check (i.e. what is the criteria for getting on to CRAN)? 
 

	Objectives next steps?
	Plan is for each member of AIMS to select an area to do some research in based on the following objectives.  The plan would be to share the knowledge via SPIN and the website.  

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.  Therefore we’d look to ways to assist with this through the use of technology.    
Ideas for work in this area:
Shiny Apps for standard CDISC analyses: AEs – study pop.
· Chris’s AE / Lab reporting APPs…   evolve them to be able to upload new data – query/explore & export to PDF the report. 
- perhaps have an App button which extracts all standard AE report to reporting format.
Joe Cheng (Shiny author) presentation at R in Pharma conference – dplyr filter & run to get code.   https://github.com/jcheng5/rpharma-demo and also check out: https://openfda.shinyapps.io/LRTest/
· Yann - need to consider validation of the App. – Could cover the topic for SPIN of how to go about the validation of an App.   If we output the code, then we could QC the code rather than the app or we could somehow validate the app, then don’t need to validate the code
· As above Michael & Lyn to put something together on the concept of doing analyses in SAS up to production of datasets containing the analyses… then using R to take these validated analyses and present them in HTML (Slidy)/Powerpoint for an exec committee summary, in a CSR template in text and in text tables and create the CSR post text tables.  ACTION: Lyn to send Michael analyses datasets and work together on putting the data output in different ways.

2. Key objective: Data visualization:  Looks at technology to enhance visualization of data throughout the study
Ideas for work in this area:
· Look at the Lifecycle of graphics – When create a graph we need to make it usable for powerpoint & study reports.  Often the ones produced in SAS for part of the TFls gets recreated in excel in order to be good enough for powerpoint / CSR.
· Instead of creating PDF (includes metadata – protocol ID & header), perhaps also create a PNG version which is graph alone usable for powerpoint – create a better format
· Rstudio allows you to do presentations straight away. Slidy presentation from R Markdown
Objective: Doing a demo – proof of concept.  So perhaps show how to create 1 graphic to put into multiple formats using R / Rshiny or SAS.
· Yann: For abstracts & posters need to define fixed DPI resolution, and in SAS that’s not good.   So have to extract from SAS & draw in specific software.
Aim is to avoid having to redraw in Excel. 
· Lyn to explore and look into efficacy graphic… So possibly create an App using GGPLOT2 that takes  Dataset, visit, % column and creates graph of % response over time – in different formats.  

3. Work with statisticians and statistical programmers to educate them on Data Science Tools (such as R, GitHub etc)
             Ideas for work in this area:
· Andy keen on this area as GSK are doing some work already looking at this concept.  Suggest articles on high level Git concept, then how to use and perhaps how to link to SAS (per item 4 below).   Mark also interested in this area.
· Organize training course with the scientific committee??

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. – Reach out to SIGS (including data science SIG) and ask if we can help with any of their projects & the implementation of them.

6. R Validation Hub – Continue the work on the Hub project improving the website, and production of R metrics/ tests/ validation documentation

	Article writing progress/ All
	Deadlines are: approx 20th of the month in January, April, July and October

Current suggestions for future articles.
1) Summary of our conference session? Key points? 
2) Markus – follow up article on the use of Git with examples/scenarios (October 20th) 
3) Mark’s article on: – what is R, i.e. ‘base’ R / the recommended packages?  What is a package?  What does a package look like (code, tests)?  Where do I get packages from and who writes them?  What is an R CMD check
4) Andy – Write up on the Quantitative decision making shiny application.
5) 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?
6) R Shiny. –  intelligent dynamic of AE reporting etc. Chris. 
7) High performance in R vs SAS – Yann
8) How to submit a submission package to FDA including R – Any volunteers
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)

	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






Action Items

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

	Mark’s article on “ What is R”
	Mark 
	TBC
	Open

	Those members with no current actions to consider what they can look into aligned to our objectives with the intention of putting together SPIN articles.  Could expand to facilitate training sessions in future. 
	All
	Ongoing
	Open

	Chris to look at expanding the AE App to do both exploration and then exporting to reporting 

	Chris
	Ongoing
	Open

	Lyn look at creating an App using GGPLOT2 that takes the Dataset, Treatment, visit ID and % column and creates graph of % response over time – and outputs in different formats to aid automated reporting. 

	Lyn
	Ongoing
	Open

	Lyn to feed back to Lynsey re: name of the session not including the full title, and Andy’s name wrong on session, Lyn’s name wrong on lanyard.  
	Lyn
	Ongoing
	Open

	Lyn to ask scientific committee to gauge interest in having a face to face course or perhaps it may be better to just present something in a webinar.  
	Lyn
	7th July 2019
	Open

	Put together R training list for Lyn to load to website, using Andy’s list as a starting point.
	Markus
	7th July 2019
	Open

	Put something together on the concept of doing analyses in SAS up to production of datasets containing the analyses… then using R to take these validated analyses and present them in HTML (Slidy)/Powerpoint for an exec committee summary, in a CSR template in text and in text tables and create the CSR post text tables.  
	Michael / Lyn
	TBC
	Open
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