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In this newsletter:   
      

Regulatory – meeting with MHRA statisticians, final ICH E((R1) addendum released by ICH, 
final FFDA guidance on adaptive design clinical trials 
Country news – AFP (Germany), IBIG (Italy), PSI (UK) 
Volunteers needed – join EFSPI website and social media committee 
Job opportunities 
Follow us on Twitter and LinkedIn 
And finally… 

  

Regulatory                                                                                                        
 
On Wednesday 13 November the PSI/EFSPI Regulatory Committee (with representatives from Bayer, 
Biogen, Boehringer-Ingelheim, GSK, IQVIA, Lundbeck, Orchard, Pfizer, PHASTAR, PPD, Roche and 
Servier) met with the MHRA statisticians for an informal exchange of statistical topics important for 
both regulators and industry. There was great discussion on topics such as estimands, subgroup 
analyses and predefined Quality Tolerance Limits as well as quality attributes, model based dose 
escalation studies, real world evidence, use of historical controls and the lack of statisticians in many 
ethics’ committees in England. Details of the discussion will be shared in a future edition of SPIN. 

 



 
After a long time in the making, the final addendum to ICH E9 (Statistical principles for 
clinical trials) on estimands and sensitivity analysis in clinical trials is now published! Please 
take a look!   
 
This addendum presents a structured framework to strengthen the dialogue between 
disciplines involved in the formulation of clinical trial objectives, design, conduct, analysis 
and interpretation, as well as between sponsor and regulator regarding the treatment 
effect(s) of interest that a clinical trial should address.  
 

 
The FDA has published the final Guidance for Industry on Adaptive Design Clinical Trials for 
Drugs and Biologics.  
 
The guidance describes important principles for designing, conducting, and reporting the 
results from an adaptive clinical trial. The guidance also advises sponsors on the types of 
information to submit to facilitate FDA evaluation of clinical trials with adaptive designs, 
including Bayesian adaptive and complex trials that rely on computer simulations for their 
design. 
 

 back to top 

 

Country News 
 

AFP (Germany) 
 
APF held the German statistical leaders meeting and the annual fall workshop on Real World Evidence 
end of November in Ludwigshafen. On March 16th 2020 APF is co-organizing a workshop on ‘Analysis of 
adverse events in the context of estimands’ in Heidelberg. The program can be found here: 
https://www.klinikum.uni-heidelberg.de/medizinische-biometrie/veranstaltungen/workshop-16-
maerz-2020.  

 
IBIG (Italy) 
 
IBIG Under 35 recently created. Members are:  
 

o  Luca Grassano, GSK Vaccines 
o  Daniele Bottigliengo, University of Padua 
o  Andrea Nizzardo, Menarini Ricerche 

https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001uRPD78gLfkkwVJ8GSeTuJ-5FHMfHSkcVFluxixmSr-2D49Rvy2OmO6DXO-5F8ueIb-5FfkxUBOSUYGa2zTy7gAA6zDHoEA2ebP7GpInGsfe8RCAsDnKdOh5yhXLyK89g9Z9WqLuPZ335qsMNTcMdP2sWHCYZlA0WOSoJwDNfgnI01e2wK-2D-5FUjPjP3iH42Ilqiz-5FrIkLdo16-5FNB2nVlXkFVO9PbG8OyDIQAyIVzjx-26c-3DDplwxY04iWyQZTsPj52-5FRGzVO5eOyJw0-5FeVQaCXXt0z3nssXAN0rzQ-3D-3D-26ch-3DBpRkhFVUhzpokfF2Ng-2DU9mavwx5c18k3GIP5VMwE8SyboqE-5FkWpvWA-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=3nggz5MYzfwMBkqCgg3v2vGteCYJur6g4aEQ74nf82I&s=w-MBoyj5Vt9cRP9i8GKgBqzoM-ax8EdXoUAKL55EQHQ&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001uRPD78gLfkkwVJ8GSeTuJ-5FHMfHSkcVFluxixmSr-2D49Rvy2OmO6DXO-5F8ueIb-5FfkxUBOSUYGa2zTy7gAA6zDHoEA2ebP7GpInGsfe8RCAsDnKdOh5yhXLyK89g9Z9WqLuPZ335qsMNTcMdP2sWHCYZlA0WOSoJwDNfgnI01e2wK-2D-5FUjPjP3iH42Ilqiz-5FrIkLdo16-5FNB2nVlXkFVO9PbG8OyDIQAyIVzjx-26c-3DDplwxY04iWyQZTsPj52-5FRGzVO5eOyJw0-5FeVQaCXXt0z3nssXAN0rzQ-3D-3D-26ch-3DBpRkhFVUhzpokfF2Ng-2DU9mavwx5c18k3GIP5VMwE8SyboqE-5FkWpvWA-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=3nggz5MYzfwMBkqCgg3v2vGteCYJur6g4aEQ74nf82I&s=w-MBoyj5Vt9cRP9i8GKgBqzoM-ax8EdXoUAKL55EQHQ&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001uRPD78gLfkkwVJ8GSeTuJ-5FHMfHSkcVFluxixmSr-2D49Rvy2OmO6DXO-5F8ueIb-5FfkxUmuy2j3GUH18HB360t73xpBsL9FOBxsqVOZaeunJp2fguIGq-5FW53KgordcVAojqaKWrY158hnqBJkq7blA9Tjk-5FG3pVvGy5b6165k7o4oHb7FW9A9Mrh46npg4n1TsfDq5FoxoEyOBt35Fs4qWV5GKV-5FZIXGgiZnqZRFRZpBBV9BiXL4biK5W0HJXJsUkowupB3sKdgD85-2D9jie5w1RZZElOkQT14FfGiliXLpGMNMPNON33szKtSXg-3D-3D-26c-3DDplwxY04iWyQZTsPj52-5FRGzVO5eOyJw0-5FeVQaCXXt0z3nssXAN0rzQ-3D-3D-26ch-3DBpRkhFVUhzpokfF2Ng-2DU9mavwx5c18k3GIP5VMwE8SyboqE-5FkWpvWA-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=3nggz5MYzfwMBkqCgg3v2vGteCYJur6g4aEQ74nf82I&s=AV_gM8HJG2iX45dD-2uWFUBZcBIisvJe5uT4cFijFh8&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001uRPD78gLfkkwVJ8GSeTuJ-5FHMfHSkcVFluxixmSr-2D49Rvy2OmO6DXO-5F8ueIb-5FfkxUmuy2j3GUH18HB360t73xpBsL9FOBxsqVOZaeunJp2fguIGq-5FW53KgordcVAojqaKWrY158hnqBJkq7blA9Tjk-5FG3pVvGy5b6165k7o4oHb7FW9A9Mrh46npg4n1TsfDq5FoxoEyOBt35Fs4qWV5GKV-5FZIXGgiZnqZRFRZpBBV9BiXL4biK5W0HJXJsUkowupB3sKdgD85-2D9jie5w1RZZElOkQT14FfGiliXLpGMNMPNON33szKtSXg-3D-3D-26c-3DDplwxY04iWyQZTsPj52-5FRGzVO5eOyJw0-5FeVQaCXXt0z3nssXAN0rzQ-3D-3D-26ch-3DBpRkhFVUhzpokfF2Ng-2DU9mavwx5c18k3GIP5VMwE8SyboqE-5FkWpvWA-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=3nggz5MYzfwMBkqCgg3v2vGteCYJur6g4aEQ74nf82I&s=AV_gM8HJG2iX45dD-2uWFUBZcBIisvJe5uT4cFijFh8&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.klinikum.uni-2Dheidelberg.de_medizinische-2Dbiometrie_veranstaltungen_workshop-2D16-2Dmaerz-2D2020&d=DwMFAw&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=sQTDCPV4penS804-2mw0pbZEN0MQvAmYzhTJYJiZXnA&s=8Zl8ptJvJkBfpwP5QxvtNii25rj98jEUol5Vg9itXww&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.klinikum.uni-2Dheidelberg.de_medizinische-2Dbiometrie_veranstaltungen_workshop-2D16-2Dmaerz-2D2020&d=DwMFAw&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=sQTDCPV4penS804-2mw0pbZEN0MQvAmYzhTJYJiZXnA&s=8Zl8ptJvJkBfpwP5QxvtNii25rj98jEUol5Vg9itXww&e=


o  Veronica Sciannameo, University of Padua 
 
IBIG in collaboration with Politecnico of Turin will organize a Course on “Early phase clinical 
trials”. Prof. Thomas Jaki and Dr.Pavel Mozgunov from Lancaster University will hold the 
course that will take place from 6th to 8th May 2020 in Turin. More details at 
www.biostatistici.it  
 

PSI (UK) 
 
2020 PSI Conference 
 

 
 

PSI are pleased to announce that registration has now opened for the PSI Conference 
2020. The conference theme is “Shaping the Future of Statistics” and will take place in 

Barcelona on 7
th

-10
th

 June 2020.  We also have 2 excellent pre-conference courses available 

this year, which will take place in the afternoon of Sunday 7
th

 June. If you would like to find 
out more information about these courses then please click here. 
 
Registration for both courses is available as part of the main conference registration 
site. Places are limited so book early to avoid disappointment and take advantage of the early 
bird discount!  To register to attend the 2020 PSI Conference in Barcelona and book your pre-
conference course place, please click here. To find out more information about the 
Conference - such as the venue, pre-conference course information, or sponsorship, please 
visit the PSI website 
 
A PSI Training Course - Bayesian Practical Course using R and SAS Tuesday 18 - Wednesday 
19 February 2020, Heathrow, London.  This practical training course will give a deep dive into 
performing Bayesian analyses in R and SAS. It is aimed at statisticians who need to be able to 
conduct Bayesian analyses as part of their day to day work. By the end of the course 
participants will be able to conduct their own analyses.  Click here to register. 
 
A PSI Training Course - Practical Approaches to Designing Adaptive Clinical Trials 
Wednesday 12 - Thursday 13 February 2020, London.  This hands-on course will provide a 
deep dive into 4 software packages used to design adaptive clinical trials. The course will 
start by providing a general overview of adaptive designs, explaining the different type of 

https://urldefense.proofpoint.com/v2/url?u=http-3A__www.biostatistici.it&d=DwMFAg&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=bfxnHXFAqRKH1Q-X-CNXlpX6CnGAmYLK76vSbPKtR2Q&s=oBvXQ9a8Drtbq6QsJHHwID8iiGFDJoYN6ENfDPhcxdk&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001uRPD78gLfkkwVJ8GSeTuJ-5FHMfHSkcVFluxixmSr-2D49Rvy2OmO6DXO-5F8ueIb-5FfkxUFe5RF6LHmtCsIf8Gd7iMLTfwioIhqnquMRR2GFGV4Da9yS5NvFHjYK3hb0RV5KFR0bCCx6khBkoTKdO3XKvCl64UQOTLlwxN-2DQ9n2zaW1GdoVgSLjU71gAvTIrA-5FV40g-2DVQ7Oqfp-2DrAlVEZxBTaYXqVtmwqUiyFHhdz6-2DzJDZnFVwP71alGO-2DlR3lyz0PUlPPSUvSQSiBTui9bCQNaawABzIwsxIziyplUalaGqfK3I9FhRCtq5UBubegT6XY1klVENm0hfhiruZplzmZKYmoPcQ3E5XXughVU6yN8WBCZUMloRI-2DqF2nkYjUcX7Jhi6uruYxFRE7-5FUGTEVVFEVQSaorKqsPVajWFrakXoRa87B1KFDzG5qGok-2DOVocZKUYHneZwnliaNg6cM12eGBSdpLr2QAeLSyArJkgP-5FFCGIJqjesi2DFONNZV-2DBMCQzTkEPDljXybGEgc3UGPhIffrjglvPciNF2oJKSPBfiQqJgk1N-5Fm9Im4jU3D02pbJy-5FZLmVbgRCAawrE-3D-26c-3DDplwxY04iWyQZTsPj52-5FRGzVO5eOyJw0-5FeVQaCXXt0z3nssXAN0rzQ-3D-3D-26ch-3DBpRkhFVUhzpokfF2Ng-2DU9mavwx5c18k3GIP5VMwE8SyboqE-5FkWpvWA-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=3nggz5MYzfwMBkqCgg3v2vGteCYJur6g4aEQ74nf82I&s=yBa1hRIw5tFbIJE5RyquRHeR8GfVsbK_5bTZ6oMs_8E&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001uRPD78gLfkkwVJ8GSeTuJ-5FHMfHSkcVFluxixmSr-2D49Rvy2OmO6DXO-5F8ueIb-5FfkxUeLQYyLphCgSYQNZFetSY-2De7kpAoKR4CJgRSbc34VvH-5FCo-5FfkUaaMLT45awciWG95-2DG7duYpU9quwlxEDZm0stheEwW1M4q9Ykfw5dafsACjngOOsjTillp38bEA-5Ftic3-26c-3DDplwxY04iWyQZTsPj52-5FRGzVO5eOyJw0-5FeVQaCXXt0z3nssXAN0rzQ-3D-3D-26ch-3DBpRkhFVUhzpokfF2Ng-2DU9mavwx5c18k3GIP5VMwE8SyboqE-5FkWpvWA-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=3nggz5MYzfwMBkqCgg3v2vGteCYJur6g4aEQ74nf82I&s=Il0CrcmjbWLDob_5ZGlO_j-Ks9a1NOYVVplPxEEw9i4&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001uRPD78gLfkkwVJ8GSeTuJ-5FHMfHSkcVFluxixmSr-2D49Rvy2OmO6DXO9bA7tkF3LQuWjAzJ1EFU8icYdsB9khvqTasGujqID3MhMRyIMYsjEgCXH7f88Wxv8U56-2DtGQvgCh-5Fynp9aJEt8I3S4mJkahpOaM0SMW8XerBQQyl6YXz9BldAG4cwCWiypphg8XYCIy-26c-3DDplwxY04iWyQZTsPj52-5FRGzVO5eOyJw0-5FeVQaCXXt0z3nssXAN0rzQ-3D-3D-26ch-3DBpRkhFVUhzpokfF2Ng-2DU9mavwx5c18k3GIP5VMwE8SyboqE-5FkWpvWA-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=3nggz5MYzfwMBkqCgg3v2vGteCYJur6g4aEQ74nf82I&s=XsJ9yWWaxk_EiW6WIcPXoUT1zyVfWoeNh3f4QEAaAyc&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001uRPD78gLfkkwVJ8GSeTuJ-5FHMfHSkcVFluxixmSr-2D49Rvy2OmO6DXO9bA7tkF3LQuWjAzJ1EFU8icYdsB9khvqTasGujqID3MhMRyIMYsjEgCXH7f88Wxv8U56-2DtGQvgCh-5Fynp9aJEt8I3S4mJkahpOaM0SMW8XerBQQyl6YXz9BldAG4cwCWiypphg8XYCIy-26c-3DDplwxY04iWyQZTsPj52-5FRGzVO5eOyJw0-5FeVQaCXXt0z3nssXAN0rzQ-3D-3D-26ch-3DBpRkhFVUhzpokfF2Ng-2DU9mavwx5c18k3GIP5VMwE8SyboqE-5FkWpvWA-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=3nggz5MYzfwMBkqCgg3v2vGteCYJur6g4aEQ74nf82I&s=XsJ9yWWaxk_EiW6WIcPXoUT1zyVfWoeNh3f4QEAaAyc&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D0013ELvrssGC9b7wOtCUvYxy-5F5msNc2GqeUI021Hugv7OrJmOgpa-5F-2DSWSh0LKcHcPxZ6QSU8cgQpI9O8ZemvbeFxeu3ay2CflHeZA9goX-5FCnuklZnU8cP-5FWe7rRtXJ6ttnZSUFvTaCrQ2-5FmAHE6-2D10GEw45aTAYt7n2mmRBgosME4EybWOx2UU74ehLvHDAlbPCyU8ohgimTSBRp2ICPg0GI1fejak9ydTq6JjRUOBDMqsAqfnPZ2gCaC9m4-5FCXPKS9rqbnrehMmpHsge-2DRjza2dfqc0cvKZb3zw9t1yknQFOrsUtYSQc2IFQ-3D-3D-26c-3DCxxya2XDHtu0FBWQaBnvXoFQTIcKIXaFq5M6uSh52zFq4Bzst82V-2DQ-3D-3D-26ch-3DUOF4fUBGDzDC5tIoIZyRrVSaA2Y42lHEIFULdnkMVkhx5IO-2DDP9uzw-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=zTSkiOugBFVXZTcBxWnW0cWXThgHS7nnqCu5qZEaiYs&s=cMRK971ZFcFpEDcKbVUdftjETr_xZYxGoCsaTW9Ti6s&e=


adaptations possible and the benefits of each design. Following this, participants will be given 
the opportunity to have a go at designing trials in R (using RPACTS), EAST, FACTS, and nQuery.  
Click here to register. 
 
Women in Data Award:  Chrissie Fletcher     

                                                                                                                              
 

 
Two weeks ago saw the Women in Data conference held in London, and we're delighted to say that 
PSI's very own Chrissie Fletcher was recognised as one of their "20 Women in Data & Technology" for 
2019!  Click here to view the video! 
 
"Be bold, take the initiative, step out of your comfort zone and feel proud of your achievements." 
-Chrissie Fletcher 

 
Would you be interested in working with the PSI ToxSIG Committee? 

 

As a group of Statisticians working within Toxicology, but covering wider pre-clinical/non-
clinical areas, the PSI ToxSIG committee hold regular TCs, organise up to 4 free webinars per 
year and run an annual 2 day workshop. Being a committee member does not take up 
significant time but has presented a number of advantages to both past and present 
committee members. The committee are currently looking for more companies to be 
represented on the committee. We currently have representatives from Boehringer 
Ingelheim, Covance, Janssen (JnJ) and GlaxoSmithKline. If you work within a related pre-
clinical area and would like to be involved in this wider support network, please get in touch. 
 
Members of the PSI Toxicology Special Interest Group committee have found this to benefit 
them in the following ways: 

 Helps to forge partnerships with statisticians across the industry with a common goal 
 Engage with some of the experts in this field 
 Opportunities to be involved in writing or contributing to published papers 
 Identifies who to contact when asked about an out-sourced study 
 Learning on a regular basis about the work being performed in other companies 
 Improving personal influencing, communication and organisational skills 
 Influencing the choice of webinar topics to broaden own learning 
 Promoting and increasing exposure for own Company and the innovative work 

performed in related areas 
 
For more information and to express an interest in joining the committee, please email 
gareth.thomas@covance.com. 
 

A PSI ToxSIG webinar - Big Data, Data Science, AI and other buzzwords: 
What does the Data-Driven Hype mean for Pharmaceutical Analytics? 

 

https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D0013ELvrssGC9b7wOtCUvYxy-5F5msNc2GqeUI021Hugv7OrJmOgpa-5F-2DSWdJhqYqryDWfh0RhS5WTM8EfwzeY1b6SOfcropbbNhtbGwDju9agv8-5Fj3ouE3N8WzbjBIYdOse2M8s7-2DgcEGUChcs0Fux2NHmNahW1NS-5FfeuwonDHyZ4wSnbY3WF2P-5FTZUZtwd6i77WRw2fpIXwMR-5Fzh2PXYh7Xmb-2DWfzgjLuHsX28LBa-2Dkv-2D9SScxym5KQEsUdwBpdWYsyzUb9Q79wESktM6vgzP-5F9-2DRGew5vJw4V0omZ9LLsLCrdN-5FboRXXfp1ud7xxzEG9ls765JSZp533lU-3D-26c-3DCxxya2XDHtu0FBWQaBnvXoFQTIcKIXaFq5M6uSh52zFq4Bzst82V-2DQ-3D-3D-26ch-3DUOF4fUBGDzDC5tIoIZyRrVSaA2Y42lHEIFULdnkMVkhx5IO-2DDP9uzw-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=zTSkiOugBFVXZTcBxWnW0cWXThgHS7nnqCu5qZEaiYs&s=zalOm3Gi3LiaQ5QmuRC8w4VxURhu58Ur1NFhdRUtQG8&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001uRPD78gLfkkwVJ8GSeTuJ-5FHMfHSkcVFluxixmSr-2D49Rvy2OmO6DXO-5F8ueIb-5FfkxUM34-2Dd5DuOZNSlwomUxh-2DZUC7phb6NOCQrT4rblCwya6jYAdmcEbrNzUquFD2cX36IHnC1yswCaL2gvxs467Hw6QRb-2D0akO1Q2NrvMVHRci8-3D-26c-3DDplwxY04iWyQZTsPj52-5FRGzVO5eOyJw0-5FeVQaCXXt0z3nssXAN0rzQ-3D-3D-26ch-3DBpRkhFVUhzpokfF2Ng-2DU9mavwx5c18k3GIP5VMwE8SyboqE-5FkWpvWA-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=3nggz5MYzfwMBkqCgg3v2vGteCYJur6g4aEQ74nf82I&s=oXUpn-qeTiR6uRbhlRfvD2KTCAlMTKBYGCNjqji_nco&e=
mailto:gareth.thomas@covance.com


 

 

Tuesday 14 January 2020 14:00 - 15:00 GMT 
Speaker:   Richard Pugh (Mango Solutions)  
 
The last 15 years has seen a massive shift in the role of data and analytics, driven by 
the increased hype around big data, data science, machine learning and AI. This 
presents both challenges and opportunities for analytic teams. This webinar will strip 
back the hype to look at what these buzzwords really mean and talk about the impact 
this is having on the role, remit and operating model of analytic teams in the life 
sciences industry. 
 
This webinar is organised by the Toxicology Special Interest Group. Find out more 
about their objectives.  

  

PSI New Starters Half-Day Networking Event 
 

 

 

Thursday 6 February 2020 13:30 - 17:30 GMT 
Location: King's College London, Waterloo Campus  
 
An opportunity to meet statisticians from across the pharmaceutical industry in a 
relaxed and informal setting. An exciting program of events and a chance to work in 
small groups on a data analysis challenge. Lunch provided.  Click here to register. 
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PSI Webinar: Longitudinal modelling: Time to take the next step? 

José Pinheiro, Björn Bornkamp, Tobias Mielke, France Mentré, Rob Hemmings 

 

The purpose of this webinar is to explore the use of longitudinal modelling across 
drug development, highlighting its opportunities (such as usage as primary 
analyses, or for improved decision making at interim analyses) and caveats. One 
important aspect to be discussed is the evaluation of the efficiency of (parametric) 
longitudinal modelling versus standard cross-sectional approaches, and factors 
based upon which one approach might be preferable over the other.  Click here to 
watch. 

 

 

 

Quantitative Decision-Making SIG Webinar: SWOT Analysis for role of Pre-
Clinical Statistician 

Véronique Robert, Guido Thömmes, Oliver Sailer 
 

Quantitative methods to support decision-making in clinical drug development already 
exist but may be unknown or unused by pharmaceutical companies. We performed a 
survey among pharmaceutical companies, targeting people with different profiles 
(statisticians, non-statisticians and decision-makers) working at different stages of the 
clinical development (study level, development level or portfolio level). This survey 
allowed us to analyse which quantitative methods are known, which quantitative 
methods are used (or not), what benefit is expected from this kind of methods, and what 
are the needs for a larger use of quantitative methods to support decision-making. It 
permitted to understand the gaps and some of the issues associated to the use of such 
methods in drug development. The webinars are intended to share the learnings from the 
survey and to promote different quantitative methods for decision-making.  Click here to 
watch.
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How to get into the flow and reach peak performance  

Do you want to have fun at work? 
Do you want to experience satisfaction? 
Do you want to get things done at work? 
 
Getting into flow is about these things. Today, we will speak about a research on how to get 
into the flow and reach your peak performance. 

How to leverage time-boxing to reduce overwhelm being a 
statistician 

Batch processing and scheduling tasks to fight procrastination 
 
Do you know how to make a good to-do list? 
Do you know how to set priorities versus the time it takes? 
Do you have a problem with over-committing? 
 
One of the most effective skills you can have in life is effective time management. According 
to Michael Hyatt: “What gets scheduled gets done.” If you’re not managing your time well, 
there’s no way you’re going to reach your goals at work and the life outside of it. In today’s 
episode, we discuss time boxing and batch processing.  

CALC Episode 4: Be Significant: What employers look for  

 

So, you want to be a statistician in the pharmaceutical industry? 
You want to drive drug research and development, but you are wondering what employers look 
for in the perfect candidate?  
 
You are in luck – PSI CALC are here to share their top tips on how to be the ideal candidate. In 
this episode, learn about: Entry Requirements; Technical and soft skills you’ll need to 
demonstrate; Writing the perfect CV  
 
Go ahead, listen to this episode and be an effective Statistician!   
Alexander Schacht 

  

 

  
 

10% discount on the early bird rate available for the following courses: 
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Register your interest now to receive updates, 
hear when registration opens and receive a 
discount on the early bird rate (where 
applicable)! 
 
Future Events 

 Training Course: PK Methods and 
Regulatory Considerations 

 

 Training Course: R for SAS user 
 

 PSI One Day Meeting: Missing Data 
 

 PSI Scientific Committee One Day 
Meeting: Non-proportional hazards and 
applications in immuno-oncology 

   

 back to top 
 

 

Volunteers needed 
 
EFSPI are seeking volunteers to join an EFSPI Communications committee.  If you have expertise in 
using a variety of communication channels and you have ideas and suggestions for how EFSPI could 
improve the website and its use of social media, please contact Chrissie Fletcher 
(fletcher@amgen.com).  
 

 back to top 

Job Opportunities 
 
For 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. 

 back to top 

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….. 
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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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