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

Attendees:
	 Team Member
	Present at meeting

	Craig Mcilloney (PPD)
	X

	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)
	√

	Markus Elze (Roche)
	X





Yearly Objects 2018
· Conduct a parallel session at conference : Completed
· 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/ Superseeded by extending contacts through other sources

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




Agenda/Discussion
	Topic/Lead
	Discussion/Decisions

	Conference feedback
	· Contacts: Lyn is keeping a central list, Lyn to update (Add Rheinhold Koch, Min Lee) & send to all for review and to add any missing.
· Summary for SPIN:  Jules to write a draft article & send for review.  Needed by 20th July.

	R/Pharma
	· 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.  
· Andy submitted a talk, no response yet.  PPD are sending a person too.  Lyn asked PRA so is a possible, although would need an invite to go.  
· It’s an invited only event
· Possibility of Andy’s session turning into a workshop
· Use the conference to gain a list of people to join the working group.

	r-consortium
	· $4000 of funding to set up a web portal to store R validation
· Set up meeting for 18th July at 4pm (BST) with John Mertic 
· Joseph Rickert suggested to:
· [bookmark: _Hlk518375490]Start a list with the names of working group candidates
· Write a blog post describing the aspirations of the project in some detail – Done.
· [bookmark: _Hlk518373331]Prepare a statement that could be read as part of the R Consortium talk at useR! 2018 – Suggest to use ISC Quarterly update
· Plan on attending the R / Pharma (7-8 Aug) and R / Medicine (7-8 sept) conferences
[bookmark: _Hlk518375497]Questions for R-Consortium
· Is the $4000 a one off? Or future funding available?
· Who will host/ maintain the web site? – site will contain validation documentation.
· Is it for buying a web site or buying time/staff to build the portal?
· What help can the R-consortium offer (web portal, or assistance).
· Should we start by saving documentation to Git Hub…. So It’s free before investing in the set up of the portal?

Use validation for dplyr as an example.  Any would work on specification for this once the validation plan template is confirmed. 

· Determine requirements/specifications for the package - you can’t validate something without documenting what it is that you’re trying to use it for
· 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)
· Test requirements (i.e. produce evidence of mitigating risks) Note: For Statistical packages – all need to test methods


	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] Jules.
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
	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.  
Put this on hold until after R/Pharma conference since they will give more input into the format of the site.  Could have stakeholder day later in the year/next year with more informed ideas- present the idea to them once it has a clearer plan.

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)?
· [bookmark: _Hlk510507224]Discussion – to include what companies want and how to handle version upgrades. 

	Craig/ ASA BIOP group
	Craig to reach out to Alex Dmitrienko to brief him on AIMS plans and determine overlap between our groups.

	Yann
	· Concerning the Website do we have an idea of the human or financial needs from Statistical Leader or EFSPI that could be need to help to build/maintain or to upload validated package/methodology in the Website ?
A) Plan is not for a lot of time by any single individual, spread the load through volunteers.
· Have you been (Craig or you) asked by S. Driessen or A. Deniau for a SIG yearly report or do you think it could be possible to make an update for the Statistical Leaders meeting of mid-July ?
A) We have reported at the SIG leaders meeting last year, but other SIGs don’t report back.  We do produce the yearly report earlier in the year.


	Chris
	PSI podcast.  To discuss in future, if this is something we can use for exposure by doing an episode on R?
https://theeffectivestatistician.com/
Lyn to contact Benjamin Piske to see if Craig & Lyn can be interviewed.

	Long standing items we might come back to/ All
	· SPIN Competition? – Ask people to write How and Why they use R in the pharmaceutical industry:  Find a company to sponsor?
· Ask RStudio or Mango to write an article to promote R.

	Website updates
	· Yann to send Lyn link to R training, Lyn to update website.
· Lyn update website with latest information of our progress & plans.



Action Items

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

	Lyn To send contacts for review and maintain list
	Lyn
	03/jul/2018
	Open

	Jules to draft SPIN article on conference session
	Jules
	15/jul/2018
	Open

	Follow up on R/pharma attendance
	Andy
	15/jul/2018
	Open

	Follow up with R-consortium and ensure webex/dial in details for meeting on 18th
	Lyn
	10/jul/2018
	Open

	Reach out to Alex Dmitrienko (ASA BIOP) to brief him on AIMS plans and determine overlap between our groups.
	Craig
	10/jul/2018
	Open

	Pass on any questions from servier to Craig who will provide an update / feedback on AIMS progress
	Yann
	10/jul/2018
	Open

	[bookmark: _GoBack]Lyn to work with Benjamin Piske to see if Craig & Lyn can be interviewed.
	Lyn
	03/jul/2018
	Open
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