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In this newsletter:   
      

Regulatory – CTFG report on innovation in clinical trial design, EMA Regulatory Science 
Strategy to 2025, EFPIA REVEAL Survey, new regulatory guidance documents, upcoming 
webinars 
Scientific – early phase clinical trials, precision medicine in drug development 
Country news – APF (Germany), BBS (Switzerland), IBIG (Italy), PSI (UK) 
Other events – DIA/Stats forum, IBS Group sequential and Adaptive Design workshop 
Job opportunities 
The World of Statistics 
Follow us on Twitter and LinkedIn 
And finally… 

  

Regulatory 
 
In February, the Clinical Trials Facilitation Group (CTFG) released a Recommendation Paper 
on the Initiation and Conduct of Complex Clinical Trials.  This document provides 
recommendations for sponsors regarding the authorisation and conduct of complex clinical 
trials. The document describes the current perspective of the Clinical Trials Facilitation and 
Co-Ordination Group (CTFG) on these trials and outlines the major issues that sponsors 
should address in the process of initiating and conducting complex clinical trials in the 
EU/EEA.  The document highlights differences between complex clinical trials and 
conventional clinical trials particularly with regard to clinical trial applications (CTAs) and 
requests for substantial amendments.  The Danish Medicines Agency who have led the 
authoring of the paper, are hosting a meeting on the 30th April to discuss their paper.  If 
anyone has any comments, please contact Christine Fletcher (fletcher@amgen.com).  
 
EMA have released their Regulatory Science Strategy to 2025 for public consultation. The 
five key areas include: 
-        Catalysing the integration of science and technology in medicine development; 
-        Driving collaborative evidence generation – improving the scientific quality of 
evaluations; 
-        Advancing patient-centred access to medicines in partnership with healthcare systems; 
-        Addressing emerging health threats; 

http://www.hma.eu/fileadmin/dateien/Human_Medicines/01-About_HMA/Working_Groups/CTFG/2019_02_CTFG_Recommendation_paper_on_Complex_Clinical_Trials.pdf
http://www.hma.eu/fileadmin/dateien/Human_Medicines/01-About_HMA/Working_Groups/CTFG/2019_02_CTFG_Recommendation_paper_on_Complex_Clinical_Trials.pdf
mailto:fletcher@amgen.com
https://urldefense.proofpoint.com/v2/url?u=https-3A__efpia-2Dcurrent.cmail20.com_t_i-2Dl-2Dnutvil-2Dydtypuddh-2Dr_&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=cGd2hWLfFyYHMNKs9HdSRydqzWYj-DxDNLl6hwHj1zE&s=bz_7pyFSFgpi85bZm-uM_A8bJUNRauLmmvXhLxScdHs&e=


-        Enabling and leveraging research and innovation in regulatory science. 
 
EFPIA is consolidating feedback from Industry.   
 
In March, EFPIA launched the ‘Evidence REVEAL study’  exploring two prioritised key themes 
of 1) Use of RWE and 2) Complex Clinical Trials.  Companies are being asked to share case 
studies of how RWE and the use of more complex clinical trials are being used to support 
regulatory decision making including highlighting key challenges that have been experienced 
to date.  Survey responses are due by mid-April and a report will be issued later in 2019. 
 
The following are new regulatory guidance documents that may be of interest: 
 

- New draft FDA guidance on ‘Rare Diseases:  Natural History Studies for Drug 
Development’. 

- Fina FDA guidance on ‘Enrichment Strategies for Clinical Trials to Support 
Determination of Effectiveness of Human Drugs and Biological Products’ 

 
A new ICH guideline E20 will be developed on Adaptive Designs.  Nominations for EFPIA 
representatives were provided in March and the candidates selected will be announced in a 
future newsletter.  
 
The EFSPI/PSI regulatory committee are planning two webinars in the near future, so please look out 
for more detail on those. At our first webinar, scheduled for April 29, the topic of Subgroups is to be 
discussed. At that meeting Aaron Dane, David Svensson, and Armin Koch will share 
interesting  work from the expert group on subgroups as well as reflections from a European 
regulatory perspective. We are also planning a webinar on reflections/implications by the updated 
draft FDA guidance on adaptive designs. Jϋrgen Hummel, Erika Daly, Kaspar Rufibach, and Kit Roes 
will give a summary of the updated draft FDA guidance, implications on confidentiality of interim 
results, implications on statistical software (specifically RPACT), as well as share comments from a 
European Regulatory perspective. This will be followed by a panel discussion by the speakers. More 
detail to follow.  
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Scientific  
 
A training on Early Phase Clinical Trials will take place in Paris on May 20 – 22 by Prof. Thomas Jaki 
and Dr. Pavel Mozgunov (Lancaster University). This course presents the types of trials undertaken in 
early phase clinical research both in oncology and non-oncology therapeutic areas. Click here for more 
information, and to register click here.   
 
Upcoming event: “Precision medicine in drug development”.  On Tuesday June 4, the joint meeting 
with the BBS will take place at Actelion in Allschwill (near Basel). The purpose is to bring together 
experts from the pharmaceutical industry, academia and the European regulatory bodies to present 
the current state of the art and discuss the challenges and opportunities ahead. First key speakers are 
announced, and a full agenda is expected early April.  Click here for more information, and to register 
click here.   

https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM634062.pdf
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM634062.pdf
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM332181.pdf
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM332181.pdf
https://www.efspi.org/Documents/Events/Events%202019/ETCMAY19/Training%20Early%20Phase%20Paris%20May%202019.PDF
https://www.efspi.org/EFSPI/Events/International_Events_Items/Training_early_phase_clinical_trials.aspx
https://www.efspi.org/Documents/Events/Events%202019/PMJUNE19/BBS_EFSPI_Prec_Med_201_Flyer_2%20(002)Final.pdf
https://www.efspi.org/Core/Events/eventdetails.aspx?iKey=PMJUNE19


 
In addition, the Scientific Committee is planning for a third 1-day scientific meetings after the summer 
holidays. More information will follow in the coming newsletters.  On March 20th , the successful 
meeting on Biomarkers and Subgroups took place in Gothenburg. The slides of the presentations will 
be made available on the EFSPI website in the coming weeks. 
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Country News 
 
APF (Germany) 
 
The next APF Statistical Leaders meeting will take place 11.04.2019 at Boehringer Ingelheim in 
Ingelheim.  
 
BBS (Switzerland) 
 
BBS Spring Seminar:  Synthetic controls – what do we need and how far can we go?  May 10, 2019 
from 9:00-16:30, Roche Auditorium, Viaduktstrasse, Basel.  Sessions include:  an overview of the use of 
synthetic controls, case study examples, views from regulatory, HTA and academia, and a panel 
discussion. 
 
The Seminar is this year free of charge. For organizational reasons please register by sending an email 
in advance to fred.sorenson@xcenda.com.  Registration will close by Friday, April 26, 2019 
 
IBIG (Italy) 
 
On the 10 May the 1st Italian Bayesian Day (for Clinical Research) will take place in Turin.  This event is 
being hosted by IBIG in collaboration with Politecnico Turin. More details and agenda in the coming 
weeks.  
 
PSI (UK) 
 
2019 PSI CONFERENCE: 2 - 5 June, London 
Data Driven Decision Making in Medical Research 
There will be 2 pre-conference courses. One is on “Stated Preference Methods: Eliciting patient 
preferences in the age of personalized medicine” and is presented by members of the Benefit-Risk SIG 
as a follow-up and extension the popular talk they did at last year’s conference. The second course is 
on “Evidence Synthesis for Clinical Trials: Use of Historical Data and Extrapolation” and will cover 
methods, applications and implementation using the R package RBesT“. While familiarity with R is 
helpful, all hands-on exercises will be based on extensive example code such that SAS users are very 
welcome to join the course. Both courses will be very hands on and interactive and will ensure an 
exciting and worthwhile addition to your conference. For more details on both courses please click 
here and note that places on the pre-conference courses are limited. 
 
The scientific programme is now available to view online.  To view all the latest information on the 
Conference, please visit the PSI website. 
 

mailto:fred.sorenson@xcenda.com
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001lNSCWtffhMteFmxM9ynMGmCOqulVEjt5-2DLe5h78K8GHijwnBBojKaZClmOv7Jo-2D7I49Y831wprLkne9zI88FGXnJxYDBr9xx0yyps7BgNqC2MkjpW-5FGENZzb0S7VMsxoLfZBlX-5FEJuHtwSIqLi22FnaxZ7MRlTJQt-2Dp-2D-2D8cvKDTlzpcpEyh9K2dKtYzcAEvA-26c-3DQwybnzi4-5F32xUBlMYGAS4s2HgIKHuTyyF5rVmrxO8t180cCce-5F18hA-3D-3D-26ch-3DFKw77QM1iYQpN5a55-5Fm3kc5rbgZgwd7jvDVtqYjBg4lltEr2ghzyjQ-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=9g-8iv0CHjA8rDPCHiLFCFpn0FqgeD5KKSjJrSExeBk&s=eXomumgH-JwiI--VPkxyYbkrFkULMBjqTMV5Go1jQLg&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001nCgTUCf-5Fff-2Dd9jLnmvR4ylR-2DscXya-2DQFHpXrgO2084ypAlt8hXJhSPmKLmK5BjePYNgXs7k1fhb1Am5mjYDsuUJotATyt6xj-5FAQDNuTKVfhUsxxTMF1uTXT9RH7sKXPoQTYCClRgz3Qub1WKId6VmodUBZcaVVLLX-5FpTokTUeCbDUG0NinrrSYGnLPnCal7ARhUKZTIrONW5eOPXgpBTrB1pa0iyQaklPOa0SiXh7C-2DrQ0ENOG3yzlCwIwx-2DIvYQ-2DFhW-5FDRPmQdCetEOcgKCC52yM5nQYsCa-2D2IpcwDAjq5KdmGDVBggVA70PXKZtzagVkZpwweXXAdQW7LY-5FAV0sLzVo8q7UchuLI9OhrhVa-5FvxjbwVxke-5FQr7bLyRRSmD-2DuIDJfWVsrbQKljuGIP7Ua8j4g2uuPcqbsy2pwUKUfS2MilX0h-5F-2DFA992-5FBTzoYiHleh3jzN0jHstOX28appL90mXgCYOhpHMQBXKQ3n-5FR14ksdaCjtRHvU4lZ946XsyrsbKUHDh9YC7lg9z0G-5Fjh5nycsBW4JN-2DPonxACPCI-5FANCjc6ygV4hGleMZvGPwgK1-26c-3DwWIldwyw9hWGKNvwAa3q-5FbhsIFxDHsJar15ixSHDVHkeTVu1buk4BA-3D-3D-26ch-3DmGofEisaB-5FxbRMBIRIuC8BwDr9WXnMCROLQ8MdQP61P-2DashrZ-2Dpw7g-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=5nPpu-gNmsDLF03XryyFDtig6hwRwls7wR7m2MG401k&s=BF17pCzM-edcSonzEx64soG9XwTWGHC8L4Fjsyr8T_w&e=


 

FEATURED VIDEO: PSI Webinar: Avoiding Pitfalls in Supervised / 
Unsupervised Learning 

Alexander Schacht, Andy Nicholls, Ilya Lipkovich, Jennifer Gilbride -  
 
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. The webinar video introduces ideas and 
shares experiences in this field. The talks introduce several supervised and unsupervised learning 
methods and cover data-driven subgroup identification in clinical trials, and case studies of 
implementation clustering algorithms.  

EFFECTIVE STATISTICIAN 

Communication and Data Science - 
2 interesting interviews 

What you can learn about communication of statistics from a statistician working for 
the BBC 
 
It’s surely not the norm, that a statistician from the pharma sector ends up working for 
BBC. But Robert Cuffe has taken this step and needs to explain statistics to non-
statisticians on a daily basis.   In this episode, he shares the different methods he’s 
using. We also dive into common pitfalls that we as statisticians trap into. Finally, we 
also learn how we can improve our publications to make sure that the science is 
reported correctly in the broader news. Listen to the episode here!  
 
Current trends in data science for pharma – findings from a qualitative survey and 
what we should do about it! 
 
Do you want to learn where the health sector might be heading in terms of data 
science? Do you understand the opportunities and barriers in terms of the application 
of data science? Are you prepared to learn the individual skills needed for these 
changes?  Then this interview with Ursula from Cytel provides you with the relevant 
answers!  You can listen to the podcast on the homepage but also on your “podcast” 
app on your iPhone. If you own an android, you may use an app like Stitcher. Just search 
for “the effective statistician” in your app. Finally, you can also find it on Spotify. 

 

 

 

Toxicology Special Interest Group Free Webinars 

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=
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D0018sG3lKgqXgiIaq22-5FKzR-2Dh-5Fp7zGZuRSem5VO6ICGsTqgefp6UTplM3BTsT8b0otTtfpvRagi6173vIYK6Z94Ozx8K6wnUlqGrVO6BSuL2S-2DpzVB-5FexHs2DNAl0SJX6AgoX1NpBs0H0fnYFeJl2HTcj2K3k0lJIsnGM0z1si2bdS8eOitQt5yOXivHMLFFHuf14wvCZGwSsENEQ9VRwchb1fXfdFSrJKPVG-5FKaDZxuv2U47ggdE9qNG7vA4oovMpwMsVPWz-2DMFndmgF-5FVMrzo1bIaBzrG3xFU-26c-3DCqLrp9d7mEmovnQ0bitb2yMpoQWfHZYLHXnugMZWF2eY-2D7jBnaKw8w-3D-3D-26ch-3DpvISG8f8Kpqv5Ynxsl4k7ZyZcI-2DQLt1IxW9IWZ2mSlewlBNpXE8bGg-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=eyZ1o6rwhD8AdfnDgmIMX8q8ckdPFWdYsUVrYUaTg7M&s=QPSIxDpiBcbsjDCkAMT-ODFo8N6dJ57__MsPEaOjxt8&e=
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https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D0018sG3lKgqXgiIaq22-5FKzR-2Dh-5Fp7zGZuRSem5VO6ICGsTqgefp6UTplM3BTsT8b0otTtfpvRagi6173vIYK6Z94Ozx8K6wnUlqGrVO6BSuL2S-2DpzVB-5FexHs2DNAl0SJX6AgoX1NpBs0H0fnYFeJl2HTcj2K3k0lJIsnGM0z1si2bdS8eOitQt5yOXivHMLFFHuf14wvCZGwSsENEQ9VRwchb1fXfdFSrJKPVG-5FKaDZxuv2U47ggdE9qNG7vA4oovMpwMsVPWz-2DMFndmgF-5FVMrzo1bIaBzrG3xFU-26c-3DCqLrp9d7mEmovnQ0bitb2yMpoQWfHZYLHXnugMZWF2eY-2D7jBnaKw8w-3D-3D-26ch-3DpvISG8f8Kpqv5Ynxsl4k7ZyZcI-2DQLt1IxW9IWZ2mSlewlBNpXE8bGg-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=eyZ1o6rwhD8AdfnDgmIMX8q8ckdPFWdYsUVrYUaTg7M&s=QPSIxDpiBcbsjDCkAMT-ODFo8N6dJ57__MsPEaOjxt8&e=
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https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D0018sG3lKgqXgiIaq22-5FKzR-2Dh-5Fp7zGZuRSem5VO6ICGsTqgefp6UTplM3BTsT8b0otT1oK-5F7qwlCw2dapzic5MmIVYaX1dJLcWcpWEW7TGppySDiKtFpO8DC5MWXEmJrxb7mn8FXrAHHJEkzjUFSjET1PoDo4zzEmZbS-5F2ZQh2Z3eGIPBU9WcJ-5Fraf1QmK9RXiEqP8BkTJz1OPr6uee-2Dnrp7ALav413HJqG0YFJ25U3M7dJLHvYZfpQKE7xkJtiQbw6Phe3p3tY0rutCBbrNG9KpCq5QMDCbfZP5fqxbZaNr9dh5svG0wCzow-3D-3D-26c-3DCqLrp9d7mEmovnQ0bitb2yMpoQWfHZYLHXnugMZWF2eY-2D7jBnaKw8w-3D-3D-26ch-3DpvISG8f8Kpqv5Ynxsl4k7ZyZcI-2DQLt1IxW9IWZ2mSlewlBNpXE8bGg-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=eyZ1o6rwhD8AdfnDgmIMX8q8ckdPFWdYsUVrYUaTg7M&s=ujc3WMjX32qWYhkqslkbG5aCh_urew7EPHp7p-KMcWQ&e=


 
The PSI Special Interest Group “Toxicology” have a series of regular FREE webinars dealing with 
statistical topics faced in toxicology and related fields. The presentations will run for an hour, with 
approximately 45 min presentation and a Q&A session in the remaining time.  
 
The webinars planned for 2019 are: 
 
Tuesday 16th April 2019 - ICH S1 revision and CAD Process                      
 
Tuesday 18th June 2019 - Pig-a Assay 
 
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. 
 

Webinar: MCP-Mod – Theory, Implementation and Extensions 
Cytel sponsored webinar in association with PSI 

Date: 8th May 2019, 14:00 - 15:30 UK time 
 
MCP-Mod (Multiple Comparisons & Modelling) is a popular statistical methodology for model-
based design and analysis of dose finding studies. This webinar will describe the theory behind 
MCP-Mod (plus extensions), and how to implement it within available software. Pantelis Vlachos 
(Cytel) will provide a brief introduction to the methodology and illustrate the MCP-MoD 
capabilities in EAST 6.5. Saswati Saha (University of Brehem) will discuss new variations and 
alternatives to MCP-Mod and show how to implement them in R. Neal Thomas (Pfizer) will 
present further technical details of MCP-Mod by evaluating the method using results from least 
squares linear model theory.  Click here to register. 

 

Estimands and Sensitivity Analysis in Clinical Trials 

22nd - 23rd May 2019, Crowne Plaza, London Heathrow 
Presenters: Christine Fletcher, Frank Petavy, Frank Bretz and Rob Hemmings  
 
This two-day training course on Estimands will cover the following topics: 
 

 Estimand Framework 
 Description, strategies, and construction of estimands 
 Impact on trial design, conduct, analysis and documentation 
 Estimand case studies 

 

Applications open for the 2019/2020 Introduction to Industry Training (ITIT) Course 

Next course starts October 2019:  The 2019/2020 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. For further information and to download 
the application form, please click here.   Deadline to enrol is 30th June 2019. 

mailto:gareth.thomas@envigo.com
https://www.psiweb.org/events/event-item/2019/05/08/default-calendar/webinar-mcp-mod-theory-implementation-and-extensions
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001lNSCWtffhMteFmxM9ynMGmCOqulVEjt5-2DLe5h78K8GHijwnBBojKaXN6q4skclhncWS4-2DmVARFV2HvpNzjYSxeMtqbl9YVECSF-5FM7SqMIW05wRFS7irtalEnDdQ-2DPgBii5E05-5Fxgzy7cKbCptuiSJS34x-2DHYXyXlDQl7QreE1kCSULEV6OrhSZkpWbdn2kL2ESOjZJJ0OTH5Y1oKYF3B1lEYjyeWYUV5ObrvDkuObzC4FEKz-5Fqj1Oe5-2DgFlUgKYFEoZI9-2DzI6q-5FPZ2McaO-5F0ZQ-3D-3D-26c-3DQwybnzi4-5F32xUBlMYGAS4s2HgIKHuTyyF5rVmrxO8t180cCce-5F18hA-3D-3D-26ch-3DFKw77QM1iYQpN5a55-5Fm3kc5rbgZgwd7jvDVtqYjBg4lltEr2ghzyjQ-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=9g-8iv0CHjA8rDPCHiLFCFpn0FqgeD5KKSjJrSExeBk&s=BXug_Wqa0mcSnu18uvxQ_uy-RMjHNVRWmEd3BoqjQSA&e=
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Other events  
 

The 2019 DIA/FDA Biostatistics Industry and Regulator Forum will take place on April 8-10, 
2019.  Website for registration and information:  https://www.diaglobal.org/en/conference-
listing/meetings/2019/04/biostatistics-industry-and-regulator-forum.  The DIA/FDA 
Biostatistics Industry and Regulator Forum is focused on statistical thinking to inform policy, 
regulation, development, and review of medical products in the context of the current 
scientific and regulatory environments including pharmaceuticals, biologics and biosimilars, 
combination products and devices, and generics. Each session will be co-chaired by an 
FDA/Industry team working side-by-side with today’s experts to present a 360-degree 
perspective of statistical design, analysis, and methodological approaches to building evidence 
for pharmaceutical, biologic and biosimilar, combination product and device development, 
and approval.   Now in its thirteenth year, the forum fosters open discussion of timely topics 
of mutual theoretical and practical interest to statisticians and clinical trialists who develop 
new drugs, biologics, and combination products. This unique forum advances the dialogue 
between industry, regulatory agencies, and academia.  
 
The German Region of the International Biometric Society (IBS) is holding a summer school on 
Group sequential and adaptive clinical trial designs, 17-19 October 2019 in PfalzAkademie, 
Lambrecht, Germany.  This summer school provides an introduction to group sequential and 
adaptive designs, and also covers advanced topics. The theory will be illustrated with case 
studies from the pharmaceutical industry.  Each module of this course includes a computer 
practical. We will use the R software package rpact (R Package for Adaptive Clinical Trials, 
https://www.rpact.com/), a validated, comprehensive and freely available package for the 
design, simulation and analysis of group sequential and adaptive trials.  More information can 
be found on the EFSPI website. Please register through this link. 
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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. 
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https://urldefense.proofpoint.com/v2/url?u=https-3A__www.diaglobal.org_en_conference-2Dlisting_meetings_2019_04_biostatistics-2Dindustry-2Dand-2Dregulator-2Dforum&d=DwMFAg&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=W6f4HZXi_ChSRNAm1FrAnvcL7U-Z5LuWAWdxM8_8z5c&s=QOMnrPuvxZ1JXKDuJ2iI7LU8txZWdhhsKTTLJ9XYjAk&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__www.diaglobal.org_en_conference-2Dlisting_meetings_2019_04_biostatistics-2Dindustry-2Dand-2Dregulator-2Dforum&d=DwMFAg&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=W6f4HZXi_ChSRNAm1FrAnvcL7U-Z5LuWAWdxM8_8z5c&s=QOMnrPuvxZ1JXKDuJ2iI7LU8txZWdhhsKTTLJ9XYjAk&e=
https://www.efspi.org/
https://form.jotform.com/90451347804153
https://www.efspi.org/EFSPI/Advertisements/Job_Postings.aspx?&WebsiteKey=0b28fec8-fcd6-4283-b360-0c689a893140&hkey=df6d8219-6d64-4558-a79b-e8584079ff57


The World of Statistics               
The World of Statistics is comprised of 2, 360 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 
http://www.worldofstatistics.org/. 
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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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Chrissie Fletcher 
EFSPI Communications Officer       
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