Application and Implementation of Methodologies in Statistics (AIMS) Special Interest Group Meeting
01 May 2018:  09:00 (BST)

Attendees:
	 Team Member
	Present at meeting

	Craig Mcilloney (PPD)
	√

	Lyn Taylor (PRA)
	√

	Chris Toffis (Syne Qua Non)
	√

	Andy Nicholls (GSK)
	√

	Yann Robert (Servier)
	X

	Helene Savel (Bordeaux University Hospital)
	X

	Sophie Canete (Bordeaux University Hospital)
	X

	Jules  Hernandez-Sanchez (Roche)
	√





Yearly Objects 2018
· Conduct a parallel session at conference 
· Establish relationships with other companies who use the tools we are talking about
· Expand membership of the group (1 or 2 more) 
· 1 article in each SPIN newsletter 

Previous Action Items

	[bookmark: _Hlk502928303][bookmark: _Hlk510507209]Action Item
	Assigned team member(s)
	Deadline
	Status

	Ongoing item:  We want a Pfizer representative on the group.  Continue to ask Mike Smith.
	Andy 
	Ongoing
	Ongoing

	Chris to do a video demo of the Lab App, and send to Lyn.  Lyn to practice presenting it.
	Chris/ Lyn
	Ongoing
	Closed.  Presentation sent for review.

	Lyn to check PSI website to see where best to load the Tidyverse data.  Update Chris’s company
	Lyn
	9th April
	Closed. Article loaded

	Continue work on PSI presentation

	Craig/ Lyn/ Jules 
	1st May
	Ongoing

	All to think about plans / agenda for a Brainstorming day with heads of Stats/prog departments
	All
	1st May
	Ongoing




Agenda/Discussion
	Topic/Lead
	Discussion/Decisions

	Lyn Taylor 
	AIMS SIG membership, we would like to encourage people to fulfil one of the following per year
· Contribute via email discussion
· Attend 50% of the yearly teleconferences
· Provide a SPIN article or contribute to an activity

	Conference preparation for a parallel session 
	Conference proposal (Session is Tuesday 5th, 4-5:15):
· 20 min Introduction to AIMS – Craig
· 20 mins summary of articles to date (IDEs & Rstudio, R validation)–  Jules
· 25 min demonstration possibly including the Introduction to Rshiny article and show how RShiny can be used to produce safety (AE and Lab) reporting
· 10 questions/conclusions

AE Table representation (dummy data)
https://toffis.shinyapps.io/aetable/
Box plots of some dummy lab data
https://toffis.shinyapps.io/labs/
Note: The conference will be held at the Beurs Van Berlage, Amsterdam, from 3rd to 6th June 2018.  Lyn, Craig, Jules & Yann will attend.  Chris may also be there (TBC).  
Continue work on presentations to be ready 1-2 weeks before.

Craig & Jules to have draft presentations by 11th May and send to all by review.


	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 PSI conference session [July]
2) R Markdown- part of Rstudio (mention that you get R Notebook within this) to write and publish HTML, PDF, DOC – Jules [October?]
3) R Shiny. –multiple articles to follow – Chris  - 2nd installment on hold due to Chris leaving the group for a while
4) literate programming and Reproducible research Cloud computing – Wilmar is moving from AZ to contractor position and so will no longer have time to write articles -  New volunteer needed if we want articles in these topics
5) Linking R with other software (ie. BUGS / SAS) MCMC – On hold since Dave left the group. 
6) High performance in R vs SAS – Yann
7) How to submit a submission package to FDA including R – Any volunteers
8) Reporters – Andy
9) Sweave – Jules

	Collaboration for validation concept/ All
	Not discussed today but Left on Agenda for future meetings:
Brainstorming day (or 1/2 day) with heads of Stats/Prog to ask what they want and agree a principal of validation for open source code.  We could announce this day at the conference to get buy in.

Perhaps a format for the day would be:
· Background on FDA guidance
· Current work by R- consortium (feedback from R-Pharma conference (Rheinhart & Min?)
· PSI AIMs thoughts and what we’ve done to date
· Demonstration of the dplyr validation (see below)
· Presentation by validation vendors (such as Mango) – (limit their attendance to this section only)?
· Discussion – to include what companies want and how to handle version upgrades.

Await for decision from r-consortium on collaboration for a web portal to store R validation, if approve our group would work on validation for dplyr as an example.  Any would work on specification for this once the validation plan template is confirmed. 

1. Determine requirements/specifications for the package - you can’t validate something without documenting what it is that you’re trying to use it for
1. Assess the risks – Mixture of quantifiable things (package lifetime, number of downloads, number of tests within package, does it have a news feed?) and non-quantifiable (reputation of author, quality of news feed)
1. Test requirements (i.e. produce evidence of mitigating risks) Note: For Statistical packages – all need to test methods

[bookmark: _Hlk510507224]Next steps
· Continue to get list of key packages ?  
· Include stats packages?  
· Ideas for branstorming day? 

	Chris
	[bookmark: _GoBack]PSI podcast.  To discuss in future, if this is something we can use for exposure by doing an episode on R?
https://theeffectivestatistician.com/


	Long standing items we might come back to/ All
	· R in Pharma conference: http://rinpharma.com/  The first annual R/Pharma conference will be held Tuesday, August 7th and Wednesday, August 8th at Harvard University, Cambridge, Massachusetts, USA.  Suggest we get feedback from Min Lee & Reinhold Koch after the conference.
· r-Consortium funding to bring someone in to provide a website which contains pharma validation,  https://www.r-consortium.org/announcement/2018/01/31/r-consortium-call-proposals-february-2018  Application was submitted 27th March 2018. Decision by 1st May.  Application is attached at end of these minutes.
· SPIN Competition? – Ask people to write How and Why they use R in the pharmaceutical industry:  Find a company to sponsor?
· R-foundation interaction
· Roche’s interest to use R for adaptive designs replacing Adplan/East etc.



Action Items

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

	Ongoing item:  We want a Pfizer representative on the group.  Continue to ask Mike Smith.
	Andy 
	Ongoing
	Ongoing

	Continue work on PSI presentation
Craig & Jules to send draft by 11th May.

	Craig/ Lyn/ Jules 
	1st June
	Ongoing

	All to think about plans / agenda for a Brainstorming day with heads of Stats/prog departments
	All
	1st May
	Ongoing
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