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In this newsletter:   
      

Regulatory – draft Health Canada guideline on Public Release of Clinical Information 
Scientific – upcoming meetings 
Country news – BBS (Switzerland), PSI (UK) 
Special Interest Groups – HTA update 

Job opportunities – CHEF de PROJET BIOSTATISTICIEN(NE) Oncologie,  
BIOSTATISTICIEN(NE) expérimenté(e) Oncologie, Biostatistician/Senior Biostatistician, 
Senior Quantitative Safety Scientist, Clinical Development Statistician, Global 
Development Statistical Specialist, Oncology Biostatistician Project Leader, Oncology 
Biostatistician 
The World of Statistics 
Follow us on Twitter and LinkedIn 
And finally… 

  



Regulatory 

 
On the 13th April 2018 Health Canada released a draft guidance on Public Release of Clinical 
Information with comments due by the 25th June 2018.  Click here to view the draft guidance.   The 
EFSPI/PSI Data Sharing Special Interest Group will be reviewing this draft guidance.  Anyone wishing 
to contribute to the review of this draft guidance please contact Rebecca Sudlow 
(rebecca.sudlow@roche.com). 
 
The 3rd EFSPI Regulatory Statistics Workshop will take place on the 24/25th September 2018 in 
Basel, Switzerland.  The agenda includes sessions on estimands and case studies, complex data 
types and designs in confirmatory trials, basket/umbrella trials, use of clinical practice data to 
support confirmatory trials, phase I dose escalation trials and contributed short topics.  The program 
flyer can be found here on the EFSPI website. 
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Scientific  
 

Small Populations and level of evidence, June 27 
 
On Wednesday June 27 the scientific meeting on Small populations and level of evidence will take 
place at Idorsia, near Basel. In this joint EFSPI/BBS scientific meeting speakers from regulatory 
agencies (Anja Schiel, Norwegian Medicines, and Dan O’Connor, MHRA), academic institutes 
(Stephen Senn) and pharma companies (a.o. case studies from Roche and Actelion) will present their 
view. In the afternoon Nicole Gusset (patient representative of SMA) will give a patient perspective 
in our meeting. More information can be found here and to register click here.   

 
Recent Advances in Clinical Trials, March 23 
 
The slides of the presentations from the scientific meeting on Recent Advances in Clinical Trials are 
available on our website, click here.  

 
Decision making in Clinical Development, after summer 
 
In addition, the scientific committee is planning for a 1-day meeting on ‘Decision making in Clinical 
Development’ later in the year. More information will follow. 
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Country News 
 
BBS (Switzerland) 

BBS held a workshop on New developments in HTA, adaptive designs and Multiplicity – in 
remembrance of Willi Maurer on the 17th April hosted by Novartis in Switzerland.  Click here to see 
the slides.   
 

PSI (UK) 

https://urldefense.proofpoint.com/v2/url?u=https-3A__www.canada.ca_en_health-2Dcanada_programs_consultation-2Dpublic-2Drelease-2Dclinical-2Dinformation-2Ddrug-2Dsubmissions-2Dmedical-2Ddevice-2Dapplications_draft-2Dguidance.html&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=RzJPrVyeEG27xjnZWCEWPhZYVRhtbMoOLrinfTWp8_k&s=vpA2Fvpzq5yPvx9y6TiK3iwp85LwXzcRt77pEbq-1gk&e=
mailto:rebecca.sudlow@roche.com
https://www.efspi.org/documents/events/20180312_3rd%20EFSPI%20RegStat%20Basel%20program%201st%20announcement.pdf
https://www.efspi.org/documents/events/Events%202018/BBS%20EFSPI%20Small%20Populations%20and%20level%20of%20evidence%20Meeting/BBS_EFSP_Small_Pop_2018_Draft2.pdf
https://www.efspi.org/Core/Events/eventdetails.aspx?iKey=SPJUN18
https://www.efspi.org/EFSPI/Events/Archive_Items/Recent_advances_in_Clinical_Trials.aspx
http://bbs.ceb-institute.org/


Pharmaceutical Statistics March/April is now available.  The current edition of Pharmaceutical 
Statistics is now available on the Wiley website.  In this issue there are three papers on methods in 
survival data, including the use of Tobit regression. Other topics include the use of historical 
controls, model-based drug development and sample size re-estimation. 

PSI Webinar: Patient Reported Outcomes (PROs) - Clinically meaningful interpretation.  
Tuesday 8th May 2018 14:00 - 15:30 UK Time.  Presented by: Kim Cocks (Adelphi Values), Andrew 
Thompson (EMA) and Christoph Gerlinger (Bayer)".  This webinar will include an overview of how 
PROs tools are developed and used in clinical trial settings and how results can be clinically and 
meaningfully interpreted. In addition, a regulatory viewpoint will be shared on the key 
considerations for PROs. The talks will also include examples and case-studies showing the 
derivation of validated thresholds for treatment responders and interpretation of PROs in the 
context of regulatory approval.  Click here to register. 
 

Training Course: Multiple Testing in Confirmatory Clinical Trials  9th May 2018, Crowne Plaza, 
London Heathrow.  Presented by: Carl-Fredrik Burman and Lisa Hampson.  Early bird registration 
deadline: Monday 9th April 2018.  Regulatory agencies require strong control of the Type I Error for 
all confirmatory statistical tests. Multiplicity issues can arise for several reasons, e.g. the possibility 
of winning on two different endpoints (like PFS and OS), interim analyses, or testing for effects in 
several patient groups. This course will focus on the principles underlying multiple comparison 
procedures and their applications to confirmatory clinical trials. We will describe simple ways to 
construct valid multiple tests, and will explore how tests can be incorporated into recycling 
strategies. Group-sequential and some common adaptive tests will also be described. Concepts will 
be introduced through a combination of lectures, exercises, and discussion sessions where groups 
will focus on the issues that might be encountered when designing and communicating statistical 
tests.  Click here to register. 
 
2018 PSI Conference: Amsterdam 3 - 6 June 2018    The theme for the conference is "Breaking 
Boundaries in Drug Development", composed of a range of plenary and parallel sessions, from 
Developing Leadership and Influence to Machine Learning.   For further details please visit the 
conference webpage. 
 
2018/19 Introduction to Industry Training Course  Next course starts Oct 2018.  The 2018/19 course 
will include 3 sessions in continental Europe and 3 sessions in the UK. The course will aim to describe 
the drug development process, including sessions on drug discovery, toxicology, data management 
& role of the CRO, clinical trials, health technology assessment and marketing.   Click here to read 
more. 
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Special Interest Groups 
 

Health Technology Assessment (HTA) Update 

 

The International Society of Pharmacoeconomics and Outcomes Research (ISPOR) has released a 
report outlining the 2018 top 10 trends in health economics and outcomes research.  Click here to 
view the report.  ISPOR has released a number of good practices for outcomes research, click here to 
see a listing of available reports. 

https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001gdsH-2Dc9qRcmFHgcC-5FpflwO2A8Rr4TZrH5Lcr3km-2DKuJUf4gtLFwt-2DR5EKTFIyIOBRd4nuuGeFuZfHFdedwDQNTqKrq-2Df0gwY1yoaJ77D9WUrwU7-5FHEQ19zf1y-5F1eHV93-2DKnSRv7gQZj-2DVK-2D2zXQJ2veDB5LNf6CGdUIGTL7bmld1mregTvIbUbNVfkAHqRzTUZueYBR0mhRRvziVD6nSKO8ZnZfM8wMyMOWXM6-2Dn8XewMbThwRVPhyZI1EypRzn3YKE09-2D4usALRTyFOZs6JFPqa93QGfWrptvxWGCUgVDkGXH3Sa9AY6PTll3ttpL8FVql0QGYNA7dUCpEQ8MlnzD5INwofKBQALcPdaR2-5Foo3FvkGSvCO0M-5FM4UCtglUr-2DG2ZO3GZk4NA-3D-26c-3DwPn8Gsv-5FCEQ2848kQGQz9AsYxjo63oUVrAQUJkukuPbraOES7poFfw-3D-3D-26ch-3DUgD819eMaJYDk6K6tcnO3hiMeZXusTXTh6-5FV4M5EkXKqgZrx6v67RA-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=z5FE_9q1aZA58TnL84kSO2ipcDhmzCkoKXDjXRlHiss&s=zvNP-YtIeGMkJJ0Y9qoHZp4czVvYysg-bQ4zEm9JfyM&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001gdsH-2Dc9qRcmFHgcC-5FpflwO2A8Rr4TZrH5Lcr3km-2DKuJUf4gtLFwt-2DZY8AI2oDMSys-2Db3hD76-5FA9-5FWw-5FVbBatdg7GYfFKBZ9xZK-2Dkn1mFgwSe3jKyuNRLcAGb8WpPZGbMVM3NwGd3hw6pdnYdntM3AS0CHXY6YIjXPgSUqnXdecEdSMShEautiwdNooV3MSgW8sfUeevZIQvhLBpGURKW9WQupjptVs2mIvkorzTwDVQrt-5FFcgxqn3hbCeAsJRsDm8vx-2DJPpHQVfxSkz3acZ8A7ia0CyjRocT-5F-2D4dCcfc-2DlM1-5FSVebiPJCI4aez8mUuxDlOMzbAIOp-5FUeKkbrucIbWG6MaTK365Mcra1k26ISPJDbUCOHkozUuswYROeNjzehebnQ3dTUgq7BiGgJaKdRj4kMBD-5Fj6QVT14vcJWayem99s-5F7atRPQl6tPOWPCQhXBnXi-2DQresNxdhKLkKamsYmcOVJ619MZ4XBvz49pMP9-2DcKfh2CEa3LjpEiDrP7bC1AwXcbubqdblVHSHNH12qnrw-3D-3D-26c-3DwPn8Gsv-5FCEQ2848kQGQz9AsYxjo63oUVrAQUJkukuPbraOES7poFfw-3D-3D-26ch-3DUgD819eMaJYDk6K6tcnO3hiMeZXusTXTh6-5FV4M5EkXKqgZrx6v67RA-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=z5FE_9q1aZA58TnL84kSO2ipcDhmzCkoKXDjXRlHiss&s=IW577gdiMkLiQafgd3kehoJl5MaFVG4tTT5s-ILWu0A&e=
http://r20.rs6.net/tn.jsp?f=001hkoj47gxXudwjUJfj4PxuH9Wyz6uz2mklEk1oUBHhI3BKjs8i5YaFLnhzDtrnfy8Lfla9gAHycy3Yh2kCJnCuSCgDcvQ7KJ4OoUsuqkgYH6McAhGkSRctLaJUZXmGczlKbpf11N92_nHAwGdlhmZNzVHCF3x4WFMZvHRYLUQgrL6XUFQRt7y5DP0FpMA8ZXhr0zynhBHtR7tULbqgOKqpNlcC8zxi3sp4CmQT5U-kpYZN2GpECUyuPQ086JOZaj_oQ5vbTxwbjVPWF1kQyFK2VVWUvxil32xLqMoViOAEnA4EZmKQXQteyb-D0EFekDg-lQzlniUCplKbBn6b3OfG5xwt2nyIqV_iT_TnpR-CPlSasqI1asyyy6rA6Q8hMep8LWQmgS6XQQsixJEp2R6K8HOdoZSrQe2N86VkwiBuSdPaTLZhfpQqgK85cBEoKgaDERaaP-A_Tlfqrjg7kGhfp9hCxfKIczbTLYIWuVioRng_XTnl8z-gVstTHsFeyK2FaLSxJPkSQW0js-d18QCa2SzmGQ5KylCay6cq0WEnyNYDUZ47fDRLlNSnXFxRoxHp3Cdv3OfMrejU7413YY3rdyG4jMI1iTPaK45vszcHfSqolFV5Ab_ULbJsfsk0zBqzgcs9ukcDFCpF48AeKUXCRHm_lpAUsaKfOnrTmEr7jVMp2HT4ywIMJNG9FAWCDd5vneu4gIyBYzmQzCvWyLwnXxcIlX9UOCDmBxue64cptbWZ4B-e_dnBFqTyhsdsIodsVe7JXmZgaA-S5oKQXwtGkJTjX0uf5xs4WEXe4tu-e-G_OPhqr9j1KHxRD4FB3sdNxUxdDYCktO4ZSZuZ5OwnCEQV-eLg73FujyWwO72xWC8wxC8A6-BkOn3DvYITgvhYVT_vFjW0jJXRtg6kdm10uFCw-AD6yNBlie0Cis0sTfY_-XPYk69Hw1oF2XkrN3Mw-mn5EA2JzZ4MsU9_0KNlyLKnPDH3ayLF-n6-OHtMFV9ts422pCWyRHXU8cGUhAKpONNh0L1y3yEAqrANqLxoZui4j92uPg0dSoE5UAm7egxHAPGKjK_KSkhN5BHd8kI5DPKl8Ekg46NQdhw0NFt8BSKdIzBnh8X3FLapR9ICFmh7U7LsO9NwGRVfM2SoO5oC4H5yebZS8YuYVpy-c3HhTMezgVW2ZdW-aIE122qMCk_TIVyBktdo5RN4MIboJb377n0BsO7HmcydQTmfEb2P1MmV7nYsD7BLLgbGUYCwbMc8ZSaHNnWdT6RWNjsHDZu&c=W0B5AOiUDK0oP4ZKLZ4KtOKGB4Dz7PsWuBmdQfW3DxNpq5U4tsAbMA==&ch=JYSa05f49X6GQ_F1I9T6lzYi4l5SKOoQCea7hHVZv0rG00YOUSUauA==
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001WzzZ4F9po1PwrLyiC6Odhgg7vcwCeJEjQUb5BdRSG2Pu9Y8kuC1AFs9nV7suXfVowzoHH-2DEZIsIknQRnPANLnsiFdSontAdyHTsuAJkJBGKZ-2DL6ehEmGDfclqY6LjpJRfzovfop8ZU8MYXAqhD2TNSk6H0WsaYK0J8xaIiU6LHep3ujlx0ME-2DZJY58I3XJ121-2DZXqoIpKxp23dZNjljlPDyWCC3xQJeoZg-5FEXkT06o1Kwe0DKY1MerfYTs4Z6lokcbxlocNr9oZjrSElqs23Z4RzJMnagx9MNt7X9Hfz9XZkDRdK0X-2Dm8RCeq4qabCdA7trqssaV5GVO4JaHXuzM2DAAbMXvWIUKV4VjMb9GvB32fWRcQgV1NVNvwQt14qQfwqYQQljgBAQ8ssYXzXIW6AnHp76fGGDY-26c-3D8tXCxeVsIWzyUzc8sZtFH6q-5F47K9ZzIWnbmBmk2UEB8sni9gqVMr1g-3D-3D-26ch-3D6Wege6O6rKt3LxAS6UXZFdqz1XrJawtNKxsvBY4tzhLxRkXz0fM9UA-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=yPRdDornZkEME7mAU52SSvuRVmjYJJ4QClwuwKBOd3Q&s=zO5wCaAQnHsc2plVPYSjvmaLurmYmBseoqmKQJ3WsNQ&e=
http://www.psiweb.org/events/psi-events/2018/10/01/default-calendar/introduction-to-industry-training-course-2016?utm_source=February+2018+second+edition+eNews&utm_campaign=eNews+April+first+edition+2017&utm_medium=email
https://www.ispor.org/top10trends.pdf?v2
https://www.ispor.org/research_initiatives/hs_initiatives.asp
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Job Opportunities 
 
Opportunities exist for CHEF de PROJET BIOSTATISTICIEN(NE) Oncologie,  BIOSTATISTICIEN(NE) 
expérimenté(e) Oncologie, Biostatistician/Senior Biostatistician, Senior Quantitative Safety 
Scientist, Clinical Development Statistician, Global Development Statistical Specialist, 
Biostatistician Project Leader Oncology and Biostatistician Oncology.  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. 

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


 
To view previous newsletters please see the EFSPI website in the “News” area. 
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Chrissie Fletcher 
EFSPI Communications Officer       

 

http://www.efspi.org/EFSPI/News/Newsletters/EFSPI/News/Newsletters.aspx?hkey=2c121403-0d2d-4ab9-9a82-fce10742c0b7

