Application and Implementation of Methodologies in Statistics (AIMS) Special Interest Group Meeting
06 November 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)
	√

	Helene Savel (Bordeaux University Hospital)
	Requested to leave the group

	Sophie Canete (Bordeaux University Hospital)
	X

	Jules  Hernandez-Sanchez (Roche)
	√

	Markus Elze (Roche)
	√

	Reinhold Koch (Roche) – Guest attendees
	√

	Alun Bedding (Roche) – Guest attendees
	√





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 upload code for the shiny apps on PSI AIMS site – Lab & Ae 
Also update Lyns contact details !
And remove Helene.
	Lyn
	30 Oct 2018
	Open – extend deadline

	Prepare SPIN article with updated for 20th Oct 
	TBC
	30 Oct 2018
	Open – oops I think we missed this, but I didn’t see a reminder from Matt. TBC if we want to write something or wait until next time




Agenda/Discussion
	Topic/Lead
	Discussion/Decisions

	Validation Framework
	Website progress:  Andy went through the plan for the website design.
4 tabs (Mission/About, Using R – Getting started, R Package information, Reference Documents)
Limit contributors to approved list. 
Link to test output/example and test itself.  
Transcelerate – will have some output made available to non-members, however we are to proceed with our webpage as it will be quick to set up and we can see how it develops over time.
Would be good to have Regulatory input to R-consortium project / endorsement.  We need to work on getting ASA onboard as well.
Plan for R validation Hub meeting on 15th Nov:  Andy to present website plan and we’ve asked Min to give an update on transcelerate


	PSI Strategy Day Summary
	Lyn attended the PSI strategy day.  Summary below.
· New Data science section of the RSS – a home for Data scientists. ACTION:  AIMS to reach out to the RSS data science group to tell them about the R work and ask them to contribute / join the validation hub. 
· Membership:  Lots of companies with not all ST’s as members.  Trying to encourage everyone to join.  ACTION: Tim Rolfe will be sending a questionnaire/survey to the membership, so is there is anything we want to ask (from the AIMS SIG), we could add to the questionnaire.  Perhaps :  Do you use R in your work?  Are you using R for submissions?  Do you have a group who control the use of the packages to ensure they are fit for purpose (Ask them to contact us)?
· How broad do we want PSI to be (Non clinical, Real world, PK, Europe or a phase II-III organization) -  Should we have special sections at the conference where machine learning & data science is presented  -  General agreement was that if it could be demonstrated in an area relevant to Pharma then it would be good -  So we should encourage data scientists to join especially because some believe we are one and the same but with different specialist areas/different tools!  ST’s should embrace these techniques
· PSI in Europe – in this electronic world we are not location specific. Therefore encouraging spread of the organization into Europe.  Conference well received in Europe and so continue to do that.   
· Video on Demand – well received.  We had a workshop on making the website better and adding new functionality
· MSC funding has been cut by companies and now by the government.  NIHR / MRC grants only for PhD’s not MSCs as they feel MSC’s go into other industries but they get the most out of the PhD students who tend to stay in academia more.   How will this affect the pipeline of new talent for pharma.
Options -  Fund MSC place /  Apprenticeships
It was felt that companies would not fund MSC places as they removed the funding in the past.   However new government apprentice scheme should be taken forward.
Any company with >250 employees in the UK pays an apprenticeship levy of (0.5%).  This levy can be redeemed if the company runs an apprenticeship scheme.
PSI would have to create, propose and get approved a new Level 7 Medical Statistics MSc Apprenticeship (BSc Student entry level).  Students would be employed by companies under the apprenticeship scheme but would study part time for an MSc which would be paid for by the company.
PSI need companies to buy into the idea, support & agree to take on apprenticeships (As salary & fees paid for by the company),  PSI would act as the trade body & would align to certain academic partners.  Any companies who agree to buy into this should contact Nigel Howitt.
· External affairs:  EFSPI, RSS, CBS.  Should SIGS still be joint EFSPI / PSI?  Do EFSPI members contribute and lead the SIGs?  Perhaps need clearer guidance on who does what.  

	ASA BIOP
	Craig received the following from Alex :  We will engage with ASA BIOP through Alun & encourage them to be involved with the R validation Hub,  then in future we may have other join ventures with them as AIMS moves into other areas.
Hi Craig,

As a follow up to my email, we have started discussing collaboration opportunities within our working group.  
You mentioned in your presentation that your top priorities include software solutions for simulation and modeling as well as computationally intensive methods.  We also focus on software tools to support computationally intensive methods and clinical trial simulations.  In particular, we have been working in parallel on R packages as well as a free Windows-based software tool (Mediana Designer) to support efficient clinical trial simulations.  The Windows application relies on a lightning fast simulation engine written in C++ and supports traditional power/sample size calculations, general simulation-based power calculations in fixed-sample trials and simulation-based power calculations in group-sequential trials.  

The latest test version of the software is available at

http://biopharmnet.com/mediana-designer/

If you click on this link, you will find more information about the tool's features, project files that have been created to demonstrate how Mediana Designer can be used to perform power and sample size calculations in late-stage clinical trials, etc.  Please note that this is a test version and there may still be some glitches.  We are planning to release the first version of this free software tool later this year.  

In addition, as I said above, we have been working on R-based tools that would take advantage of the same underlying simulation library.

Could you please let us know how we can collaborate with you on the development and testing/validation of these tools?
Alex Dmitrienko, PhD
Office: +1-816-237-0397
Cell: +1-913-299-5858
Email: admitrienko@medianainc.com
We’ll reach out to Alex – Through Alun as well to form a working relationship.

	PSI Conference 2019
	Plan – To discuss early next year and get a plan together.
Interested in being part of the session:  Marcus, Lyn, Chris (shiny app/ hands on workshop how to manipulate lab sas data?)… + ??

	2019 1-day meeting?
	[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 to respond to Adam about
PSI budget forecast for 2019. Specifically, if there are any likely costs associated with SIG activities next year, and these can be predicted at this stage, it’s requested this be included in the official forecast. The budget coordinator has asked for feedback by 14th November. 
Costs for:
Venue costs – To add. / registration
Speaker & presenter costs
Expenses
Prizes & Gifts
Travel and subsistence
Postage
Printing and design
Other costs

	Lyn / Craig
	PSI podcast.  https://theeffectivestatistician.com/
Podcast will be recorded on 20th November 8pm.    
Any thoughts on the structure:
· Introductions Craig 
· Introductions Lyn
· Introduction to AIMS SIG 
· Use of SAS in the industry 
· Use of R in the industry for exploratory vs submission work 
· Why people aren’t using R more
· R foundations documentation for the core packages
· Challenges with use of the other packages for submission work
· AIMS SIG plan for a Validation framework and platform for sharing evidence
· Work to date on the validation framework / set up of R Validation Hub Project / Our Partners
· Next steps for the R Validation Hub Project
· How you can contribute

	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

	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
Discussion forum: https://rvalidationhub.slack.com



Action Items

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

	All to provide Andy with comments on validation Hub website structure by 9th Nov.  Andy to update & present at validation hub meeting next week 
	Andy / All
	15 Nov 2018
	Open

	Lyn to upload code for the shiny apps on PSI AIMS site – Lab & Ae 
Also update Lyns contact details !
And remove Helene.
	Lyn
	30 Nov 2018
	[bookmark: _GoBack]Open 

	Lyn to ask Matt if we are too late for SPIN article for Oct  - I not we’ll try provide an update.
	Lyn
	30 Nov 2018
	Open

	AIMS to reach out to the RSS data science group to tell them about the R work and ask them to contribute / join the validation hub.
	Lyn
	30 Nov 2018
	Open 

	Tim Rolfe will be sending a questionnaire/survey to the membership, so is there is anything we want to ask (from the AIMS SIG), we could add to the questionnaire.  Perhaps :  Do you use R in your work?  Are you using R for submissions?  Do you have a group who control the use of the packages to ensure they are fit for purpose (Ask them to contact us)?
	Lyn
	30 Nov 2018
	Open 

	Respond to Adam re funding for 1 day meeting on R validation next year and check all plans in place for the Podcast.
	Lyn and Craig 
	14th Nov 2018
	Open
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