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Safe	
  Harbor	
  Statement	
  
The	
  following	
  is	
  intended	
  to	
  outline	
  our	
  general	
  product	
  direcAon.	
  It	
  is	
  intended	
  for	
  
informaAon	
  purposes	
  only,	
  and	
  may	
  not	
  be	
  incorporated	
  into	
  any	
  contract.	
  It	
  is	
  not	
  a	
  
commitment	
  to	
  deliver	
  any	
  material,	
  code,	
  or	
  funcAonality,	
  and	
  should	
  not	
  be	
  relied	
  upon	
  
in	
  making	
  purchasing	
  decisions.	
  The	
  development,	
  release,	
  and	
  Aming	
  of	
  any	
  features	
  or	
  
funcAonality	
  described	
  for	
  Oracle’s	
  products	
  remains	
  at	
  the	
  sole	
  discreAon	
  of	
  Oracle.	
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Program	
  Agenda	
  

A	
  liVle	
  bit	
  of	
  history	
  

A	
  word	
  about	
  UML	
  

Let’s	
  look	
  into	
  the	
  model	
  

Mapping	
  example	
  

What’s	
  new	
  in	
  Version	
  4	
  

1	
  

2	
  

3	
  

4	
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A	
  liVle	
  bit	
  of	
  history	
  …	
  
..	
  BRIDG	
  is	
  ge=ng	
  10	
  years	
  old	
  –	
  or	
  even	
  older	
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(more	
  than)	
  10	
  years	
  of	
  BRIDG	
  

•  2003-­‐2004:	
  CDISC	
  and	
  HL7	
  RCRIM	
  WG	
  (protocol	
  DAM)	
  

•  2004-­‐2005:	
  The	
  NCI	
  caBIG®	
  (and	
  CDISC)	
  Structured	
  Protocol	
  
	
   	
   	
   	
   	
  	
  	
  RepresentaRon	
  	
  Teams	
  (protocol	
  DAM)	
  

•  2005-­‐2006:	
  	
  MaturaRon	
  of	
  the	
  BRIDG	
  Project 	
  	
  
	
   	
  (HL7	
  regulated	
  submission	
  &	
  product	
  labeling,	
  CDISC	
  all	
  standards,	
  and	
  technical	
  base	
  for	
  future	
  standards)	
  

•  2007	
  –	
  2012:	
  BRIDG	
  EvoluRon	
  (domain	
  experts	
  vs	
  tech	
  –	
  rework	
  /	
  submodel,	
  ISO)	
  

•  2013	
  –	
  Present:	
  BRIDG	
  Scope	
  Expansion	
  –	
  TranslaRonal	
  Research	
  	
  
	
   	
  (Biospecimen,	
  Molecular	
  Biology,	
  experiments)	
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CDISC,	
  HL7,	
  NCI,	
  FDA	
  

Source:	
  hVp://bridgmodel.nci.nih.gov/about_bridg/background	
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ISO	
  &	
  BRIDG	
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Source:	
  hVp://cdisc.org/cdisc-­‐announces-­‐bridg-­‐model	
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ISO/TC	
  215	
  and	
  BRIDG	
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Quick	
  word	
  to	
  UML	
  …	
  
..	
  as	
  it	
  needs	
  to	
  be	
  introduced	
  quickly	
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UML	
  is	
  ...	
  

• Unified	
  Modeling	
  Language	
  

•  "The	
  Unified	
  Modeling	
  Language	
  (UML)	
  is	
  a	
  graphical	
  language	
  for	
  visualizing,	
  
specifying,	
  construc>ng,	
  and	
  documen>ng	
  the	
  ar>facts	
  of	
  a	
  so@ware-­‐intensive	
  system.	
  
The	
  UML	
  offers	
  a	
  standard	
  way	
  to	
  write	
  a	
  system's	
  blueprints,	
  including	
  conceptual	
  
things	
  such	
  as	
  business	
  processes	
  and	
  system	
  func>ons	
  as	
  well	
  as	
  concrete	
  things	
  such	
  
as	
  programming	
  language	
  statements,	
  database	
  schemas,	
  and	
  reusable	
  so@ware	
  
components.“	
  -­‐	
  OMG	
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UML	
  diagram	
  types	
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Source:	
  hVp://sparxsystems.com.au/resources/uml2_tutorial/	
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Let’s	
  open	
  the	
  model	
  the	
  first	
  Ame	
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DAM	
  (Domain	
  Analysis	
  Model)	
  for	
  Clinical	
  Research	
  

• Conceptual	
  model	
  	
  
– To	
  depict	
  behaviour/process	
  and	
  staAc/data	
  semanAcs	
  in	
  the	
  domain	
  

•  Subject	
  MaVer	
  Experts	
  can	
  integrate	
  and	
  harmonize	
  their	
  perspecAves	
  
regarding	
  use	
  cases,	
  acAviAes	
  &	
  informaAon	
  	
  
• Abstract	
  should	
  be	
  robust	
  enough	
  to	
  support	
  analysts,	
  architects	
  and	
  
developers	
  
•  FoundaAon	
  for	
  semanAc	
  interoperability	
  
•  Structured	
  way	
  for	
  descripAon	
  and	
  documentaAon	
  of	
  the	
  requirements	
  in	
  
a	
  domain	
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Hmm,	
  and	
  the	
  documentaAon!?	
  

	
  
1365	
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Start	
  here	
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Common	
  Sub	
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Adverse	
  Event	
  Sub	
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StaAsAcal	
  Analysis	
  Sub	
  Domain	
  

• Describing	
  the	
  planning	
  and	
  
performance	
  of	
  the	
  staAsAcal	
  
analysis	
  

• Contains	
  semanAcs	
  for	
  StaAsAcal	
  
Analysis	
  Plan	
  

•  Future	
  may	
  include	
  enAre	
  StaAsAcal	
  
Analysis	
  life	
  cycle	
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Class	
  &	
  State	
  diagrams	
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Class	
  &	
  aVributes	
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Class	
  &	
  inheritance	
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Data	
  Types	
  

•  ST,	
  BL,	
  INT,	
  TS.DATETIME	
  

•  EN=	
  EnAty	
  Name,	
  AD	
  =	
  Address	
  

• CD	
  =	
  Concept	
  Descriptor	
  (code	
  list)	
  

• PQ	
  =	
  Physical	
  QuanAty	
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Some	
  examples	
  –	
  defined	
  by	
  HL7	
  ADT	
  (Abstract	
  Data	
  Types)	
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CD	
  

• A	
  CD	
  is	
  a	
  reference	
  to	
  a	
  concept	
  defined	
  in	
  an	
  external	
  code	
  system,	
  
terminology	
  or	
  ontology	
  

•  Important	
  data	
  type	
  as	
  it	
  addresses	
  the	
  issue	
  of	
  bindung	
  of	
  vocabulary/
terminology	
  to	
  the	
  model	
  

• Used	
  in	
  BRIDG	
  whenever	
  the	
  request	
  has	
  been	
  seen	
  for	
  a	
  parAcular	
  
aVribute	
  as	
  a	
  need	
  for	
  an	
  enumerated	
  list	
  of	
  values	
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CD	
  example	
  –	
  taken	
  from	
  the	
  BRIDG	
  training	
  

•  Values	
  for	
  PhaseCode	
  (defined	
  by	
  
clinicaltrials.gov)	
  

•  N/A:	
  for	
  trials	
  without	
  phases	
  

•  Phase	
  0:	
  exploratory	
  trials,	
  involving	
  very	
  limited	
  human	
  
exposure,	
  with	
  no	
  therapeuAc	
  or	
  diagnosAc	
  intent	
  (e.g.,	
  
screening	
  studies,	
  microdose	
  studies).	
  	
  

•  Phase	
  1:	
  includes	
  iniAal	
  studies	
  to	
  determine	
  the	
  
metabolism	
  and	
  pharmacologic	
  acAons	
  of	
  drugs	
  in	
  humans,	
  
the	
  side	
  effects	
  associated	
  with	
  increasing	
  doses,	
  and	
  to	
  
gain	
  early	
  evidence	
  of	
  effecAveness;	
  may	
  include	
  healthy	
  
parAcipants	
  and/or	
  paAents	
  

•  Phase	
  1/Phase	
  2:	
  for	
  trials	
  that	
  are	
  a	
  combinaAon	
  of	
  
phases	
  1	
  and	
  2	
  

•  Etc.	
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BRIDG	
  is	
  ACTIVITY	
  driven	
  

• Right	
  site	
  of	
  the	
  BRDIG	
  model	
  represents	
  all	
  acAviAes	
  /	
  acts	
  associated	
  with	
  a	
  
study	
  protocol	
  
•  4	
  subtypes:	
  
– Defined	
  acAvity	
   	
  	
  (define	
  aciAviAes	
  during	
  protocol	
  Authoring)	
  
– Planned	
  acAvity	
   	
  	
  (schedule	
  of	
  aciAviAes	
  for	
  the	
  study	
  and	
  potenAal	
  study	
  subjects)	
  
– Scheduled	
  acAvity	
  (schedule	
  aciAviAes	
  for	
  an	
  actual	
  study)	
  
– Performed	
  acAvity	
  (performing	
  those	
  acAviAes	
  on	
  the	
  actual	
  study	
  subject)	
  

•  Same	
  idea	
  like	
  HL7	
  RIMs	
  ‚moodCode‘	
  aVribute	
  of	
  the	
  Act	
  class	
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Person	
   Study	
  
Object	
  

Study	
  
Protocol	
  

AcAtviAes	
  

ObservaAons	
  
ObservaAon	
  

Results	
  

Study	
  
Site	
  

OrganizaAon	
  

Product	
  
Study	
  
Agent	
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A	
  mapping	
  example	
  
Tags	
  /	
  tagged	
  values	
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The	
  mapping	
  spreadsheet	
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TAGs	
  for	
  classes	
  
TAGGED	
  VALUEs	
  for	
  properAes	
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Notes	
  can	
  direct	
  further	
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Example	
  Notes	
  for	
  Severity	
  Code	
  
Point	
  to	
  PerformedClinicalInterpretaRon	
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Hmmm	
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Checkout	
  the	
  Mapping	
  sheet	
  ...	
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What‘s	
  new	
  in	
  Version	
  4	
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New	
  in	
  Version	
  4	
  

•  LS	
  DAM	
  –	
  Life	
  Sciences	
  Domain	
  Analysis	
  Model	
  	
  
– Hypothesis	
  driven	
  basic	
  and	
  pre-­‐clinical	
  research	
  as	
  well	
  discovery	
  sciences	
  
– CollaboraAve	
  engagement	
  between	
  NCI,	
  HL7	
  Clinical	
  Genomics	
  WG	
  
– was	
  a	
  sibling	
  to	
  BRIDG	
  for	
  a	
  few	
  years	
  
– IntegraAon	
  into	
  BRIDG	
  to	
  support	
  semanAc	
  interoperability	
  

•  3	
  new	
  sub	
  domains	
  
– Biospecimen	
  
– Experiment	
  
– Molecular	
  Biology	
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New	
  in	
  Version	
  4	
  (cont.)	
  

• CDISC	
  SDTM	
  3.1.3	
  
– Include	
  changes	
  /	
  add	
  in	
  SDTM	
  3.1.3	
  like	
  cover	
  of	
  changes	
  in	
  trial	
  design,	
  inclusion	
  of	
  
TA	
  Oncology	
  

• CDISC	
  SDTM	
  PGx	
  (v	
  1.0	
  Domains)	
  
– Pharmacogenomics	
  &	
  PharmacogeneAcs	
  
– Focus	
  on	
  geneAc	
  data	
  for	
  human	
  and	
  viral	
  studies	
  

40	
  



Copyright	
  ©	
  2015,	
  Oracle	
  and/or	
  its	
  affiliates.	
  All	
  rights	
  reserved.	
  	
  |	
  

BRIDG	
  4.0	
  

• With	
  the	
  release	
  of	
  BRIDG	
  4.0,	
  the	
  scope	
  of	
  BRIDG	
  is	
  now	
  officially	
  
expressed	
  as	
  “basic,	
  pre-­‐clinical,	
  clinical,	
  and	
  translaAonal	
  research	
  and	
  
associated	
  regulatory	
  arAfacts.	
  4.0	
  is	
  the	
  first	
  release	
  of	
  BRIDG	
  as	
  a	
  
translaAonal	
  research	
  model	
  and	
  therefore	
  some	
  of	
  the	
  newer	
  sub-­‐
domains	
  are	
  not	
  fully	
  fleshed	
  out	
  as	
  yet.	
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Ressources	
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Ressources	
  

• BRIDG	
  home:	
  hVp://bridgmodel.nci.nih.gov/	
  

• HL7:	
  hVp://www.hl7.org/special/commiVees/bridg/index.cfm	
  

•  EA	
  Sparxsystems:	
  
• UML	
  Tutorial:	
  hVp://sparxsystems.com.au/resources/uml2_tutorial/	
  

•  ISO	
  TC-­‐215:	
  
hVp://www.iso.org/iso/home/store/catalogue_tc/catalogue_tc_browse.htm?
commid=54960&published=on&development=on	
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