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Mission	
  

	
  
	
  Be	
  the	
  Life	
  Science	
  industry’s	
  premier	
  society	
  
for	
  crea(ng	
  &	
  sharing	
  ideas,	
  implemen(ng	
  
tools	
  &	
  standards	
  around	
  data,	
  and	
  exploring	
  
sta(s(cal	
  &	
  repor(ng	
  technologies.	
  

	
  
Share	
  –	
  Contribute	
  –	
  Advance	
  

	
  



Core	
  Values	
  

•  Independent	
  
•  Promote	
  professional	
  excellence	
  

•  Open	
  and	
  Inclusive	
  
•  Collaborate	
  and	
  share	
  knowledge	
  
	
  



History	
  

•  Idea	
  was	
  born	
  in	
  2004	
  because	
  Europe	
  needed	
  
a	
  forum	
  for	
  sharing	
  

•  First	
  conference	
  held	
  in	
  Heidelberg	
  –	
  over	
  270	
  
aTendees	
  from	
  12	
  countries	
  

•  Have	
  held	
  conferences	
  across	
  Europe	
  and	
  
grown	
  to	
  400-­‐500	
  aTendees	
  

•  Journal	
  introduced	
  in	
  2008	
  
•  Single	
  Day	
  events	
  began	
  in	
  2009	
  



More	
  then	
  a	
  conference…	
  

PhUSE	
  is	
  an	
  organiza(on	
  that	
  provides	
  a	
  variety	
  
of	
  networking	
  opportuni(es	
  

•  Annual	
  Conference/Single	
  day	
  events	
  
•  Monthly	
  Mailshot/NewsleTer	
  quarterly/Blog	
  
•  Wiki	
  in	
  collabora(on	
  with	
  various	
  groups	
  
	
  

PhUSE	
  provides	
  a	
  unique	
  experience	
  
•  Vendor	
  neutral	
  
•  Events	
  emphasize	
  interac(on	
  and	
  discussion	
  
•  Collabora(on	
  with	
  FDA	
  



PhUSE	
  in	
  Numbers	
  

8 conferences 

10 SDEs this year 

Events on 4 continents 35 past SDEs 

2,345 have attended a PhUSE Conference 

Over 2,000 members 

Over 600 people attended SDEs last year 

621 conference presentations to date 



FDA/PhUSE	
  Collabora(on	
  



FDA/PhUSE	
  
Collabora(on	
  
FDA	
  

Proclama(on	
  

We	
  the	
  Masses	
  
Yearning	
  for	
  
Answers	
  



Paradigm	
  Shi,	
  

FDA	
  

Pharma	
  

CRO	
  

CDISC	
  

Vendor	
  



Mee(ngs	
  2.0	
  

•  A	
  different	
  kind	
  of	
  event	
  
•  Collabora(ve	
  working	
  mee(ng	
  	
  
•  Ini(ally	
  defined	
  working	
  groups	
  focused	
  on	
  general	
  
topics	
  with	
  projects	
  

•  Work	
  does	
  not	
  stop	
  when	
  people	
  go	
  home	
  –	
  Con(nue	
  
the	
  collabora(on	
  	
  

•  Work	
  Products,	
  (melines,	
  next	
  steps	
  



CSS	
  Working	
  Groups	
  

•  Improving	
  Data	
  Quality	
  –	
  focused	
  on	
  the	
  process	
  of	
  
valida(on	
  and	
  assessing	
  data	
  quality	
  
–  Project:	
  SDTM	
  Valida(on	
  Rules	
  

•  Op(mizing	
  the	
  Use	
  of	
  Data	
  Standards	
  –	
  work	
  on	
  
issue	
  and	
  close	
  gap	
  in	
  the	
  implementa(on	
  of	
  
standards	
  
–  Study	
  Data	
  and	
  Analysis	
  Reviewer’s	
  Guide	
  
–  Pilot	
  for	
  Medical	
  Device	
  Data	
  
–  Evalua(on	
  of	
  Traceability	
  
–  Evalua(on	
  of	
  SDTM	
  Elements	
  



CSS	
  Working	
  Group	
  

•  Standard	
  Scripts	
  for	
  Analysis	
  and	
  Repor(ng	
  –	
  work	
  towards	
  
standards	
  analyses	
  and	
  building	
  a	
  open	
  shared	
  code	
  
repository	
  	
  
–  Implementa(on	
  of	
  an	
  open	
  code	
  repository	
  
–  Development	
  of	
  white	
  papers	
  around	
  standard	
  analyses	
  

•  Non-­‐Clinical	
  Roadmap	
  and	
  Implementa(on	
  –	
  improve	
  the	
  
processes	
  and	
  standards	
  around	
  Non-­‐Clinical	
  Data	
  

•  Emerging	
  Technologies	
  –	
  new	
  working	
  group	
  trying	
  to	
  
evalua(ng	
  how	
  newer	
  technologies/methods	
  could	
  be	
  
applied	
  to	
  improve	
  the	
  process	
  



Get	
  Involved	
  

•  Check	
  out	
  the	
  PhUSE	
  Wiki	
  for	
  working	
  group	
  
and	
  project	
  updates	
  
– www.phusewiki.org	
  

•  Email	
  and	
  working	
  group	
  lead	
  or	
  sign	
  up	
  for	
  a	
  
mailing	
  list	
  
– hTp://www.phusewiki.org/wiki/index.php?
(tle=Listbox_Instruc(ons	
  

Only	
  works	
  if	
  people	
  contribute!	
  



Upcoming	
  Events	
  



Pa(ent	
  Centricity	
  
Pa(ents	
  at	
  the	
  heart	
  of	
  the	
  

conference	
  

#PhUSE13	
  



Text 

Conference	
  
Topic	
  

Pa(ent	
  Centricity	
  

Text PhUSE	
  has	
  been	
  a	
  Pa(ent	
  Centric	
  Conference	
  for	
  
many	
  years	
  

Innova(on	
  through	
  
Standardiza(on	
  

Accelera(ng	
  Clinical	
  
Development	
  

Global	
  Collabora(on	
  

Inspiring	
  keynotes	
  
Streams	
  

Pa(ent	
  Centric	
  Papers	
  

Our	
  higher	
  goal	
  is	
  to	
  make	
  Pa(ents	
  lives	
  beTer...	
  

What	
  Oncology	
  makes	
  special	
  

Prof.	
  Lord	
  Winston	
  
Charles	
  Sabine	
   Health	
  Outcomes	
  and	
  Epidemiology	
  

Dirty	
  Data	
  in	
  Pa(ent	
  Reported	
  Outcomes	
  

#PhUSE13	
  



Single	
  Day	
  Events	
  

Europe:	
  
•  Copenhagen,	
  Frankfurt,	
  Beerse,	
  Basel	
  
US:	
  
•  Boston,	
  MA	
  –	
  Model	
  Based	
  Drug	
  Development	
  
•  Canton,	
  MI	
  –	
  Transparency	
  in	
  Clinical	
  Research	
  
•  San	
  Francisco,	
  CA	
  –	
  Implementa;on	
  of	
  R	
  in	
  the	
  Drug	
  
Development	
  Process	
  	
  

•  TBD	
  
Other:	
  
•  India,	
  Hyderabad	
  
•  China,	
  Shanghai	
  
	
  



Help	
  shape	
  the	
  industry	
  

Present	
  at	
  the	
  conference	
  

Contribute	
  to	
  the	
  Wiki	
  

Blog	
  
Ar(cle	
   SDE	
  

PhUSE	
  
News	
  

Regional	
  
Contacts	
  



Thank	
  you!	
  

•  Can’t	
  do	
  this	
  without	
  volunteers	
  
•  Raleigh	
  SDE	
  Coordinators	
  
–  Susan	
  Kenny	
  
–  Gustav	
  Bernard	
  
–  Karen	
  Pieper	
  	
  

•  SDE	
  CommiTee	
  
–  Ed	
  jones	
  
–  Cathy	
  Bezek	
  
–  Phuong	
  Dang	
  
–  Ian	
  Fleming	
  



Contact	
  us	
  
Frank	
  Senk,	
  US	
  Membership	
  frank.senk@phuse.com	
  
Ed	
  Jones,	
  US	
  Events	
  Director,	
  ed.jones@phuse.com	
  

Chris	
  Decker,	
  FDA	
  Liaison	
  Director,	
  chris.decker@phuse.com	
  	
  	
  


