Application and Implementation of Methodologies in Statistics (AIMS) Special Interest Group Meeting
3rd July 2020:  09:00 (GMT)

Attendees:
	 Team Member
	Present at meeting

	Lyn Taylor (PHASTAR) – Chair 
	Y

	Martin Brown (PPD) – Vice Chair
	Y

	Andy Nicholls (GSK) – R Validation Hub Chair
	X

	Chris Toffis (SQN Clinical)
	Y

	Yann Robert (Servier)
	Y

	Jules Hernandez-Sanchez (Roche)
	X

	Mark Bynens (JnJ)
	Y

	Michael Grayer (Floating Point statistics)
	Y

	Michael Cartwright (parexel)
	Y

	Christina Fillmore (GSK)
	Y

















Yearly Objectives 2020

1. [bookmark: _Hlk20493717]Key objective: Automation of reporting: Most companies are working towards a time from DB lock to High Level results of 24 hours with just 5 days for the Stats analysis to be complete.  Therefore we’d look to ways to assist with this through the use of technology.    
1. Key objective: Data visualization:  Looks at technology to enhance visualization of data throughout the study
1. Work with statisticians and statistical programmers to educate them on Data Science Tools (such as R, GitHub etc)
1. Bridging the gap between SAS and other software (for example, SAS processes / global macros and do it in Git / GitHub) 
1. Assist other SIGS implement their needs in software/training/support. – Reach out to SIGS (including data science SIG) and ask if we can help with any of their projects & the implementation of them.
1. R Validation Hub – Continue the work on the Hub project improving the website, and production of R metrics/ tests/ validation documentation



Previous Open Action Items
	Action Item
	Assigned team member(s)
	Deadline
	Status

	Chris to look at expanding the AE App to do both exploration and then exporting to reporting 
-AE app reports n(subject).. should we add n events as well?
consider isc funding? 
https://www.r-consortium.org/blog/2019/09/13/get-funded-by-the-r-consortium-call-for-proposals-open-now

	Chris
	Aug 2020
	Open

	Lyn & Martin look at creating an App using GGPLOT2 that takes the Dataset, Treatment, visit ID and % column and creates graph of % response over time – and outputs in different formats to aid automated reporting. 
Later consider ISC application for this too?

	Lyn/Martin
	Aug 2020
	Open

	Michael G /Christina to log on GITHUB the following Issues with GT which if resolved would help us to use it in Pharma.
· STUB being in rows (STUB 1, STUB 2) but sometime we want to put this into columns
GT assigns the format for the formatting in columns but we actually have mixed columns (summary stats + n %). We could use SAS for formatting to get around this presenting character vars in R, but it would be nice if we could use the functionality of GT if possible to avoid clunky formatting issues in SAS.
Christina – you have to have a footnote location (cell) associated with the text already. SAS just has 1 set of footnotes (1-9 text, but 10 the prog name & timestamp can be located last).  
GT cannot do endnotes (so to locate the source/timestamp at the end)
Request to have 2 fields for the metadata in GT (footnote + endnote)
	Michael G / Christina
	Jul 2020
	Closed

	SPIN article on licensing
	Yann
	TBC
	Open

	General article on latest progress in R in pharma
Lyn to write something on the R movement in pharma, and why we are moving towards R and what the future may hold – why it’s useful and why it can do more than SAS.
	Lyn 
	July 20th
	Open

	Given a lot of open source being used, suggest future spin article re: how to open source the development you are doing within your company and why this is a positive thing to do for a company.

	TBC
	TBC
	Open



Agenda/Discussion
	Topic
	Discussion/Decisions

	Updates on creation of output using R
	[bookmark: _Hlk42243310]Lyn – Imperial college MSc student’s study progress. – Demo.
Lyn presented the “shells” – more of a Spec which R uses to populate Word outputs of the metadata + analyses, which in turn get converted to PDFs that look just like the SAS ones.
Will be clearer once the guide is written as to how the specs need to be formatted but allow for multiple titles, spanning headers, picks variables for table based on VARID list, and analyzes the using the Type (continuous, sub category of continuous, categorical using data, categorical using categories listed), inc/exc a total column, etc.
DEM example:
[image: ]
Disp example shows how the column formula may work.  Team provided feedback to Lyn on suggestions to transferability and extensions which Lyn to provide back to Timothee.  Like using ! not ~ for not,  writing R formula not textual formula, providing clear documentation.
[image: ]
One extension which considers using R shiny to put together the shell which would look more like the output but also allow specification of the detail for programming was provided by Mark ‘An Automation Proof of Concept of Periodic Reporting via R Shiny’ which I mentioned during our meeting: link paper , link slides.


	PSI Conference planning
	Conference 2021 – Session for AIMS requested and they have put us down for it.
TBC topic nearer the date.

	R Validation Hub update 
	https://www.pharmar.org/ 
· FISSION LAB App update – in final testing, limited to what riskmetrics can do now, but extendable and code available.
· Progress with FDA /EMEA
Thomas Drgon – discussion with scientific committee (SEB) but no further yet. 
FDA trying to form governmental group with R consortium – to get a list of government packages on cran.  Attempt to get “government” R consensus on how to use R.
· Andy invited to present RHub work on the 16th June at the European Union Pharma programming heads council which contains all major pharma company leaders 

· Many companies read white paper and trying to implement it.
Bob Engle – wants to pull everyone together to implement it consistency.

	[bookmark: _Hlk39156653]R-for-SAS users training course
	PharmaLex to run the course. Mary Elliott-Davey organizing.  Lyn may attend as needs the R training and can help Mary with the organizing. 
Chris received the course notes and they look really great. 
Chris will Review and send comments back to Mary.  
Rescheduled to 20-21st Oct F2F @ Crown plaza @ Heathrow.
https://www.psiweb.org/events/event-item/2020/10/20/default-calendar/a-psi-training-course---r-for-sas-users

	Objectives next steps?
	
1. [bookmark: _GoBack]Key objective: Automation of reporting: Most companies are working towards a time from DB lock to High Level results of 24 hours with just 5 days for the Stats analysis to be complete.  Therefore we’d look to ways to assist with this through the use of technology.    
Ideas for work in this area:
· Shiny Apps (Future article on validation of Apps?)
· Chris’s AE / Lab reporting APPs.
· Using GT in R to produce outputs inc. graphics in various formats.

2. Key objective: Data visualization:  Looks at technology to enhance visualization of data throughout the study
Ideas for work in this area:
· Lifecycle of graphics – Production of report quality graphics. 
ACTION: Martin to look at what’s being done in other fields if there is something RSS, PHUSE, are doing that we could utilize?

3. Work with statisticians and statistical programmers to educate them on Data Science Tools (such as R, GitHub etc)
             Ideas for work in this area:
· PSI website Training Course: R for SAS users”

4. Bridging the gap between SAS and other software (for example, SAS processes / global macros and do it in Git / GitHub) 

5. Assist other SIGS implement their needs in software/training/support. – Reach out to SIGS (including data science SIG/ Visualization group) and ask if we can help with any of their projects & the implementation of them.

6. R Validation Hub – Continue the work on the Hub project improving the website, and production of R metrics/ tests/ validation documentation

	Article writing progress/ All
	Deadlines are: approx 20th of the month in January, April, July and October
In future articles will be in SPIN +  advertised on LInkEdIN & Twitter.

Current suggestions for future articles.
1) Christina – anything on the outmet?
2) Yann -  Licencing issues for R.
3) Lyn – something on general R progress in pharma – latest update on progress from AIMS
4) Andy – Write up on the Quantitative decision making shiny application.
will present at Rpharma so at some point after that.
5) R Markdown- part of Rstudio (mention that you get R Notebook within this) to write and publish HTML, PDF, DOC – Jules -  Lyn loaded Chris’s R Markdown handout to the website… should it also be a spin article or would it need more written around it?  Chris.  
6) High performance in R vs SAS – Yann
7) How to submit a submission package to FDA including R – Any volunteers (perhaps from Roche based on their 2020 submission – Jules?)?
8) officer – Andy
9) A showcase of available packages specific to the pharmaceutical industry (e.g. rpact for trial design, diffdf for differences between datasets, subgroup explorer for interaction with clinician, AdEPro for AE visualization – markus (or for psi 2020)
10) Michael – GT to report 

	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 with Website: https://www.pharmar.org/
Discussion forum: https://rvalidationhub.slack.com
Email for valid Hub:  psi.aims.r.validation@gmail.com

	AOB
	




Action Items

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

	Chris to look at expanding the AE App to do both exploration and then exporting to reporting 
-AE app reports n(subject).. should we add n events as well?
consider isc funding? 
https://www.r-consortium.org/blog/2019/09/13/get-funded-by-the-r-consortium-call-for-proposals-open-now

	Chris
	Aug 2020
	Open

	Lyn & Martin look at creating an App using GGPLOT2 that takes the Dataset, Treatment, visit ID and % column and creates graph of % response over time – and outputs in different formats to aid automated reporting. 
Later consider ISC application for this too?

	Lyn/Martin
	Aug 2020
	Open

	SPIN article on licensing
	Yann
	TBC
	Open

	General article on latest progress in R in pharma
Lyn to write something on the R movement in pharma, and why we are moving towards R and what the future may hold – why it’s useful and why it can do more than SAS.
	Lyn 
	July 20th
	Open

	Given a lot of open source being used, suggest future spin article re: how to open source the development you are doing within your company and why this is a positive thing to do for a company.

	TBC
	TBC
	Open



	Page 7

image1.tmp
Protocol: XXXXXX Data Cut off: DDMMMYYYY

Table 11.1.2 Demography (Full Analysis Set) Page X of X
Treatments Treatments
Demograph Itatistic Treatment A (N-XXX) _ Treatment B (N=XXX)  Overall (N=XXX]

VarlD  Type  Decimal Places Name of Variable ‘Groupings Total
Age Cont 0 Age (years)
Age_Grp_sub_Cont Age group (years) n (%) <50 True

>=50to <65

>=65t0 <75

>=75
Gender  Cat Sexn (%)
Race Cat Race n (%) TRUE
Ethnic  Cat Ethnic group n (%)
Race_Cat Sub_Cat Test Sub_cat Black or White  False
Named  Placeholder
False Note: Percentages are out of the number in the Full Analysis Set
False Run date: DOMMMYYYY-HHMM

Tree  p12 This fake foot-note should make reference to Age group




image2.tmp
|Spanning Columns Number (%) of subjeNumber (%) of subjects Number (%) of subjects.

Treatment A (N=X00K) Treatment 8 (N=XXX) _ Overall (N=X00X)

Variables Formula categorical? Name of Variable: Format Percentage reference
N Patients enrolled 0
RNDFL False Patients randomized X0 TRUE
~RNDFL Patients who were not randomized 0
FasFL Ful Analysis Set 200 (X0X)
saFFL ‘Safety Analysis Set (Received Treatment)  0x (xxX)
FASFL & ~SAFFL Patients who did not receive treatment 00 (XXX)
TRTREAS TRUE Reason for not receiving treatment
X 200 (0X)
COMPLEL Fase Completed study X00(Xx)
‘TRTREAS = Ongoing study FALSE Patients ongoing study at data cut-off X0 (XX X)

DsocT Patients who discontinued study 00 (XXX)




