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  and	
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Towards	
  CollaboraJon	
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Not	
  TOO	
  Long	
  Ago	
  Vision	
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Three	
  Areas	
  that	
  Need	
  to	
  be	
  Addressed	
  
1.  Development	
  of	
  plaUorm	
  that	
  caters	
  to	
  collaboraJon	
  
2.  Need	
  for	
  a	
  process	
  and	
  guidelines	
  for	
  registering	
  and	
  

maintaining	
  scripts	
  
3.  Standards	
  analyses	
  across	
  the	
  industry	
  

Formed	
  the	
  basis	
  of	
  the	
  discussion	
  at	
  the	
  2012	
  FDA/PhUSE	
  MeeJng	
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Standard	
  Script	
  Group	
  Formed	
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•  Development	
  of	
  Standard	
  Scripts	
  for	
  Analysis	
  and	
  
Programming	
  Group	
  was	
  formed	
  during	
  2012	
  FDA/
CSS	
  PhUSE	
  March	
  2012	
  meeJng	
  

•  Leadership	
  
– Hanming	
  Tu	
  (Project	
  Management)	
  
–  ScoE	
  Getzin	
  (Steering	
  CommiEee	
  Liaison)	
  
–  Steve	
  Wilson	
  (FDA	
  co-­‐lead)	
  
– Mat	
  Soukup	
  (FDA	
  co-­‐lead)	
  
– Mary	
  Nilsson	
  (Industry	
  co-­‐lead)	
  



Working	
  Group	
  DescripJon	
  

•  Goal:	
  Establish	
  a	
  plaUorm	
  for	
  the	
  collaboraJve	
  
development	
  of	
  specialized	
  program	
  code	
  to	
  be	
  
used	
  as	
  analyJcal	
  tools	
  for	
  the	
  clinical	
  trial	
  
research,	
  reporJng,	
  and	
  analysis.	
  This	
  includes:	
  
–  IdenJficaJon	
  of	
  areas	
  that	
  can	
  benefit	
  from	
  a	
  
standard	
  set	
  of	
  analyses	
  

•  Within	
  a	
  topic	
  area,	
  includes	
  recommendaJons	
  for	
  analyses,	
  
tables	
  and	
  figures	
  

– Developing	
  a	
  process	
  and	
  guidelines	
  for	
  
documentaJon	
  and	
  management	
  of	
  scripts	
  

– Harness	
  data	
  standards	
  whenever	
  feasible	
  



Two	
  Focus	
  Areas	
  

•  IniJally	
  three	
  sub-­‐groups	
  
–  Sub	
  Group	
  1:	
  works	
  on	
  developing	
  and	
  prioriJzing	
  lists	
  
of	
  analysis	
  scripts	
  to	
  be	
  developed	
  	
  

–  Sub	
  Group	
  2:	
  works	
  on	
  process	
  for	
  developing,	
  
validaJng	
  and	
  documenJng	
  scripts	
  

–  Sub	
  Group	
  3:	
  works	
  on	
  technology	
  plaRorm	
  to	
  support	
  
script	
  development,	
  tesJng	
  and	
  documentaJon.	
  

•  Two	
  Focus	
  Areas:	
  
– White	
  Paper	
  Development:	
  standards,	
  formats,	
  etc.	
  
–  Repository	
  PlaRorm:	
  plaRorm,	
  process,	
  development,	
  
access,	
  validaJon,	
  etc.	
  



Eight	
  Projects	
  
•  P01:	
  Look	
  for	
  exisJng	
  scripts	
  and	
  store	
  them	
  in	
  the	
  repository	
  (Kevin	
  Kane)	
  
•  P02:	
  Define	
  qualificaJon	
  steps	
  and	
  Metadata	
  for	
  scripts	
  in	
  the	
  repository	
  

(Jack	
  Averill/Lina	
  Jørgensen)	
  
•  P03:	
  Maintain	
  and	
  enhance	
  plaUorm	
  (repository)	
  for	
  sharing	
  scripts	
  (Mike	
  

Carniello/Hanming	
  Tu)	
  
•  P04:	
  Legal	
  ownership	
  and	
  issues	
  in	
  open	
  source	
  repository	
  (Kevin	
  Kane/

Sally	
  Cassells)	
  
•  P05:	
  Create	
  templates	
  for	
  documenJng	
  scripts	
  and	
  coding	
  pracJces	
  (Jean-­‐

Marc	
  Ferran)	
  
•  P06:	
  Refine	
  process	
  for	
  creaJng	
  and	
  ediJng	
  scripts	
  in	
  Google	
  Code	
  (Kevin	
  

Kane)	
  
•  P07:	
  Implement	
  and	
  further	
  develop	
  communicaJon	
  plan	
  for	
  standard	
  

scripts	
  (Dirk	
  Spruck)	
  
•  P08:	
  Create	
  white	
  papers	
  providing	
  recommended	
  display	
  and	
  analysis	
  

including	
  Table,	
  List	
  and	
  Figure	
  shells	
  (Mary	
  Nilsson)	
  



Accomplishments	
  

•  Script	
  Repository	
  has	
  been	
  created	
  
– Google	
  Code	
  chosen	
  
–  Some	
  scripts	
  exist	
  on	
  repository	
  
–  Call	
  for	
  addiJonal	
  scripts	
  issued	
  last	
  month	
  
– MIT	
  license	
  chosen	
  
–  Process	
  guidelines	
  developed	
  

•  White	
  Papers	
  Describing	
  Recommended	
  
Analyses,	
  Tables,	
  Figures,	
  and	
  LisJngs	
  
–  For	
  common	
  measurements	
  (e.g.,	
  safety)	
  
– One	
  white	
  paper	
  is	
  nearing	
  compleJon;	
  5	
  others	
  
planned	
  



Summary	
  of	
  Next	
  Steps	
  

•  Get	
  more	
  scripts	
  in	
  the	
  Script	
  Repository	
  
– Networking	
  
–  Broad	
  CommunicaJons	
  

•  Address	
  any	
  remaining	
  validaJon,	
  legal,	
  process	
  
issues	
  

•  Finalize	
  first	
  white	
  paper	
  	
  
– Goal	
  to	
  finalize	
  by	
  October	
  4	
  

•  Begin	
  work	
  on	
  the	
  remaining	
  white	
  papers	
  
–  Looking	
  for	
  more	
  acJve	
  parJcipants	
  
– Goal	
  to	
  be	
  final	
  or	
  near-­‐final	
  by	
  March	
  2014	
  



Standard	
  Script	
  Wiki	
  
Demo	
  

•  PhUSE	
  wiki	
  :	
  
– hEp://www.phusewiki.org/wiki/index.php?
Jtle=PhUSE_Wiki	
  

•  Standard	
  Script	
  Group	
  
– hEp://www.phusewiki.org/wiki/index.php?
Jtle=Standard_Scripts	
  



PhUSE	
  Script	
  Repository	
  	
  

•  This	
  project	
  will	
  idenJfy	
  potenJal	
  standard	
  scripts	
  
for	
  data	
  transformaJons	
  and	
  analyses	
  across	
  and/or	
  
within	
  a	
  therapeuJc	
  area	
  and	
  exploratory	
  analysis.	
  	
  

•  The	
  goal	
  will	
  be	
  to	
  begin	
  the	
  process	
  of	
  standardizing	
  
analyses	
  across	
  the	
  industry,	
  but	
  also	
  include	
  
examples	
  of	
  what	
  can	
  be	
  done	
  with	
  a	
  standardized	
  
data	
  set.	
  	
  

•  This	
  will	
  be	
  an	
  interacJve	
  session	
  using	
  online	
  wiki	
  to	
  
create	
  and	
  add	
  input	
  that	
  can	
  be	
  shared	
  openly	
  
between	
  industry	
  and	
  regulatory.	
  

©	
  2011	
  Accenture	
  	
  All	
  Rights	
  
Reserved.	
   15	
  



PhUSE	
  Script	
  Repository	
  



PhUSE	
  Script	
  Repository	
  	
  
-­‐	
  Interface:	
  Project	
  Home	
  

©	
  2011	
  Accenture	
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  Rights	
  
Reserved.	
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PhUSE	
  Script	
  Repository	
  	
  
-­‐	
  Interface:	
  Download	
  

©	
  2011	
  Accenture	
  	
  All	
  Rights	
  
Reserved.	
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PhUSE	
  Script	
  Repository	
  	
  
-­‐	
  Interface:	
  Wiki	
  

©	
  2011	
  Accenture	
  	
  All	
  Rights	
  
Reserved.	
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PhUSE	
  Script	
  Repository	
  	
  
-­‐	
  Interface:	
  Source	
  

©	
  2011	
  Accenture	
  	
  All	
  Rights	
  
Reserved.	
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PhUSE	
  Script	
  Repository	
  	
  
-­‐	
  Folder	
  Structure	
  

©	
  2011	
  Accenture	
  	
  All	
  Rights	
  
Reserved.	
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PhUSE	
  Script	
  Repository	
  	
  
-­‐	
  Folder	
  Hierarchy	
  

©	
  2011	
  Accenture	
  	
  All	
  Rights	
  
Reserved.	
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PhUSE	
  Script	
  Repository	
  	
  
-­‐	
  Folder	
  Hierarchy	
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PhUSE	
  Script	
  Repository	
  –	
  
Roles	
  and	
  ContribuJon	
  

•  Require:	
  Google	
  Account	
  email	
  address.	
  Each	
  person	
  must	
  have	
  
already	
  created	
  a	
  Google	
  Account	
  with	
  that	
  email	
  address.	
  

•  Project	
  owners:	
  may	
  make	
  any	
  change	
  to	
  this	
  project.	
  
•  Project	
  commiYers:	
  may	
  work	
  in	
  the	
  project,	
  but	
  may	
  not	
  

reconfigure	
  it.	
  In	
  FDA/PhUSE	
  project,	
  a	
  commiEer	
  shall	
  take	
  
some	
  duJes	
  in	
  the	
  repository	
  and	
  shall	
  take	
  ownership	
  for	
  at	
  
least	
  one	
  script	
  and	
  shall	
  guide	
  and	
  recruit	
  developers	
  to	
  develop	
  
the	
  script	
  and	
  document	
  milestones	
  of	
  the	
  script	
  advancements.	
  	
  

•  Project	
  contributors:	
  start	
  with	
  the	
  same	
  permissions	
  as	
  non-­‐
members,	
  but	
  their	
  role	
  in	
  the	
  project	
  is	
  visible.	
  A	
  contributor	
  
shall	
  take	
  at	
  least	
  one	
  duty	
  in	
  the	
  repository	
  and	
  may	
  parJcipate	
  
at	
  development	
  of	
  a	
  script.	
  	
  

•  AddiJonal	
  permissions	
  can	
  be	
  granted	
  to	
  commiEers	
  and	
  
contributors	
  on	
  the	
  project's	
  people	
  sub-­‐tab.	
  

©	
  2011	
  Accenture	
  	
  All	
  Rights	
  
Reserved.	
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Role:	
  Owner	
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Role:	
  CommiEer	
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  Rights	
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Role:	
  Contributor	
  

©	
  2011	
  Accenture	
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  Rights	
  
Reserved.	
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PhUSE	
  Script	
  Repository	
  –	
  
Tools	
  and	
  Access	
  

•  Browser:	
  you	
  can	
  perform	
  the	
  following	
  tasks	
  
with	
  a	
  browser:	
  
–  Browse	
  the	
  repository	
  and	
  review	
  commiEed	
  
changes	
  

–  Create	
  or	
  upload	
  a	
  new	
  file	
  
–  Edit	
  an	
  exisJng	
  file	
  

•  Subversion:	
  This	
  repository	
  may	
  be	
  accessed	
  
using	
  many	
  different	
  client	
  programs	
  and	
  plug-­‐
ins.	
  	
  

•  TortoiseSVN:	
  	
  

©	
  2011	
  Accenture	
  	
  All	
  Rights	
  
Reserved.	
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Current	
  and	
  Future	
  Events	
  

•  The	
  1st	
  White	
  paper	
  for	
  final	
  approval:	
  
–  hEp://www.phusewiki.org/wiki/images/a/a4/

FDA_PhUSE_WhitePaper_CentralTendency_ForApproval_20Sept2013.
docx	
  

•  Code-­‐athon	
  at	
  FDA/PhUSE	
  ComputaJonal	
  
Science	
  Symposium	
  2014	
  :	
  	
  
–  hEp://www.phusewiki.org/wiki/index.php?Jtle=Codeathon_2014_proposal	
  

– Time:	
  March	
  17~18,	
  2014	
  
– Who:	
  the	
  first	
  20	
  people	
  who	
  sign	
  up	
  as	
  part	
  of	
  
the	
  meeJng	
  registraJon	
  process	
  



Access	
  Scripts	
  in	
  the	
  
Repository	
  

•  How	
  to	
  execute	
  SAS	
  and	
  R	
  scripts	
  which	
  are	
  
hosted	
  in	
  the	
  Code	
  Repository	
  

•  R	
  example:	
  To	
  execute	
  the	
  R	
  script	
  in	
  your	
  R	
  
environment,	
  execute:	
  

	
  	
  	
  	
  	
  	
  	
  	
  source("hEp://phuse-­‐scripts.googlecode.com/svn/trunk/lang/R/report/test/src/adsl.R",echo=T)	
  

•  SAS	
  example:	
  To	
  execute	
  the	
  SAS	
  script	
  in	
  
your	
  SAS	
  environment,	
  execute:	
  
opJons	
  source2	
  ;	
  	
  
filename	
  code	
  url	
  "hEp://phuse-­‐scripts.googlecode.com/svn/trunk/lang/SAS/report/test/src/
summary.sas"	
  ;	
  	
  	
  
%include	
  code	
  ;	
  



Interested	
  In	
  Learning	
  
More?	
  

•  Sign	
  up	
  for	
  the	
  PhUSE	
  working	
  group	
  mailings	
  
– Go	
  to	
  www.listbox.com	
  
–  Join	
  this	
  group:	
  “CSS	
  WG5:	
  Developing	
  Standard	
  
Scripts”	
  (CSS-­‐WG-­‐Standard-­‐Scripts@listbox.com)	
  

•  Sign	
  up	
  to	
  be	
  a	
  contributor	
  or	
  commiEer	
  in	
  the	
  
script	
  repository	
  (Google	
  account	
  required)	
  
–  Send	
  an	
  email	
  to	
  one	
  of	
  the	
  repository	
  maintainers	
  to	
  
request	
  to	
  join	
  the	
  Google	
  Code	
  PhUSE/FDA	
  script	
  
repository	
  

– Go	
  to	
  repository	
  at	
  
hEps://code.google.com/p/phuse-­‐scripts/	
  and	
  start	
  
interacJng	
  



Reference	
  URLs	
  

•  PhUSE	
  home:	
  hEp://phuse.eu/	
  
•  PhUSE	
  Wiki:	
  www.phusewiki.org	
  
•  PhUSE	
  Standard	
  Script	
  Group:	
  
hEp://www.phusewiki.org/wiki/index.php?
Jtle=Standard_Scripts	
  

•  PhUSE	
  Repository:	
  	
  
– hEp://code.phuse.com	
  
– hEps://code.google.com/p/phuse-­‐scripts/	
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