Application and Implementation of Methodologies in Statistics (AIMS) Special Interest Group Meeting
18 July 2018:  16:00 (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)
	√

	Helene Savel (Bordeaux University Hospital)
	X

	Sophie Canete (Bordeaux University Hospital)
	X

	Jules  Hernandez-Sanchez (Roche)
	√

	Markus Elze (Roche)
	X

	John Mertic (R-Consortium)
	√





Agenda/Discussion
	Topic/Lead
	Discussion/Decisions

	R-consortium project to set up R-validation portal
	[bookmark: _Hlk518375490]AIM:  To create an online repository for R package validation in accordance with pharmaceutical regulatory standards
· The PSI AIMS SIG and the R-consortium work together to define a set of “Validation Criteria” which would be used to inform contributors and R package authors what criteria we are using to assess their package, so they know what they have to do to write a good package and supply testing documentation.  This will include using metrics from “R CMD check” and “covr” in combination with other meta-information and testing examples
· The PSI AIMS SIG, would validate a single R package (dplyr) following the methods described. This would then be used as a template (example) of the validation level expected.  This validation is expected to be complete by 1st January 2019.   

Milestones:
a) Design Phase
i) Agreement of high level process
ii) Technical solution design
b) Publication of “Validation Criteria” 
c) Implementation of database
d) Finalization of front end, i.e. website
e) Proof of Concept – The loading of the first package, dplyr
f) System Go-Live
Use validation for dplyr as an example.  
For each R package, the validator (person submitting to the online repository) should:

· Determine requirements/specifications for the package - Package details including version and what it is that you’re trying to use it for
· Assess the risks – Mixture of quantifiable metadata (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 tests performed as evidence of mitigating risks) Either testing documentation itself or links to other validation evidence
Note: For Statistical packages – all need to test methods.  

All in agreement that the Framework above is a sensible place to start and using 1 package as an example.  General consensus is to load to GitHub and then see how things progress.  Other things to consider : 

· If we choose a subset of packages to be “allowed” to load up first then we need to be clear that it’s not a condemnation of package quality to not be loaded, but just that it’s a starting point and more packages can be loaded later.   We may focus on 50 or so key packages, (with possibly ~300 dependencies).  We won’t need to include the BASE/Recommended packages since plenty of evidence already regarding their testing.  Do we allow any packages to be loaded (even if duplication of purpose)?  Lyn thought yes, because it’s the users’ choice which they use and the users’ choice whether the metadata/tests are at a suitable level of “Validation” for their use.

· Need to consider if we would approach authors to produce the Metadata/tests or volunteers from Pharma/CRO to load up – or either.  We have preference for all users of R to be able to load since then we do not rely on a small number of authors who likely have limited time and maybe no need for the validation.

· Would be sensible to include in our metadata, reference to the Badge program and number of conditions met – although this is a self-certification program.
[bookmark: _GoBack]
· Perhaps the biggest challenge is demonstration that a package actually performs its task correctly.  This may be OK for something like dply, but harder for technical statistical analysis package that it’s hard to replicate in other software

· Perhaps initially we define the mechanism and see if people adopt the system.  If we do get interest then we can consider the back-end enforcement, control of quality of what’s loaded, John suggests we’ll have to learn along the way as there is nothing out there where this has been tried.

· We may need to consider licensing of the package

· John recommended we look at the following best practice information to see the Badge program which can be used as a gauge of project health

https://www.r-consortium.org/blog/2018/06/12/r-consortium-is-soliciting-your-feedback-on-r-package-best-practices
https://bestpractices.coreinfrastructure.org/en

Note discussed but still of relevance:
The PSI AIMS SIG to put out a call to all pharmaceutical companies, advertising the online repository and requesting them in the future to contribute with their own validation documentation.  
In addition, key opinion leaders / heads of pharmaceutical company statistics and programming departments will be invited to a “Validation of open source code” brainstorming day, where the work of the PSI AIMS SIG to date will be presented, along with presentations on validation and discussions on validation of open source code in the pharmaceutical industry.

The R Consortium confirmed that they should be able to supply the project with a GitHub repo and a wiki page. It is also possible that there may be Microsoft credits available to host work on Azure. Beyond that, and the administrative help John can provide, there are no developer resources available. In the past, working groups have used minimal funding to hire interns for code development or webpage help.  Once the working group is going, the Infrastructure Steering Committee (ISC) should be available to review documents and the working product.
The set of actions required for a package to receive a R consortium badge may be implemented in packages developed within the industry. However, convincing an academic author to undertake such endeavor may not be so successful unless help is provided from industry to academics. Let’s not forget the problem of using validated software for filing is an industry one not an academic one.
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