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· New EFSPI President

· New EFPSI council roles

· Expanding EFSPI footprint

· EU Statistics Leaders

· Upcoming EFSPI events

· Regulatory news

· Special Interest Groups (SIGs)

· Other news

New EFSPI President

Effective November 2010, François Aubin is the new EFSPI President.  EFPSI wishes to acknowledge the tremendous efforts and achievements made by the previous president, Nigel Howitt, who becomes Vice-President.

New EFPSI Council Roles

In order to appropriately manage and oversee the increasing EFSPI activities, two new EFSPI Council roles were introduced in the summer of 2010:

1) Treasurer (Arne Andreasen, Denmark) to ensure financial control of EFSPI funds

2)  Communications (Chrissie Fletcher, UK) to oversee the website and co-ordinate EFSPI newsletters and emails

Expanding EFSPIs footprint

EFSPI are working diligently to increase the number of statistical associations that are members of EFPSI, currently 10.  Activities are underway to establish new members from Central Eastern Europe.

EU Statistics Leaders

Following the success of the first EU Statistics Leaders meeting in May 2010, preparations are underway for a second meeting in 2011.  Career development of statisticians in the Pharmaceutical Industry will continue to be a key topic for discussion. Contact Lesley France (email:  Lesley.France@AstraZeneca.com) for further information.

Scientific Affairs
After many years of dedicated service Kit Roes is standing down from the EFSPI council. Nigel Howitt will be replacing him as chair of the Scientific Committee. 

Upcoming EFSPI Events

EFSPI and EMA will co-organise two sessions (Subgroup Analyses in Randomised Controlled Trials, and Regulatory Statistics in Europe) at the Second International Symposium on Biopharmaceutical Statistics “Bridging Drug Development from Research to Marketing”, March 1 - 3, 2011, Berlin, Germany, hosted by the European Medicines Agency (EMA), the International Society for Biopharmaceutical Statistics (ISBS), and the German Region of the International Biometric Society (IBS-DR).
Details on 2 scientific events planned for 2011 will be announced in 1Q 2011.  Each EFSPI event is open to all EFSPI members to attend.

Regulatory News

EMA released the final guidance on missing data in confirmatory trials: http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/2010/09/WC500096793.pdf
A report from the EMA benefit-risk work package 2 provides an interesting insight in to the quantitative approaches being considered in to help inform decision making pre and post approval settings:  http://www.ema.europa.eu/docs/en_GB/document_library/Report/2010/10/WC500097750.pdf
EMA are collaborating with EUnetHTA on relative effectiveness and the objectives of proposed activities is summarized in the work package 5 report:  http://www.eunethta.eu/upload/Joint%20Action/WP5%20REA%20of%20Pharmaceuticals/Factsheet%20WP5_Aug2010.pdf
Further regulatory news can be found on the EFSPI website at www.efspi.org.
Special Interest Groups (SIGs)

In the summer of 2010, EFPSI joined PSI to participate in the Health Technology Assessment (HTA) SIG.  Anyone interested in joining this SIG can contact Chrissie Fletcher (email:  fletcher@amgen.com).  EFSPI are pleased to announce that two further SIGs are going to be formed:

· Joint EFSPI/SFdS SIG on Medical Devices

· Joint EFSPI/PSI SIG on benefit-risk

EFSPI members wishing to become members of these SIGs should contact Lesley France (email:  Lesley.France@AstraZeneca.com).

Other News

The EFSPI council is assessing opportunities to pursue a specific “Pharmaceutical Statistics” accreditation with Europe.

EFSPI are exploring credit card payment for events which will make it easier for individuals to pay for events taking place across Europe.
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 at www.efspi.org.

EFSPI wishes everyone a Happy Christmas and New Year
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François Aubin, EFSPI President
