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Objective

 Update on Epi SIG

 Current plans

 Seek your support/guidance
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Outline

 Who we are

 What we do

 How to contact us
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Who we are
 We are a small group of Statisticians/Real World 

Data (RWD) Scientists within Industry & Academia

 We have diverse backgrounds & Professional 
interests

 We share a common interest in good Science, 
Collaboration, Education, and Innovative problem‐
solving 
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Sub‐committee members
George Quartey (Genentech‐Chair, USA)
Maurille Feudjo‐Tepie (Amgen, UK)
Volker Hoesel (StatSciConsult, UK)
Jonathan Alsop (Numerus, UK)
Nilani Liyanage (Ipsen Group, France)
Athula Herath  (Medimmune, UK) 
Joseph Kim (IMS Health, UK)
Jixian Wang (Novartis, Switzerland)
Arlene Gallagher (MHRA, UK)
Alex Thompson (Roche, UK)
Usher Gungabissoon (GSK, UK)

Have 100 affiliates on mailing list.
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Mission

 To promote the application of Epidemiology & Statistical Safety Methods 
in Drug Development.

 To motivate and encourage PSI members to consider Epidemiology 
methods as part of their everyday toolkit.

 To share information proactively between Epidemiology SIG Members

 To contribute presentations, posters, articles and papers to PSI/EFSPI 
scientific meetings, Pharmaceutical Statistics journal and SPIN.

 To provide a forum for discussion and the sharing of experiences: on the 
use Real World Data in pharmaceutical development.

 To form an opinion on any new developments in the area of  Statistical 
Epidemiology methods and to pass on any learning to the wider 
membership
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Communication plan

 Emails to mailing list of contacts
 Articles in SPIN including write‐ups of meetings
 Presence at PSI/EFSPI Conference (parallel sessions)
 Discussion meetings on specific topics
 Use of the SIG area on the PSI website
 Summary of activities to the AGM
 Publications
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2008 • SIG Formation: Inaugural Meeting

2009 • Parallel Section PSI Conference
• Comments to EMA on behalf of PSI on new 

EMA/CHMP draft guideline.

• One Day Workshop on Advanced Data Mining Techniques 
for Observational Databases

2010 • Paper on Bias Minimization Techniques

Past/recent activities 

• 6 papers on various topics Pharmaceutical statistics Journal

• ISCB Conference Presentation on Bias Minimization

• Article in SPIN‐IT on Data Mining

2011-2013

2014 • Handbook on Real World Data for Statisticians (in progress)

• Parallel Session at PSI Annual Conference
• PASS/PAES One day meeting



Slide 9



Slide 10

Post Authorization Safety and Effectiveness Studies: 
Regulatory, Industry Perspective and Challenges. 
21 October 2014 Amgen, Middlesex, UK

• Recent Changes in EU Legislations

• PASS & PAES Process: Reviewers perspective, organization, reactions 
to practical challenges such as market penetration issues, etc. 

• How industry can organize themselves to face new demands

• Methodological challenges in conducting PASS/PAES effectively 

• PAES/PASS data: Opportunities, challenges, and use of CPRD

PAES/PASS One‐Day Meeting
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How to Contact us

 PSI Epidemiology SIG webpage
www.psiweb.org

 quarteyg@gene.com (Chair)
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Areas of support

• What areas should Epi SIG focus upon?
 What would you (or your staff) find of value?

• How can we drive workshop attendance?
 What topics should we address?
 Financial support of speakers (e.g. travel costs)
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Areas of support (cont.)

• How can we best link in with other groups, e.g. 
non-PSI Epi SIGs, ISPE, ISPOR, etc?

• How can we make better use of EFSPI/PSI 
websites?

• How can we ensure allocation of committee 
members’ time to Epi SIG?
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Thank‐you for your attention


