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Regulatory 
 
On 24/25th September the 3rd EFSPI Regulatory Statistics Workshop took place in Basel. With over 
260 registrations (up >60 from last year) the turnout was again excellent. A few highlights from the 
organizer’s perspective were: 

 Attendance of industry, academic, and regulatory colleagues, with engaged discussion on a 
broad range of topics relevant to contemporary drug development. 

 An asset of the workshop is how approachable regulators are, on and off stage. And they do 
not shy away from pronounced statements, e.g. in panel discussions. 

 A series of relevant and well-presented talks. All slide decks are available on the EFSPI 
webpage at https://tinyurl.com/yavgb2j2 

 The IDEAS presentations are also available online:  

http://www.ideas-itn.eu/dissemination-workshop/ 

 
A few quotes heard at the workshop:  

 Benjamin Hofner (PEI): Regulators are generally open for innovative topics (e.g. platform, 
basket, umbrella, RWE) – but go and discuss with them early! 

 Anja Schiele, Senior Statistical Advisor NOMA, chair EMA BSWP. Resistance to single-arm 
trials is even larger for HTA bodies than for regulators. We prefer an underpowered RCT to a 
single-arm trial. 

http://www.ideas-itn.eu/dissemination-workshop/


 Rob Hemmings (MHRA): Randomisation is (really, really) important, isn’t it? Did something 
change? Quality of evidence is paramount. Limited scope for trade off in quality vs. cost. Is 
supplementing with external data conceivable? Perhaps. Commonly? No. Do not pretend it is 
easy to use RWD: Use three covariates for PS modelling and you are done does not work. 

 James Roger (LSHTM): ICH E9 will drive Cox regression out of business! 
 The weather! 
 The student posters and presentations from the IDEAS program. 

 
Thanks to the Scientific Committee, all speakers, chairs, panelists, and anyone else who contributed 
to make this workshop a success for their work!  
 
The local organizing committee for the EFSPI Regulatory Statistics workshop includes: Egbert 
Biesheuvel, Hans Ulrich Burger, Christoph Gerlinger, Kaspar Rufibach, and Emmanuel Zuber. 
 
The regulatory committee are currently planning to comment on the following drafts: 
 

 EMA draft: “Draft questions and answers on Data Monitoring Committees issues”   

 Master Protocols: Efficient Clinical Trial Design Strategies to Expedite Development of 
Oncology Drugs and Biologics; draft Guidance for Industry  

 Adaptive Designs for Clinical Trials of Drugs and Biologics; draft guidance for industry;  

 Presenting Quantitative Efficacy and Risk Information in Direct-to-Consumer Promotional 
Labeling and Advertisements Guidance for Industry 

Please contact Christoph Gerlinger (christoph.gerlinger@bayer.com) or Anna Berglind 
(anna.berglind@astrazeneca.com) if you wish to comment. 
 
The EFSPI/PSI regulatory committee met with MHRA statisticians in September and with EMA’s 
Biostatistics Working Party in October. Summaries of the discussions are currently being finalised 
and will be included in future newsletters once finalized 
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Scientific  
 

EFSPI/PSI Webinar: Do you understand the patient point of view on 
benefit-risk tradeoffs? Introduction and case studies of stated 
preference elicitation methods Tuesday 20th November 2018 Time: 15:00 - 16:30 UK 

Time.  Presenters: Alexander Schacht (Lilly), Marco Boeri (RTI-HS), Shahrul Mt-Isa (MSD), Brett 
Hauber (RTI-HS) and Daniel Saure (Lilly) 
  
Do you know what patients value most in a treatment you are developing to reassure that they would 
best benefit from the drug, having considered what is important to them? For example, if a patient had 
to choose between a highly effective drug with a bad side effect profile and a less effective drug with 
minimal side effects, which would they choose? Rooted in traditional economic theory, stated-
preference methods can help achieve a better understanding of the patient view point on benefit risk 
tradeoffs. 
 
This webinar proposes a short primer on stated preference methods and how they can be used to 
explore the patient preferences for specific drug profiles that are currently available or may be 
developed in the near future. The theory will be then discussed as applied to two case studies using 
quantitative preference methods. 
 
Registration for this webinar is free. Click here for further information and to register. 

https://urldefense.proofpoint.com/v2/url?u=http-3A__www.ema.europa.eu_docs_en-5FGB_document-5Flibrary_Scientific-5Fguideline_2018_08_WC500252790.pdf&d=DwMFAw&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=QIkUL8HI_IJdLLdKaxEQin0zWJjUK_uyTRlChgxyY20&s=xzG4hhxTCx13WgLscioZs3x5VMvo9V2RRKnv8DgiSKc&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.fda.gov_downloads_Drugs_GuidanceComplianceRegulatoryInformation_Guidances_UCM621817.pdf&d=DwMFAw&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=_aAlPowiSeKNvnpLCjeEjYd5M2uYcdbRYY-S6f_opg8&s=ijE9oTFQNvhQu2uF5fsLCFxukhgakNTdE30aftddokE&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.fda.gov_downloads_Drugs_GuidanceComplianceRegulatoryInformation_Guidances_UCM621817.pdf&d=DwMFAw&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=_aAlPowiSeKNvnpLCjeEjYd5M2uYcdbRYY-S6f_opg8&s=ijE9oTFQNvhQu2uF5fsLCFxukhgakNTdE30aftddokE&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.fda.gov_downloads_Drugs_GuidanceComplianceRegulatoryInformation_Guidances_UCM201790.pdf&d=DwMFAw&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=_aAlPowiSeKNvnpLCjeEjYd5M2uYcdbRYY-S6f_opg8&s=G8p0hsrMr6sWGi6NN6EbHExHFbvMrpV82jSNu3v3fJU&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__app.info.fda.gov_e_er-3Futm-5Fcampaign-3DRecently-2520Posted-2520Guidance-2520Documents-252010-252F22-252F2018-26utm-5Fmedium-3Demail-26utm-5Fsource-3DEloqua-26s-3D2027422842-26lid-3D5259-26elqTrackId-3D3DEDF6691CC6267BDD2D0E0B72A5BF9D-26elq-3D186edd2869d54068877b25cb78ae6a5d-26elqaid-3D5580-26elqat-3D1&d=DwMFAw&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=_aAlPowiSeKNvnpLCjeEjYd5M2uYcdbRYY-S6f_opg8&s=Om85WIm90KZ1cpje2sp2IMqzN4It0zdZdZ66CmMRB74&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__app.info.fda.gov_e_er-3Futm-5Fcampaign-3DRecently-2520Posted-2520Guidance-2520Documents-252010-252F22-252F2018-26utm-5Fmedium-3Demail-26utm-5Fsource-3DEloqua-26s-3D2027422842-26lid-3D5259-26elqTrackId-3D3DEDF6691CC6267BDD2D0E0B72A5BF9D-26elq-3D186edd2869d54068877b25cb78ae6a5d-26elqaid-3D5580-26elqat-3D1&d=DwMFAw&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=_aAlPowiSeKNvnpLCjeEjYd5M2uYcdbRYY-S6f_opg8&s=Om85WIm90KZ1cpje2sp2IMqzN4It0zdZdZ66CmMRB74&e=
mailto:christoph.gerlinger@bayer.com
mailto:anna.berglind@astrazeneca.com
http://r20.rs6.net/tn.jsp?f=001hvEwXBSjzcBOU3ouDnDDdgsds3KGOg4khowZuweJcbhM8KoPxg5nd4tDVO1OmlNTMc8tVmcl8SLtajEui-WmYKSQQOe_8NkPuP5SIKqgSBvW_nCYEtID3rwupwBvL8yUJnGOWS6pA7pNK2s2rtP_PPha3dNbT1vy8jcJRNdF0lGfUWqmke8FWH-9liiWRzPEneoAjFzC6K6k4I98QgI1uxfx-wYisDfBomZjzpi0GuwBxwM7L5XQEze89mqp-2ch22kOQqn95wNfvD6ut2xjB_lWZJhdiUeic5IjCL7XQQIoBBlzCVQXLSD6vLNI_nxYHy50H3kp7YFWwkf2znccMEnBTl2xQxLir-TcuWcw6d9CetVmtDoBWEhyP80dVFYIGyzyOCAChtInPFxerfnDVor4dO550POlgBk_5m0vdNZwaZuvtpdiJ8NuIqvBV8W4cqDeFxlQ_Fk0-mQ1-pxqk8a4OezV8XUg7VGS3F8mrzSsB7JZTAqS8xaIMeEWg91QOglEwMjTnXNbVIGYFaJ2dpQX2X8sy8Am79dbGOVLde-em5UHMKlb0sl-t2iLpWxQsVVZmxJhGrDVSrYu8nOHoKtUHWBj6-xYgbhLVSrrsSUB1a7mBC4sPuO3H72I5uGy&c=oVw2tDWxL2F3KYQ3atDtXY9N23sTzatQNYzLxhSyvIdFS4ni4mS3bQ==&ch=ou-NJBEK0i0RJsd4gKe9Eceln5JTivPEadYzmvvObQcdfyFBKVEWlQ==


 
Decision making in Clinical Development, December 12 
 
On Wednesday December 12 the scientific meeting on ‘Decision making in Clinical Development’ will 
take place at Servier in Paris. Taking decisions during the development of a new drug requires 
combining many and varying pieces of information. Decision-makers need quantitative tools to 
support informed decisions, with transparent processes that synthesize the whole available 
information in order to evaluate the success associated to different options. More information can be 
found on the flyer, which is available on our website, and the registration is open. 
 
For the first time, we will have a poster session. If you wish to present a poster, please send an 
abstract to Gaëlle Saint-Hilary (gsainthilary@gmail.com) by October 31st 2018. The notification of 
acceptance will be provided by November 9th 2018. 
 
2019 Meetings 
 
The Scientific Committee is planning for three 1-day scientific meetings for 2018.  The first one day 
meeting will be on “Recent developments in biomarkers and subgroups in drug development”, 
which will take place in March hosted by AstraZeneca in Göteborg, Sweden. Exact date and more 
information on the program will follow.  In addition, we are starting with planning two additional 1-
day events, one before summer, one after. More information will follow. 
 
The fourth EFSPI regulatory statistics workshop will also take place in Basel in the fall 2019.  
 

 back to top 

Country News 
 
APF (Germany) 

 
The next APF Statistics Leaders meeting is taking place on the 22nd November 2018 in Berlin, hosted 
by Paraxel.  Registration for the annual fall meeting on Visualization taking place on the 23. 
November 2018 in Berlin, click here.  
 

A two day workshop on Bayesian methods in the development and assessment of new therapies will 
take place on 06-07 of December at University of Goettingen, Germany. The aim of the workshop is 
to provide a space for presentations and discussions of recent developments in the application of 
Bayesian methodology in early pharmaceutical research and health technology assessment. Invited 
speakers include (among others) Ralf Bender (IQWiG), Thomas Jaki (Lancaster University, Heinz 
Schmidli (Novartis) and Sibylle Sturtz (IQWiG).  

Please find additional information at  http://www.biometrische-
gesellschaft.de/arbeitsgruppen/bayes-methodik/workshops/2018-goettingen.html 
 

IBIG (Italy) 

An Italian Biostatistics Group (IBIG) Forum will be organized in Padova on 22-23 November including 
the following topics: Bayesian Statistics in Clinical Trials, Micro-Randomized Trials and Expedited 
Approval Programs.  The forum will take place at the NH Hotel in Padova, Italy.  For more details click 
here. 

 
PSI (UK) 

https://www.efspi.org/documents/events/events%202018/EFSPI%20Decision%20Making%2012Dec2018%20-%20clean.PDF
https://www.efspi.org/EFSPI/Events/International_Events_Items/Decision_making_in_drug_development.aspx
mailto:gsainthilary@gmail.com
https://urldefense.proofpoint.com/v2/url?u=http-3A__www.biometrische-2Dgesellschaft.de_fileadmin_AG-5FDaten_PharamzeutischeForschung_PDFs_Agenda-5FAPF-5F72-5FBerlin-5FNov-5F2018-5F-5FAgenda-5F-5FAnfahrt-5F-5FAnmeldung-5F.pdf&d=DwMFAw&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=f-_M5Ba4Tmiv8EuKDXUqfRSwzoJ4DmLFA_MiJmk9wCg&s=VnYZIeWwzrMq284FF4d-RZUjIH9I7QHFpV4dhCcdE9c&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__www.biometrische-2Dgesellschaft.de_arbeitsgruppen_bayes-2Dmethodik_workshops_2018-2Dgoettingen.html&d=DwMFAw&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=aMfNYwu3pdf0Xdpe2-KBfdaO9qlE2mKdwdqLXKKX2dE&s=OlMNrLtIatBY9VX601pfYcO-XnAEXzRuItIwEzXoYzQ&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__www.biometrische-2Dgesellschaft.de_arbeitsgruppen_bayes-2Dmethodik_workshops_2018-2Dgoettingen.html&d=DwMFAw&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=aMfNYwu3pdf0Xdpe2-KBfdaO9qlE2mKdwdqLXKKX2dE&s=OlMNrLtIatBY9VX601pfYcO-XnAEXzRuItIwEzXoYzQ&e=
https://www.efspi.org/documents/Events/Non-EFSPI/ibigstatisticalforum_padova22_23novembre_2018_ver_2aug18.PDF


 

Abstract Submission OPEN for the 2019 PSI Conference  PSI are 

pleased to announce that the count down to the PSI Conference 2019 has now begun! The 
Conference will be held in London on the 2-5th June 2019 with Data Driven Decision Making in 
Medical Research as the theme. 
  
Please submit now any of your contributed oral or poster abstracts. We accept abstracts on any topic, 
but have provided a list of topics we are particularly interested in including; Data Science, Decision 
Making, Bayesian, Causal Inference, Pre-clinical, Future trends, PROs and many more. You can see 
the full list and download the abstract template here! The deadline for oral abstract submissions is 
23rd November 2018.  Remember, anyone selected for an Oral presentation, will be eligible for 10% 
off the 3-day conference price. If you need any final persuasion then please listen to the 
episode from The Effective Statistician podcast which interviews Paul Terrill, the current chair of the 
PSI Scientific Committee, on the benefits of submitting an abstract and his logistical and practical tips 
for doing so. Click here to listen to the podcast or search in your podcast app for The Effective 
Statistician. 

 

 

FEATURED VIDEO: PSI Conference 2018: Introduction to machine 
learning for longitudinal medical data 
.   

In the era of big data, there has been a surge in collected biomedical data, which has provided ample 
challenges for distributed computing but also posed novel inference questions. Classical machine 
learning techniques, such as logistic regression, neural networks, support vector machine and 
Gaussian processes performed very well in non-temporal prediction tasks but typically relied on the 
independence assumption. 
 
However, many recent applications have longitudinal context in the form of short- and long-term 
dependencies. Hidden Markov Models proved popular to model longitudinal data but increasingly 
become less computationally feasible for a large number of hidden states. Recently, advances in 
parallel computing led to widespread use of deep learning approaches, such as recurrent neural 
networks and convolutional networks, and attracted attention due to their impressive results on 
sequence data. Finally, we will look in more detail at a case study from healthcare analytics which 
infers disease type from multiple irregularly sampled longitudinal observations,  
such as blood pressure, heart rate and blood oxygen saturation 
 

Two new exciting episodes of The Effective Statistician podcast, created in 
association with PSI  

 
In these two episodes, we cover very different topics. You will learn about practical problem solving 
with multiplicity problems from one of the world-class experts: Alex Dmitrienko. Having worked within 
a big pharma company, a large CRO and running his own consulting business, you will benefit from 
both his technical but also practical experience. Please find the episode below: 

 Understand and master multiplicity in practical situations - Interview with Alex Dmitrienko 

Benjamin and Alexander talk about something that many statisticians struggle with - explaining 
achievements to others. We all have been in situations where awesome achievements weren't 
appropriately recognised. Listen to the latest episode on how to avoid this frustrating situation for you: 

https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001hvEwXBSjzcBOU3ouDnDDdgsds3KGOg4khowZuweJcbhM8KoPxg5nd4tDVO1OmlNTnoouc7SOdnWo2L3WmcFf6pTiEF0H-5FETPKfNnG29OmBNeWF-2Du4tbIqY7f-5F77YuTNoUPFrMgnLff6Ds3hNFIvtfsrs7QkRckFOw6-5F00MAOLCY5WcJtg5ZapcTVJwGCu3DC0PKVRN-5Fd6XDb7RZrfeHx8b2wQHAyyRzhPc55gGmjrBahg4IEak-5Fng5pR6L67Vtpk4GyaiIdCjQJEjKFH-5FObsZef9Llak0zRKHHzDP621PnuJULK8uRXNwXHXDgLTc6bpuF7pXBxS7kKS01P5XRseSyiI5ga7S9QbWDtQYDn-2DDzV6qkLTlu44HPSzPazPkdOWc7xD16Vh-5FRI-3D-26c-3DoVw2tDWxL2F3KYQ3atDtXY9N23sTzatQNYzLxhSyvIdFS4ni4mS3bQ-3D-3D-26ch-3Dou-2DNJBEK0i0RJsd4gKe9Eceln5JTivPEadYzmvvObQcdfyFBKVEWlQ-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=UW8pFLc56DJ8hc-PNhm3g5fP_iI3D000CxKEm32qvlM&s=9qtsxFotcRNMkY83bYw_RGSmY_bz5QT__1BCOHIr6_c&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001hvEwXBSjzcBOU3ouDnDDdgsds3KGOg4khowZuweJcbhM8KoPxg5nd4tDVO1OmlNT69FMpKdhPpvX-5FIz7IFW54eQ7wc6ApcpJVURFnZbebmCmn4dXfOW6G3-2D6kWEVB9AWZBQkTNm7hBi-2DXfQnlACi-5FbzsAvHpZu2zvODhe4EZLAM7HA3r2JFVY0L0e76mjr5n-2D3oyjO27qozuG6I4VSVFzx-2DH-2DR8-5Fo5XSiRdLcQ0pYNx9yufOPkapyrFlG1n3aiiX0xB4WW084kjL66mKJAw6pcDKl0l6PcbArMpZzBlcJXeCT-2DqFJOuAaf-5F0kHFCAEB-5FrTcr1-2DK-2DeP7Gjteb49b4WnQfaqtqNp9Pi3X0F9U10Vsh7H0-5Fzgt4q-2DuhHQtpR9mfoU0ajxr7haSiu5S4H6-5F5c0LHf-5Fd0DWMqAQkquQJMVIruJ1m9gTgcYFpCCALGctVj-5FZEikjEgTwZmOtWLkvGx3OVtu0fqWcBk-26c-3DoVw2tDWxL2F3KYQ3atDtXY9N23sTzatQNYzLxhSyvIdFS4ni4mS3bQ-3D-3D-26ch-3Dou-2DNJBEK0i0RJsd4gKe9Eceln5JTivPEadYzmvvObQcdfyFBKVEWlQ-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=UW8pFLc56DJ8hc-PNhm3g5fP_iI3D000CxKEm32qvlM&s=Kl2FaUyCnbAlNOqvQEE1f8-07YyOBL1I7yIlNWGPGM0&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001pBfEMOCJmrBXH-5F1zpQsAqQQ2B2sLzLPckTlFenCIncbrgU8uF1T8ICgOTd0CnBQiBhieZzgd1IO3ZsQuk-5F4J0BiW0X3hn36yisdcjk5ZKzDzslPt2Abq4hP8esLZx7A8Wva15dcMzsxOsixWUePNYsX10f3dNxeifqWgtAswrRUvUzux9IZwwpeV87t0-2DCkQH-2D26Px86lQi1fOUPi3mcCQWD1JKBOdbWeU3CqQmfQOsKSMOXFFOd9LNy0OAr-5FRJD3KolpJUXS4E1GSnT1eIHUocYuGMcc87SvGPREjyz7XPMeiVHgx6bjt71aMw783kkwreFc-5FtVQCtwif70CvvYEi1-5FSda3zInvrWiLkh9lVt9ITSsOLZApSFBKcvLwDzXW-26c-3DeW-2D47e9zPgoGdj3CCW8kagNNa8CIR9BBBerJXFFCy4wgK-5FsS7K6Zrw-3D-3D-26ch-3DhlkZowwl4wZKEzi4gsdO1g8pjHkfLgnW-5FhKnHE4PWx7gLyS1YjDBSA-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=C4LLVdBJWnuEKZ5xFXVPJvakqfE-R7xCYIhYlWmMQ40&s=3f0P10cdueqfyV-rKMYR7KKaEdMX8nfi501ZJONqi00&e=
http://r20.rs6.net/tn.jsp?f=001SBmEDvsppj5O0mzZtzmjO8lGTxzIRsIWhncz7W_G5o2HroBsKVZ2RSp13wBN1H5wdf1T8XDi3Q5mWbMlLIe1ExEgdOAMzztcLT2UxXrn66PhO__GNvlP7bvi24MzFVyAtvDXAcMsuBA5c6Y-B8JvPUTS_NTUm_uvK8WaeR5gl71wHa1gw0nH3mGnT3EVXX3A9PBs9248v-yRkFsZvU1Csg_Tqzbmh03Qm8sfEtM-uApN8qOvDAahz_PFXpYDH2cVeBB8WdmbQTQSqJs8iDUOSIO-y4EaclCpN9sAL8FNpiPj9QcRRbkzhEAEWI_4iU2PiQcnsBfrrEGhdxP-Q7lOtDRce_0k6p-DoDgQ_H90jhXRaXL6a8NjXshPgKa4p2TNyIGVpN0za4quC5ygKjjyixC4ccK5isOqPHU-HnMq26XeUNXxGERTRMMF41HtwuaiIph645y1FuxQG-WikAXHDb2nUvT-NKzEkfuqr_hmAyCIYjU7DN5dVSG5rkyC2QCz8Y0BDGNwY1vipohXBGy5XmYkhY9bi1em7BY7zb9p8i2Q33j9nOCLBipSOiQ2avSHfuuG9Bgg5kuxmrOn1cstp5lV2BPmSnCYHlnEwyovY1le3tgPwDFLsBXraoPIzFpYnZwi_H0Sw1IFOINEfqdgu927LSEX3gYftGhLsNkeHakFFFVghM-XyqrsPU6jGVprErZ20JFZNzsE-0YldAO8q6jUvy-VDvQHofFMtSEuE7aRsBUww1QXZaCGSmxdSnxvYPqg6a53G9AJ2uhFT2wwgna_8ezINNQ9WYk3vVaciYezd37XL6HrYk_2d06BfVf6qDUg2DFs_eaecVzW2IdYAlO6CfItwlB_RyYHw-jLrr4=&c=MFF8Ro1e5tIekhgdew7Cddj-glv1o95njX5wLRl-KjKCEfe0Zcgm1g==&ch=fasZyig_PWN5PAH3HyE33RQOD20tImV2qH-Iu-1pqOXVIexIwRfmUQ==


 How to sell your achievements - actionable advise 

Search for The Effective Statistician in your podcast app and subscribe now! 

 

PSI Webinar: Avoiding Pitfalls in Supervised/ Unsupervised Learning  Thursday 

29th November 2018, 14:00 - 15:30 UK Time 
Presenters: Ilya Lipkovich (IQVIA), Alexander Schacht (Lilly) and Andy Nicholls (GSK) 
  
As the availability of big data increases and statisticians assist with predicting outcomes or 
understanding patterns in an ever-wider variety of scenarios then supervised and unsupervised 
learning methods become increasing called upon. Such machine learning algorithms offer the 
opportunity to understand potential predictors or clusters amongst large datasets, but are also subject 
to the risks of overfitting or over-interpretation. This Webinar seeks to introduce ideas and share 
experiences in this field. 
  
The talks will introduce several supervised and unsupervised learning methods and cover data-driven 
subgroup identification in clinical trials, and case studies of implementation clustering algorithms. 
  
Click here for further information and to register.  
 

Toxicology Special Interest Group Free Webinars 

 
The Toxicology Special Interest Group holds quarterly free webinars.  Our upcoming webinars are on 
the following topics: 
 
Tuesday 11th December 2018 - Thomas Steger-Hartmann on Big Data 
  
Tuesday 19th February 2019 - Professor Malcolm Macleod on Data Quality and Pre-Clinical 
Research 
  
Tuesday 16th April 2019 - TBC 
  
Tuesday 18th June 2019 - TBC 
  
All take place at 14:00 UK time.  Full details will be released closer to each webinar, or contact Gareth 
Thomas (gareth.thomas@envigo.com) to be kept up to date on all ToxSIG activities. 
 

New Emerging Topics around Estimands and ICH Addendum  Tuesday 29th 

January 2019, IQVIA, Reading, UK 
  
The draft ICH E9 addendum on estimands and sensitivity analysis was released for public 
consultation at the end of August 2017 and more than 1200 comments were submitted. All 
stakeholders are gaining the necessary experience and familiarity with estimands along with the 
associated challenges and methodologies. The language and thinking behind causal inference is well 
suited to this area.  This one day meeting aims to share and discuss new emerging topics around 
estimands and the ICH addendum, including: 

 Sharing the feedback from the public consultation on the draft ICH E9 addendum 

 Exploring the estimand concept within health technology assessments 

 Describing how casual inference fits into the area of estimands 

 Presenting case studies illustrating the implementation of the estimand framework and the use of 
causal inference methodology 

Click here for further information and to register.  
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Job Opportunities 
 
Opportunities exist for Biostatistician Project Leaders – Early Phases, and Medical Affairs, and for 
Principal and Senior Statisticians, and Principal and Senior Modelling and Simulation Statisticians. 
 
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 organisations across the globe.  Participating 
organizations in The World of Statistics include national and international professional statistical 
societies, colleges and universities, primary and secondary schools, businesses, government 
statistical agencies, and research institutes.  You can view the current participant and country lists 
involved in the World of Statistics by going to The World of Statistics website. 
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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. 
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