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Regulatory –ICH E17 consultation, EFSPI/EFPIA estimand workshop 
Scientific – Evidence Synthesis 
Other events – AFP (Germany), PSI (UK) 
Job postings – Principal Statistician, Senior Manager Statistical Programming, TA Expert 
Statisticians for Oncology and Metabolism, multiple statisticians in Quantitative Sciences 

The World of Statistics – International Prize in Statistics Winner, JSM 2016 
Follow us on Twitter and LinkedIn 
And finally…..quote of the month 

 

Regulatory 
 
Reminder:  the EMA have released a new Draft ICH guideline E17 on general principles for planning 
and design of multi-regional clinical trials.  The purpose of this document is to outline general 
principles for the planning and design of multiregional clinical trials with the aim of increasing their 
acceptability in global regulatory submissions.  Aaron Dane (aarondane@danestat.com) is collating 
comments.  If you would like to provide comments on behalf of your organisation please contact 
Aaron.  Comments are due by December 16. 

An EFSPI/EFPIA workshop on estimands will take place on the 19th January 2017 at Amgen, Uxbridge, 
UK.  The aim of the workshop is to discuss with cross-functional stakeholders a new estimand 
framework being introduced in the addendum to ICH E9 Statistical Principles for Clinical Trials [ICH 
E9(R1)].   EMA and EFPIA representatives from the ICH E9 Working Group will share the latest 
perspectives and highlight key aspects of the proposed addendum to E9 before it is released for 
public consultation in 2017.  Representatives from EFPIA and EFSPI will be invited to participate in 
the workshop.  For more details, please email Chrissie Fletcher (fletcher@amgen.com).   
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Scientific  
 
A 1-day scientific event on Evidence Synthesis will take place on the 22nd November, Brussels 
(hosted by BMS).  This meeting will discuss methodological considerations relating to synthesizing 
evidence to support drug development and market access activities.  Topics to be discussed 
include:  how to use evidence from network meta-analyses (NMA) to inform clinical trial design; 

http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/07/WC500211312.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2016/07/WC500211312.pdf
mailto:aarondane@danestat.com
mailto:fletcher@amgen.com


NMA in an ANOVA framework; conducting frequentist NMA in R; conducting NMA using individual 
patient level data; and how to compare treatments when the network of evidence is disconnected.  
Case studies will also be presented.   Click here to find out more details and register for this meeting.  
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Other Events 
 
APF (Germany) 

APF is organizing a Workshop hosted by Parexel in Berlin on the 25th November 2016 about 
Estimands and Prediction of Disease Progression.   
 

PSI (UK) 

Introduction to Simulation 8-9 November, Heathrow, London.  The aim of this 2 day course is to 
provide participants an understanding of simulation techniques. The course, presented by Les 
Hudson, will include methods for generating samples of univariate, correlated bivariate and multi-
variate normal data.  Example code for the methods discussed will be provided in both SAS and R 
and a variety of practical examples will be presented.  Click here to see more! 

 

Dose Finding in Drug Development using MCP-Mod  01 - 02 March 2017, Heathrow, London.  This 
two day course will introduce and discuss methods for Phase II dose finding studies, including a 
review of basic multiple comparisons and modelling methods, as traditionally used in these studies. 
A unified strategy for designing and analysing dose finding trials denoted MCP-Mod, combining 
multiple comparisons and modelling, will be the focus of the course. MCP-Mod was the first 
statistical methodology to receive CHMP Qualification Opinion (2014) and was recently recognised 
by the FDA under the Fit-for-Purpose Initiative (2016). The course ends with a review of regulatory 
considerations.  Click here to see more! 

 

PSI Conference 2017, Abstract Submission OPEN!  PSI are pleased to announce that registration is 
now open for the 2017 PSI Conference, being held on 14th – 17th May 2017 at the Grange Hotel, 
London. The theme will be “Celebrating 40 years of promoting statistical insight”. Please click HERE 
to confirm your place now and take advantage of the discounted Early Bird Rate.  We are pleased to 
have already announced our two keynote speakers Richard Stephens and David Spiegelhalter, more 
details can be found on the website. We are also excited to be able to offer the choice of two pre-
conference training courses.  We also have a number of other plenary and parallel sessions with 
speakers from industry, academia and regulatory agencies, including Lisa LaVange (Director of the 
Office of Biostatistics in the Center for Drug Evaluation and Research at the USA FDA).  We are 
already receiving abstracts for contributed talks and posters, with the first deadline for oral 
presentations approaching on the 18th November. All the details on how to submit an abstract are 
on the Conference website.   
 

 back to top 

Job Opportunities 
 
Opportunities exist for Principal Statistician, Senior Manager Statistical Programming, TA expert 
statistician in Oncology, TA expert statistician in metabolism, and multiple positions in quantitative 

http://www.efspi.org/EFSPI/Events/Meeting_Items/European_Statistical_Meeting_on_Evidence_Synthesis.aspx
http://r20.rs6.net/tn.jsp?f=001MyPpg_xkv8B_gRHaj4gAlaEu-Gy0Xpz21i1pdrdWcNPobQicmjNk2FaM5ifkq0QfXVhtUmSYXf69puUI5uMcxvEjtb-T-LSPyKkmFISKDqljADzA5Dl0YUkqsm_lsEmEXeq-rVqThkp0eNftKlmuARH8P0ZePcJF-7984cWkp3uCeNNIEG7RY2RrpS3r-SU9IdZiN8hEOlWuOYs0-Y2orhh4Rp3cdNy4_I-VP8wCxMKl-Vr_cCiilfe4aS6pxLGgYkdrFjVCG7DM6C72K67_3A==&c=fkTiTtpVbcKpRU-CmfiUP9Dgr3Z-LQTFEn8YUhyZk_OMvUkRWxdHkg==&ch=A9ti-wyOyoHBE0EeiaQ0h67bgcPFTccprDml9Rr86o7tgBxRwQ64Kg==
http://r20.rs6.net/tn.jsp?f=001Aosodx0Z7Mx35PrVEBZM7PvabeTB2ESk-VIQN8a93hERI12lHTRXDNGS0X9YKkfVrkjw0ftY6a9oJtYdNS6Zsvm70w14ayRS1V6r0neuW0m-8CZYc7Ok96gY9UzQC4G0lSHSjffoJubLoXn26pxTn5aoyvUCrSvP784wVjKKlUPBjCBNonYTeXMKu7F2c92jkgJJ0dxYQ9I4kaLWIVQBhVtaRJcoIOdWRoSQnw_XLg9a-8ZsKralt1MMEumWEZGnC4T1Jl38VXOIsbJc9sjGH8o75pqVZZcp47b1Xh6ilO87IU0iZjVZHA==&c=IjzmVJJ3fMhitISXzQGigRG2SycU0_Lzsk2rpGtXQ6rPm4tsqLa0EA==&ch=kqlb_b9dlt1C262IIQM4_ANX33Tk1qxSjun8yHAHNVySt50qVo4wOw==
https://b-com.mci-group.com/Registration/17PSILONPS.aspx
http://psiweb.eventsweb.co.uk/events/2017-conference/keynote-speakers
http://psiweb.org/events/2017-conference/2017---conference
http://www.efspi.org/EFSPI/Advertisements/Job_Post_Items/Numerus_-_Principal_Statistician.aspx
http://www.efspi.org/EFSPI/Advertisements/Job_Post_Items/Janssen_-_Senior_Manager_Statistical_Programming.aspx
https://www.efspi.org/EFSPI/Advertisements/Job_Post_Items/Boehringer_Ingelheim_-_Therapeutic_Area_Expert_Statistician_for_Oncology.aspx
https://www.efspi.org/EFSPI/Advertisements/Job_Post_Items/Boehringer_Ingelheim_-_Therapeutic_Area_Expert_Statistician_for_Oncology.aspx
https://www.efspi.org/EFSPI/Advertisements/Job_Post_Items/Boehringer_Ingelheim_-_Therapeutic_Area_Expert_Statistician_for_Metabolism.aspx
https://www.efspi.org/EFSPI/Advertisements/Job_Post_Items/Janssen_-_Multiple_Positions.aspx


sciences.  For all current recruitment adverts and more information on how to submit recruitment 
adverts, please visit the EFSPI website:  Job postings.  If you are currently seeking to hire a statistician 
and wish to post a job advert, EFSPI are offering one free advert for every 3 adverts posted on the 
website. 
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The World of Statistics               
 

The World of Statistics is comprised of 2,199 organizations across the globe.  You can view 
the current participant and country lists involved in the World of Statistics by going to The World of 
Statistics website.   To see the events and activities planned for 2016, click here.   

 
Prominent British statistician Sir David Cox has been named the inaugural recipient of the 
International Prize in Statistics. Susan Ellenberg, chair of the International Prize in Statistics 
Foundation, made the historic announcement via video statement. 
 
If you missed something at JSM 2016 or weren’t able to attend, the educational presentations 
and plenary session recordings are now available online. This year’s event was one of the largest, 
drawing more than 7,000 statistics professionals from around the world to exchange ideas and 
explore opportunities for collaboration. In the meantime, mark your calendars to join us next 
year, July 29-August 3, 2017 for JSM 2017 at the Baltimore Convention Center in Baltimore, 
Maryland. 
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Follow us on Twitter and LinkedIn 
Get the latest news and updates about EFSPI by following us on Twitter at @EFSPItweet. Also, when 
you use Twitter to spread the word about EFSPI, be sure to use the hashtag “#EFSPI”. You also can 
follow developments in EFSPI via Linkedln. 
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And finally….. 
  
To add your e-mail address to the EFSPI mailing list, click on "Sign up to our newsletter" on the 
homepage of the EFSPI website. 
 
To view previous newsletters please see the EFSPI website in the “News” area. 

https://www.efspi.org/EFSPI/Advertisements/Job_Post_Items/Janssen_-_Multiple_Positions.aspx
https://www.efspi.org/EFSPI/Advertisements/Job_Postings.aspx?&WebsiteKey=0b28fec8-fcd6-4283-b360-0c689a893140&hkey=df6d8219-6d64-4558-a79b-e8584079ff57
http://www.worldofstatistics.org/wos/participants.cfm
http://www.worldofstatistics.org/wos/participants.cfm
http://www.worldofstatistics.org/global-supporters/the-world-of-statistics-2016-activities-calendar/
https://youtu.be/J9aiBi58uik
http://ww2.amstat.org/meetings/jsm/2016/
http://ww2.amstat.org/meetings/jsm/2017/
http://www.efspi.org/EFSPI/News/Newsletters/EFSPI/News/Newsletters.aspx?hkey=2c121403-0d2d-4ab9-9a82-fce10742c0b7


 
For all current recruitment adverts and more information on how to submit recruitment adverts, 
please visit the EFSPI website:  Job postings.  If you are currently seeking to hire a statistician and 
wish to post a job advert, EFSPI are offering one free advert for every 3 adverts posted on the 
website. 
 
Enjoy this quote (courtesy of www.goodreads.com ) 

“The non-scientist in the street probably has a clearer notion of physics, chemistry and biology than of 

statistics, regarding statisticians as numerical philatelists, mere collector of numbers.”  

― Stephen Senn 
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Chrissie Fletcher 
EFSPI Communications Officer       
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