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

Attendees:
	 Team Member
	Present at meeting

	Craig Mcilloney (PPD)
	√

	Lyn Taylor (PRA)
	√

	Chris Toffis (Syne Qua Non)
	√

	Andy Nicholls (GSK)
	X

	Yann Robert (Servier)
	√

	Helene Savel (Bordeaux University Hospital)
	X

	Sophie Canete (Bordeaux University Hospital)
	X

	Jules  Hernandez-Sanchez (Roche)
	√

	Markus Elze (Roche)
	√





Yearly Objects 2018
· 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

	Action Item
	Assigned team member(s)
	Deadline
	Status

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


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


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


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


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

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


	Lyn to work with Benjamin Piske to see if Craig & Lyn can be interviewed.
	Lyn
	03/jul/2018
	Open

	Create a gmail account to use for the GitHub page and once Andy confirms naming set up GitHub
	Chris/Andy
	Sep 2018
	Open

	All to decide if you want to be on both groups or just AIMS
	All
	Sep 2018
	Open

	Andy to email contacts to start kick off for R-validation group
	Andy
	Sep 2018
	Open

	Lyn to co-ordinate a meeting  of the new group in September
	Lyn
	Sep 2018
	Open

	Update website (R training) and latest information of our progress & plans.
	Lyn
	Sep 2018
	Open



Agenda/Discussion
	Topic/Lead
	Discussion/Decisions

	Validation Framework
	Lyn and Andy to set up 1st meeting with the wider R validation group.  Need to discuss who will lead the group and the structure of it (i.e. would an AIMS member lead it or ask for volunteer from that group)?  Need to also agree how to control/maintain docs on the github site.
Current members of wider group are:
Juliane Manitz (Merck Serono)
Bob Engle (Biogen)
Paul Schuette (FDA)
Tomas Drgon (FDA)
Keaven Anderson (Merck)
James Black (Roche)
Bella Feng (Amgen)
John Sims  (Pfizer)
Min Lee (Amgen)
Reinhold Koch (Roche)
AIMS SIG
Chris has set up the email account which can be used for the GitHub page psiaimsrval@gmail.com
Chris to ask Andy if we are to use the Rheinhold’s page or create our own?
Andy to consider if we use slack messaging or via email.



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

Milestones:
· Design Phase
· Agreement of high level process
· Technical solution design
· Publication of “Validation Criteria” 
· Implementation of database
· Finalization of front end, i.e. website
· Proof of Concept – The loading of the first package, dplyr
· System Go-Live
For each R package, the validator (person submitting to the online repository) should:
· 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
Suggest load to GitHub repo and a wiki page – R consortium can help us with this. Also possible (Microsoft credits available to host work on Azure)?

	Craig/ ASA BIOP group
	Craig to reach out to Alex Dmitrienko to brief him on AIMS plans and determine overlap between our groups.  Keaven Anderson (Merck) is also on the ASA BIOP group and has agreed to meet with us as part of the wider group.

	Collaboration for validation concept/ All
	[bookmark: _Hlk510507224]Postpone key opinion leaders day until we have more to show them. To “call to all pharmaceutical companies, advertising the online repository and requesting them in the future to contribute with their own validation documentation. “ 

	Lyn / Craig
	PSI podcast.  https://theeffectivestatistician.com/
Benjamin Piske confirmed happy to find a slot for us later in the year.  Lyn to follow up with him and get it organized. 

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

October – write a summary of progress to date.

Current suggestions for future articles.
1) R Markdown- part of Rstudio (mention that you get R Notebook within this) to write and publish HTML, PDF, DOC – Jules 
2) R Shiny. –multiple articles to follow – Chris  - 2nd installment on hold due to Chris leaving the group for a while
3) 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
4) Linking R with other software (ie. BUGS / SAS) MCMC – On hold since Dave left the group. 
5) High performance in R vs SAS – Yann
6) How to submit a submission package to FDA including R – Any volunteers
7) Reporters – Andy
8) Sweave – Jules

	Website updates
	· [bookmark: _GoBack]Lyn to update website with R training links from Yann.
· Lyn update website with latest information of our progress & plans.





Action Items

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

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

	Lyn to work with Benjamin Piske to see if Craig & Lyn can be interviewed.
	Lyn
	03/Oct/2018
	Open

	Set up space on GitHub for us to use
	Chris/Andy
	Oct 2018
	Open

	All to decide if you want to be on both groups or just AIMS – Lyn will invite all to 1st wider group meeting.
	All
	Oct 2018
	Open

	Andy to email contacts to start kick off for R-validation group
	Andy
	Oct 2018
	Open

	Lyn to co-ordinate a meeting of the new group in September
	Lyn
	Oct 2018
	Open

	Update website (R training) and latest information of our progress & plans.
	Lyn
	Oct 2018
	Open
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