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SIG Update

EFSPI are pleased to announce the formation of a new SIG on Integrated Data Analysis. The new SIG
will be led by Byron Jones from Novartis, Basel, and has the following aims:

1. To create a forum for individuals interested in integrated data analyses to share experiences,
develop best practices, work with experts in the field and collaborate with other interested
parties on integrated data analysis in drug development.

2. To be aware of regulatory initiatives of relevance to integrated data analysis and to assess their
potential impact on industry practice.

3. To develop an industry position on how data in the private and public domains should be

integrated and presented, particularly with respect to how such data will be considered by
regulatory agencies.
4. To form working groups to review current methodology and practice, and where necessary
develop new methods or practices for the integration of data, in the areas of
a. Efficacy Data in Phases Il and Ill;
b. Safety Data (maintaining links with the Epidemiology and Safety SIG);
c. Health Technology Assessment and Network Meta-Analysis (maintaining links with the
Health Technology Assessment SIG);
d. Trial results made public as a result of greater data transparency on the part of the
industry.
5. To write position papers on the topics identified in 4. and engage in public debate by making
presentations at public meetings and conferences.

Byron is looking for volunteers to actively contribute to this new SIG. If anyone wants to learn more
about the SIG or to volunteer, please contact him at byron.jones@novartis.com.
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Association of the month: FMS (Foreningen for Medicinsk Statistik)

The Swedish Society for Medical Statistics, FMS (Féreningen for Medicinsk Statistik) is a subsection
of the Swedish Statistical Society (Svenska Statistikframjandet), an association for all fields of
statistics and statisticians: medicine, industry, surveys and official statistics, education and research.
Statisticians as well as users of statistics and other "friends of statistics" are welcome as members.

FMS organizes statisticians within the medical area, i.e. in the pharmaceutical industry as well as in
other medical research, public or private, and in biostatistical research and education. The main
objective of FMS is to stimulate the development and promote the use of new and established
statistical methods within the medical sector as well as within the areas of pharmaceutical industry
and public health.

To achieve this, FMS organizes courses and scientific meetings, typically 2-4 meetings each year.
Regular such meetings are the combined spring/annual meeting and a fall meeting. Every other year
we co-organize meetings with our sister-associations in Denmark (DSBS) and Finland (SSL). The most
recent collaborations were a workshop on Bayesian data analysis in Espoo, Finland, organized
together with SSL this year, and a workshop in Malmo (Sweden) 2012 on Benefit-risk assessment
methodology organized together with DSBS and EFSPI.
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In addition to organizing meetings, FMS distributes information on scientific meetings, courses,
EFSPI information etc. FMS also promotes discussions on applications or statistical issues through
articles in Qvintensen, a quarterly magazine published by the Swedish Statistical Society.

FMS has almost 300 members and was founded in 1987; we recently celebrated our 25th
anniversary.
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INTERNATIONAL YEAR OF

Update on the International Year of Statistics STATISTICS

New items are being added daily to the Activities Calendar on the Statistics2013 website. This list is
an excellent place for finding activities which you can participate to celebrate Statistics2013. It also is
a great place to see what other organizations around the world are doing to mark the celebration.

The Statistics2013 website is filled with information and resources—particularly the posters and the
downloadable flyer—to educate the public about how statistics improves their lives, the work of
statisticians as well as careers in the statistical sciences. Think about how you might be able to use
these resources as part of celebrating Statistics2013.
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