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Regulatory – EFSPI regulatory statistics workshop, draft EMA Q&A on Data Monitoring 
Committee issues 

Scientific – decision making in clinical development 1-day scientific meeting and 
call for posters 
Country news – APF (Germany), BIAS/IBIG (Italy), PSI (UK) 

Council of Biopharmaceutical Statistics 
Job opportunities – Head Global Statistics (based within the EU), Director 
Biostatistician Phase I 
The World of Statistics 
Follow us on Twitter and LinkedIn 
And finally… 

  

Regulatory 



 
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. 
 
The EMA issued a draft Questions and answers on Data Monitoring Committees issues 
(http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2018/08/WC5002
52790.pdf). Please contact Christoph Gerlinger (christoph.gerlinger@bayer.com) or Anna Berglind 
(anna.berglind@astrazeneca.com) if you wish to comment. 
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Scientific  
 
 
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 the EFSPI website, and registration is open, click here.  
 
New - Poster Session – Call for abstracts! 
For the first time, we will have a poster session at a 1-day scientific meeting. If you wish to present a 
poster relating to decision making in clinical development, 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. 
 
Other events of interest: 
 
IDEAS Dissemination Workshop Wednesday 26th September 2018, Novartis, Basel, Switzerland.   
The aim of the workshop is to translate and promote novel methodologies developed by IDEAS and 
is geared towards statisticians and trialists with an interest in novel methods for early phase clinical 
trials.  Therefore, it will be of interest to those working in academia, industry, HTA or regulatory 
authorities.  Click here for further information and to register.   

 back to top 

Country News 
 
APF (Germany) 

Registration for the annual fall meeting 23. November 2018 in Berlin on Visualization is now open 
(http://www.biometrische-
gesellschaft.de/fileadmin/AG_Daten/PharamzeutischeForschung/PDFs/Agenda_APF_72_Berlin_Nov
_2018__Agenda__Anfahrt__Anmeldung_.pdf). 
 

BIAS/IBIG (Italy) 

https://www.efspi.org/documents/events/20180312_3rd%20EFSPI%20RegStat%20Basel%20program%201st%20announcement.pdf
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=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=
mailto:christoph.gerlinger@bayer.com
mailto:anna.berglind@astrazeneca.com
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__r20.rs6.net_tn.jsp-3Ff-3D001Zi7OM0lLTF2TkMPXG2y7vsy30wscV9jKUcOo6Ks9r5NwkXPMXseL8V5Z4PizWc2mgI9alyjTzjgGOQNTFOhlSdlLeNyKFxiznr466Y93b8wxPfbHDW2HYW4OM8cKaTGx-2DbhrQVK-5FQZX2QAIyFB7-5FumbY5Ul86qfLQ8Z5dqe5gbVNzQzbmkXenoPYlPfqutx58Nz-2DuAH8T0nSYsiKVeIDGHdEm0jYM-5FbPiKZSLDcKqBk9M7iPKQTYczrimuH0i8r1PBhWKMwcukM4lu7ehI6Mm2wsFPa9oqMEbWYMN5bXlMGordk17z11PH3uikZ-5FvW85rEGxhDeSIpEFKyzohy16Vdco7zfAv294D8coxp-5FeROyp1QXGwTXZ7J-5FCNzh2R8Vm-26c-3DQoCRdmOsiZz4nfBYtlpMdrWgAz00RMdqLLp6bJa8a6FjWptqTmxIdg-3D-3D-26ch-3DliuH-2DzJiLJtqgwzCDrrH3Wk-5FxHs5yCwRboMZaghvTGBgteFpF8mmzQ-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=7Vv2Qekaf9ZsSNiWrvk3JA9rlJeu7xdsVGjo74dWWhM&s=kRnp3KqmRFb7RaoI-z-mAcsau5P6ID7CqHrnv_4JN9E&e=
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_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_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=


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. 

 
In addition, IBIG will be a partner of the 4th edition of the Master in Advanced Biostatistics for Clinical 
Research organized by the University of Padova.  
 

PSI (UK) 

 

 

VIDEO OF THE MONTH: PSI Webinar: HTA submissions in Germany, what do 
statisticians need to know to be successful with their GBA dossiers - Part One 

The so called early benefit assessment in Germany was introduced in 2011 
as basis for price negotiations of the institutionary sick funds and the 
pharmaceutical company. Since then, all new drug substances are to be 
assessed at the Federal Joint Committee (G-BA, Gemeinsamer 
Bundesausschuss) by indication. A new indication always requires a new 
procedure. In a first step, the additional benefit over a comparator has to 
be shown based on the rules of evidence based medicine and the available 
clinical data. The marketing authorization holder has to submit a benefit 
dossier with all available clinical data for the drug substance in the 
indication. A template for the dossier is provided by G-BA and defines how 
the data is to be shown. This template has statistical implications with 
regards to the presentation of the clinical data including subgroup analyses, 

surrogate endpoints, direct and indirect comparisons, meta-analyses and others.  Carsten Schwenke 
- being the most experienced statistician for HTA submissions in Germany - presents this webinar 
series. 
 

Video-on-Demand - Conference Sessions now available online! 

Visit the PSI video-on-demand page to access videos from this year's conference. Including Stephen 
Ruberg's keynote speech on Statistics and Data Science and the Regulatory Town Hall.  View a recent 
episode:  Vacation episode 2018 - some thoughts about why we do what we do!.  If you missed the 
PSI conference, please check out the following episode:  Best of PSI 2018 - my personal view.  
Search for The Effective Statistician in your podcast app and subscribe now! 
 

Only a few spaces left! PSI One Day Meeting - Interactive Workshop about Real World 
Evidence: Generalisability of Treatment Comparisons for Decision Making   

Tuesday 18th September 2018, Lilly Germany, Werner-Reimers-Straße 2-4, 61352 Bad Homburg, 
Germany.  RWE data are an increasingly valuable resource in drug development. One area where 
this data is being used regularly is in the generalisability of treatment comparisons. In a very 
interactive way this event will focus on: 

 New advances in indirect comparisons 
 Generalisability approaches for clinical trial data into the real world setting 

 

 

https://www.efspi.org/documents/Events/Non-EFSPI/ibigstatisticalforum_padova22_23novembre_2018_ver_2aug18.PDF
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-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-3D001pBfEMOCJmrBXH-5F1zpQsAqQQ2B2sLzLPckTlFenCIncbrgU8uF1T8IJk3EhQPnBK5vnCUqY9g3n-2DXff8qzlJM7xi0TdzNwioQ0stowys1L6Y4sla8o-2D85XxW6gKt29FfUEzdWqVev3V-2DJq662-2DOUSQxWLOfTW-5FnaH5NLY8VcGfB0tG8jLLTUwyuXzbA-2D0FU2xI4iGKUZdyOO6hGLBIlJXUu2ufYpBkOGKtjn3jjDrHC4mymLBENrXyDsRIrOaerdC7SnTsaarpfPV7659FVCDLux1bq3iIGY09G43xay11saLpSXm9js8ShPUxivjMHN-2DPQphtAZksZFWsACHAGpab9Nyl1uLiNI5E4GIdbWYsWLtha4AKmr52DBYealk-5FdPxt4d1O2hyNhmibVu4vJRaY4bZymRQmg1EikDaFDTcZDcB7BY2Q7E0geDdwLwiKvj59vpSMvZypmI-3D-26c-3DeW-2D47e9zPgoGdj3CCW8kagNNa8CIR9BBBerJXFFCy4wgK-5FsS7K6Zrw-3D-3D-26ch-3DhlkZowwl4wZKEzi4gsdO1g8pjHkfLgnW-5FhKnHE4PWx7gLyS1YjDBSA-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=C4LLVdBJWnuEKZ5xFXVPJvakqfE-R7xCYIhYlWmMQ40&s=zN1U3wQtz4vFQpokhp-4eSaCSHfRFxoYpEMI3l7RaPQ&e=
https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001pBfEMOCJmrBXH-5F1zpQsAqQQ2B2sLzLPckTlFenCIncbrgU8uF1T8ICgOTd0CnBQiADxHjh09wufiZXzsY0khVXJlmMXA4esHGkWJUNq-5FeS1XdDbNQUBZU2NBI1oj34RD0L8bj6ry0qS2oOyqBPHnz-2DqLT2BrHOYAe1FZgwm0Sa-5FvLyTS0eANUOYj-5Ft1MkgLpwItLmthPrz36I7PpTJj2mtznSBabn13T3gENhxAY-2D5YZACeDmTVnbOR7G45rHyjsgzuNCdOLVj3vcFw-2DG7-5FxqrvMbuLuZTl0XzIdEV-5FA93sRy7YPAjn9A7xArKh1VEvC0qZBqd-2D8H7eeQUgKkigEL3jPPiuUSLY6X7xXoihTlm-2DQNNCcZzr75-5FsNQdtj9GgBuTRvroHI6q-5FZWfQYBfpxxTXsFj-2DsmAG7-26c-3DeW-2D47e9zPgoGdj3CCW8kagNNa8CIR9BBBerJXFFCy4wgK-5FsS7K6Zrw-3D-3D-26ch-3DhlkZowwl4wZKEzi4gsdO1g8pjHkfLgnW-5FhKnHE4PWx7gLyS1YjDBSA-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=-xf7BYS767a8g7TFC-NOXS574iLtK3WxttnwwwAytKU&m=C4LLVdBJWnuEKZ5xFXVPJvakqfE-R7xCYIhYlWmMQ40&s=HUIrJ_d-Y4Kwjxb0jlNAfyahRU7upoYJwkHPDslZY6g&e=


 Cross-design approaches combining observational and randomized data 

This event is for you if you need to know about indirect comparison for HTA submission or need to 
know how your clinical trial data would look like in a real world setting.  Speakers come from leading 
universities (e.g. Bristol), HTA bodies (e.g. IQWiG) as well as pharma companies.  Click here for more 
details and to register. 
 
Do you have colleagues who look baffled when you talk about statistics?  Thursday 20th 
September 2018, Premier Inn Reading Central, Reading, UK.  Presenter: Gemma Hodgson.  This is a 
1-day course, aimed to introduce statistics to people who work on Clinical Trials, but who are not 
Statisticians. No previous knowledge of Statistics is assumed as we start right at the beginning with 
the basics.  Click here for more details and to register. 
 
PSI Training - Regulatory Interactions for Statisticians 26th - 27th September 2018, Crowne Plaza 
Heathrow.  The objective of this course is to inform statisticians about the likely interactions they 
might have with regulatory agencies, both during a submission and at other times during drug 
development, and give advice on how to make these interactions most effective. The focus will be 
on clinical development.  The course will be presented by experienced statisticians from the MHRA, 
FDA and those with expansive pharmaceutical company employment and representatives from a 
company regulatory affairs department including Daphne Lin (FDA), Yolanda Barbachano (MHRA), 
Khadija Rantell (MHRA), Natasha Jarrett, Steve Slater, and Andy Stone.  Click here for more details 
and to register. 
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Council of Biopharmaceutical Statistics (CBS) 

 
The Council of Biopharmaceutical Statistics (CBS), created in 2015, promotes communication and 
harmonization across leading professional statistical organisations. CBS increases collaborations 
between organizations, improves the co-ordination of scientific working groups set up in multiple 
organisations, prioritises statistical issues, identifies opportunities for organizations to partner in 
education events and publications, and aims to maximise the use of resources available across the 
member organizations.  Click here for more information about CBS. 
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Job Opportunities 
 
Opportunities exist for Head Global Statistics (based within the EU), Director Biostatistician Phase I, 
CHEF de PROJET BIOSTATISTICIEN(NE) Oncologie,  BIOSTATISTICIEN(NE) expérimenté(e) Oncologie.   
 
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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https://urldefense.proofpoint.com/v2/url?u=http-3A__r20.rs6.net_tn.jsp-3Ff-3D001R7GKmkkQ6A8KLs7Je-5FPRJ8qeQDfd6iPAVRgoXR6rnqG1lk-2DcfWQt8xPJ334fRz4OZyhLCmvdnfQobnkQ3t8dDFHmAZhE9Y9mqQ8l4jdAU9dO7iKXDqdT1HeKLZOZKeTpSXX1hnh1ihRB49K-5FGGmFZA-5FXcMmnOFjEW3ala5leidc23vngfWJU0p8ZM9hvQfu7s7aUXa1tHJcqom6FsTRhc1Psx4NwWeD2aJOYOXbudu5DSXZU6XVYfuB60nbBFQM-5FEduq0vNQ2l1Lwjg-5FrWPg98-2DwS-2DDHL5tq4NYCioUiETectUi63jzuL6hMxvyUev9UFlTMjTg-5FCyHbDclPMf-5FTJtGcCl8uNRwGVffYHVQQ6QU1HUOp0kD7iK-5FeQK2cVhsWfwvCzNkv4xSt59agZph-5FUvHn7vDNlFkJCllMg-2DxO5mKfuIaa3d48A-5FuAkl7blvtyhSzNRMFXJCC5vbelwvH3OPPzwAPAMVz9-26c-3DMrzP-2Dq17JaekGRMb0UBxkPk8zykLfHNBxeN6VdhhQTbSG2GiDDpQDw-3D-3D-26ch-3DQ6lGlD4-2DyIGSHZ93fcwBdhDigyylPSVNgUvg7ATZDR47hf7td2ZPbQ-3D-3D&d=DwMFaQ&c=Sexio4usKrYWFsrnxgjbcQ&r=c2BPssk5kgnecQLw-_igQrSbofYSGd_z7Q9jOOiMKMs&m=iaapClx5tCo36tEyFuezo5ERTjcZVj7bDVozk6QZ-64&s=Uqg8T4jxx1P2ljfCJroNXhiybuioSvBAvw0THwiBx48&e=
http://www.phusewiki.org/wiki/index.php?title=Council_of_Biopharmaceutical_Statisticians_(CBS)
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, 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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Chrissie Fletcher 
EFSPI Communications Officer       

 

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

