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Safe Harbor Statement

The following is intended to outline our general product direction. It is intended for
information purposes only, and may not be incorporated into any contract. It is not a
commitment to deliver any material, code, or functionality, and should not be relied upon
in making purchasing decisions. The development, release, and timing of any features or
functionality described for Oracle’s products remains at the sole discretion of Oracle.
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ORAC L-e Copyright © 2015, Oracle and/or its affiliates. All rights reserved. |



A little bit of history ...

.. BRIDG is getting 10 years old — or even older
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(more than) 10 years of BRIDG

CDISC, HL7, NCI, FDA
° 2003'2004: CDISC and HL7 RCRIM WG (protocol DAM)

 2004-2005: The NCI caBIG® (and CDISC) Structured Protocol
Representation Teams (protocol bam)

* 2005-2006: Maturation of the BRIDG Project

(HL7 regulated submission & product labeling, CDISC all standards, and technical base for future standards)

° 2007 - 2012: BRIDG EVO|uti0n (domain experts vs tech — rework / submodel, 1SO)
* 2013 - Present: BRIDG Scope Expansion — Translational Research

(Biospecimen, Molecular Biology, experiments)

Source: http://bridgmodel.nci.nih.gov/about_bridg/background
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ISO & BRIDG ‘

ABOUT ' STANDARDS | COLLABORATIONS ' RESOURCES | NEWS/PUBLICATIONS | EDUCATIO!

CDISC Announces BRIDG Model for Research as Final
ISO Standard

May 28, 2015

Austin, TX - 28 May 2015 - The Clinical Data Interchange Standards Consortium (CDISC) is excited to
announce that the International Organization for Standardization (ISO) now recognizes the collaborative
Biomedical Research Integrated Domain Group (BRIDG) Model version 3.2 as a published, Final
International Standard for clinical research and its link with healthcare. This standard, which had
previously passed through the ISO Draft International Standard (DIS) ballot, was unanimously approved
on 24 April for publication by the ISO Technical Committee (TC) 215 for Healthcare Informatics.

The BRIDG Model is a domain analysis model representing the realm of protocol-driven research. The
BRIDG Model was initiated by CDISC in 2003 to support harmonization among the CDISC standards for
clinical research and to bridge research and healthcare. Shortly thereafter, the US National Cancer
Institute (NCI), Health Level Seven (HL7) and the U.S. Food and Drug Administration (FDA) joined with
CDISC to collaborate on the development and maintenance of this model. BRIDG became a CDISC and
HL7 standard in 2012. The BRIDG Board of Directors had also made the decision in 2010 to begin the
process of advancing BRIDG to the status of an international standard through the 1SO process. Through
the Vienna Agreement, 1SO standards are automatically adopted by the European Committee for
Normalization (CEN).

Source: http://cdisc.org/cdisc-announces-bridg-model
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ISO/TC 215 and BRIDG — October 2015

# |SO/PRF 14199 50.20 35.240.80
Health informatics -- Information models -- Biomedical Research Integrated Domain Group (BRIDG) Model

ISO/PRF 14199°

Healith - models ~ |
Model

Gews rmaton | Mevecs  Cormgenda [ Arendrents

Sommnt et o
P —
S, Vi st s G
ronsiaorons et g4
00 20 60
R Start of main Completion of
RUwtion, action main action
40 40.00 40.20 40.60 40.93 X 40.99
. " DIS registered DIS baliot initiated: ull report circulated: Full report circulated. Project deleted Full report circulated.
‘W'Y 3 months DIS referred back to decision for new DIS DIS approved for
tage TCor SC ballot registration as FOIS
50 FDIS registered for Proot sent to Ciose of voting FDIS referred back to Project deleted FDIS approved for
Approval formal approval secretariat Proof returned TCor SC publication
stage FOIS bafiot inftiated: Dy secretaroat
2 months.
60 60.00 60.60
P he International International
Standard under Standard & - - -
stage publication published 35.240.80: IT applications in health care technology
Including computer tormography
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ISO/TC215 and BRIDG - October 2016

« 1SO 14199:2015 60.60 ISO/TC 215
Health informatics -- Information models -- Biomedical Research Integrated Domain Group (BRIDG) Model

General information Revisions. Comigenda | Amendments

Document published on: 2015-0%-15

Edition: 1 (Monoingual) 1CS: 35.240.80
Status: ¢ Published Stage: 60,60 (2015-09-17)
TC/SC: ISOTC 215 Number of Pages:
20
Decision
00 20 60 92 «s o %
Start of main Completion of Repeat an earller Repeat cul

Regleiration action main action phase phase Lk
o 40.00 40.20 40,60 40.92 40.98 40.99
& i DIS registered DiS baliot initiated Cilose of voting Full report circulated circulated. Project deleted Full report circulated.
‘::'.'y 3 months DIS referred back to ion for new DIS DIS approved for

registration as FOIS

50.00 50.20 50,60 50.98 50.99
50 FOIS registered for Proot sent to Ciose of voting Projectdoleted  FDIS approved for
Approval formal approval ‘secretariat. Proof returned publication
stage FOIS baliot Initiated: by secretariat

2 months.
P 60.00 60.60
P o I:mmauonu I:‘ﬂ:::aml:nm
stoge pubiceton | pudlshed 35.240.80: IT applications in health care technology
Including computer tormography
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Quick word to UML ...

.. as it needs to be introduced quickly

ORACLE’
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UMLis ...

* Unified Modeling Language

7]
The Unified Modeling Language (UML) is a graphical language for visualizing,

specifying, constructing, and documenting the artifacts of a software-intensive system.
The UML offers a standard way to write a system's blueprints, including conceptual
things such as business processes and system functions as well as concrete things such
as programming language statements, database schemas, and reusable software

components.” - OMG

ORACLE

UML diagram types

1. Structural Modeling Diagrams

Stricture Gagrams define the stat archtectirs of 3 model. They are Used to model the ‘things’ that make up & model - the dasses,
cbjects, mterfaces and physcal companents. In sddinon, they are used to Mmodel the resbONMIPS and dependences betmeen
ements.

1. Package Diagrams 2. Component Dlagrams.

Package dugrams are used to dvide the
maodel into logcal contaners, or

Component dagrams are wsed to modd
structures,

Pagher level or more complex
", a0 the interactions. usually bult up from one or more
F between them a€ a hoh level .. Leam dasses, and providng & wed defined
More Intertace ...eam Mare

Deployment dagrams.
agravms show the

mstances of

Named as Instance Diagram
Since BRIDG 4.0

ORACLE
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2. Behavioral Modeling Diagrams

Behavior dagrams capture the varieties of Interaction and Instantanecus states wehin a model 35 1t ‘executes’ over time; tracking
Now the system wil 5t in & resl-workd enviroment, and observing the effects of an cperation oc event, Induding Its results.

8. Use Case Diagrams

Use Case Gagrams are used to moded
user/system interactions. They define

‘behavior, requirements and constrants.
0 the form of SCPLS OF SCENANOS.

) interacton Overvew dagrams fuse
actavty and sequence Bagrams to akow
teracton fragments o be easty
Combanad weh decsion pamts and flows

condton, of “run state” of & mode
when it executes ...Leacn Moce

11

Source: http: com.
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Let’s open the model the first time
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DAM (Domain Analysis Model) for Clinical Research

* Conceptual model
— To depict behaviour/process and static/data semantics in the domain

* Subject Matter Experts can integrate and harmonize their perspectives
regarding use cases, activities & information

* Abstract should be robust enough to support analysts, architects and
developers

* Foundation for semantic interoperability

* Structured way for description and documentation of the requirements in a
domain

ORAC L-e Copyright © 2015, Oracle and/or its affiliates. All rights reserved. | 14



Hmm, and the documentation!?

BRIDG Bt

BRIDG Model

httpiiiwww. bridgmodelorg

BRIDG 4.0 Comprehensive
Domain Analysis Model

27 March 2015

prepaced by

BRIOG Semanse Coomhmabon Commes
T Vit 1062 Gl SRR AT
D . St SN )
iy Mo syt K59}
e v (CORSC)

@cosclig s

4.0: 1365

ORACLE

BRIDG bt Eon

BRIDG Model
hitp www besdpmodel cep
R 411 BKIDG Madel Knpors
27 July 2016
Dot sl Rrvosrs b basogatod Domass Goonp (BAIDG)
L
B e et Y M B
e e 1 K1)
i
107 B Wk Gy

@oscrBE.

4.1: 4368
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Start h BRIDG ponedicaiResearch
art here

BRIDG Model

http://www.bridgmodel.org

Release 4.0 User’s Guide
27 March 2015

Biomedical Research Intdgrated Domain Grenp (BRIDG)

prepared by

BRIDG 5. tic Coordination Ce (SCC)
Wendy Ver Hoef (Samit Solutions NCI [CJHLT)
Souta Hastak (Samvit Solutions NCT [CJHLT)
Lioyd McKenzie (GearyNCI [CYVHLT)

Jube Evans (CDISC)

Bons Brodsky (FDAHLT)

©coisclg A Ll
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Name: UML-Based Comprehensive BRIDG Model Diagram
Package: BRIDG Domain Analysis Model

Version:
Author:

40
BRIDG SCC
Legend
Adverse Event Sub-Domain View Descripton:
z This Viaw shows the complete BRIDG Modd (current Release) and
Common Sub-Domain specifically shows, for each class wher its applicable, the complete
@ Protocol Representation Sub-Domain set of attributes for the class, partitoning the attributes as to
SE T R whether they are “locad” to the clas or inhested fom the dass
C] Regulatory Sub-Domain super-type hierarchy.
(] statistical Analysis Sub-Domain
() study Conduct Sub-Domsin
. Biospecimen Sub-Domain
Molecular Biology Sub-Domain
Experiment Sub-Domain

Please Note: This comprehensive view of the BRIDG model is not intended for users to leam the model. Itis created by the BRIDG modelers to ensure
model integrity. It is highly recommended that you look at the sub-domain views to leam and review the concepts and relationships in the BRIDG model.
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Common Sub

ORACLE

Adverse Event Sub
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=BT B | statistical Analysis Sub-Domain

Statistical Analysis Sub Domain

* Describing the planning and
performance of the statistical analysis

* Contains semantics for Statistical

Analysis Plan

* Future may include entire Statistical
Analysis life cycle

O QAC Le Copyright © 2015,

Class & State diagrams

Defined Activity States DISCLAIMER: All state transition diagrams
are rough and should be considered DRAFT.

Example 1:
caDSR Workflow Statuses for Data Elements and other Administered Items

Other ISO Statuses Identified by caDSR Workflow But Not Used or Not Recommended

O QAC |—€ Copyright © 2015, Oracle and/or its affiliates. All rights reserved. | 22



Class & attributes

ORACLE’

n

Adverse Event Sub-Domain::AdverseEvent

+ categoryCode: CD [0..1]
+ /endRelativeToReferenceCode: CD [0..1]
+ expectedindicator: BL [0..1] "
+ JgradeCode: CD [0..1]
|~ + nhighiightedindicator: BL [0..1] -
1|+ hospitaizationRequiredindicator: BL [0..1] 1
+ locationDescription: ST [0..1] o
+ occurrenceDateRange: IVL<TS.DATETIME> [0..1]
+ occurrencePatternCode: CD [0..1]
+ JoccurrenceStudyDayRange: IVLINT> [0..1])
+ postReportUpdateDate: TS.DATETIME [0..1]
+ JseverityCode: CD [0..1]
+ subcategoryCode: CD [0..1]
+ summary: ST [0..1]
+ treatmentEmergentindicator: BL [0..1]
T o0E, DSETSCO= (0]
3 bservationResult
+ baselinelndicator: BL [0..1]
+ comment: ST [0..1]
+ confidentialityCode: CD [0..1)
+ createdDate: TS.DATETIME [0..1]
+ identifier: Il [0..1] I
|~ + reportedDate: TS.DATETIME [0..1] 0
1|+ typeCode: CD [0..1]
+ uncertaintyCode: CD [0..1]
+ value: ANY [1...1]
+ valueCodeModifiedText: ST [0..1]
+ valueNullFlavorReason: ST [0..1]
o (]} )

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

+ ifocalDuration: PQ.TIME [0..1]
+  methodCode: CD 0.
+ _targetAnatomicSiteCode: CD [0..1]

0.1
+ ifocalDateRange: IVL<TS.DATETIME> [0..1]

: PQ.TIME [0..1]
iduration: PQ.TIME [0..1]
iastingStatusindicator: BL [0..1]
imedicalHistoryIndicator: BL [0..1]
nameCodeModifiedText: ST [0..1]
negatinindicator: BL [0..1]
negationReason: DSET<SC> [0..7]
irepetitionNumber: INT.POS [0..1]
statusCode: CD [0..1]
- TS DATETIME [0..1]
§[VL<INT> [0..1]

: DSET<CD> 0.7]

constraints
{be participated in by Quaiifier}
{is triggered by Exclusive Or}

i)

s triggerad by B

0-ftrigger}

{instantiates Exclusive Or }

ORACLE’

1
Activity
{ be participated in by Declaration }

PerformedActivity
{ be participated in by actualindicator Qualifier }

{ be performed by actualindicator Qualfier }
{ containingEpoch Qualifier

{ be performed by (1ab) actuallndicator Qualifier }

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

be converted from  ~

Adverse Event Sub-Domain::AdverseEvent

=)

categoryCode: CD [0..1]

highightedindicator: BL [0..1]
hospitaizationRequiredindicator: BL [0..1]
ocationDescription: ST [0..1]
occumenceDateRange: IVL<TS. DATETIME> 0..1]
occumencePattemCode: CD [0..1]

loccurrer : IVLINT> [0..1)
postReportUpdateDate: TS.DATETIME [0..1]
iseverityCode: CD [0..1]

subcategoryCode: CD [0..1]

summary: ST [0..1]
treatmentEmergentindicator: BL [0..1)

7
§=l1

DSETCO 10T

baseinelndicator: BL

20,

23
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Data Types

Some examples — defined by HL7 ADT (Abstract Data Types)

* ST, BL, INT, TS.DATETIME

* EN= Entity Name, AD = Address

* CD = Concept Descriptor (code list)

* PQ = Physical Quantity

ORACLE’

CD Concept Descriptor = code list

o

Adverse Event Sub-Domain::AdverseEvent

=0

+ categoryCode: CD [0..1]
+ lendRelativeToReferenceCode: CD [0..1]

Indicator: BL [0..1]

+
+ lgradeCode: CD [0..1]

+ highiightedindicator: BL [0..1]

+ hospitaizationRequiredindicator: BL [0..1]

+ locationDescription: ST [0..1]

+ occurrenceDateRange: IVL<TS.DATETIME> [0..1]

attemCode: CD [0..1]

+ occurrencePs

+ loccurrenceStudyDayRange: IVL<INT> [0..1]

+ postReportUpdateDate: TS.DATETIME [0..1]

+ IseverityCode: CD [0..1]
subcategoryCode:

: CD [0..1]

+ summary: ST [0..1]
+ treatmentEmergentindicator: BL [0..1)

-

e aT o

fbe

=N

DSETCO (0= T

+ baselinelndicator: BL [0..1]

+ comment: ST [0..1]

+ confidentialityCode: CD [0..1)
+ createdDate: TS.DATETIME [0..1]
+ identifier: Il [0..1]

rtedDate: TS.DATETIME [0..1]
1

+
+ valueCodeModifiedText: ST [0..1]
+ valueNullFlavorReason: ST [0..1]

©
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* 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 particular

attribute as a need for an enumerated list of values

ORACLE
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CD example — taken from the BRIDG training

ion of
sical 1

ORACLE

Values for PhaseCode (defined by
clinicaltrials.gov)

N/A: for trials without phases

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

Phase 1: includes initial studies to determine the
metabolism and pharmacologic actions of drugs in humans,
the side effects associated with increasing doses, and to
gain early evidence of effectiveness; may include healthy
participants and/or patients

Phase 1/Phase 2: for trials that are a combination of phases
land2

Etc.

Like a decode——— displayName = “for triols that are a
combination of phases 1 and 2"
« code = “Phase 1/Phase 2"

codeSystem =
; “123.45.6789.0123456.78.9"
Meta data + codeSystemName = “CT.qovPhase "

codeSystemVersion = “v1.0"
As originally collected —~ originalText = “UII
« Etc.

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

BRIDG class order has a meaning

* Model ist drawn in a way to group classes together

ORACLE
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BRIDG is ACTIVITY driven

* Right site of the BRDIG model represents all activities / acts associated with a

study protocol
* 4 subtypes:

— Defined activity  (define activities during protocol Authoring)

—Planned activity (schedule of activities for the study and potential study subjects)

— Scheduled activity (schedule activities for an actual study)

— Performed activity (performing those activities on the actual study subject)

* Same idea like HL7 RIMs ,moodCode’ attribute of the Act class

OQAC '—e Copyright © 2015, Oracle and/or its affiliates. All rights reserved. |
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Liby o
- &2 (B Class : Activity
\ (=-Properties Relationships
~ -General Element Element Ster...  Type Connecti.. » |¢
\‘\ L - " /- / £ Rules Experiment & Class Association
{participate i Requirements ExperimentalActivityl... Class Association
in} - ~Constraints ExperimentalUnit Class Association
. .Scenarios NonResearchProject Class Association
©-Related Performer Class Association
&a . ‘n . L . / i Files Subject Class Association
T % Links DefinedActivity Class Generalizat.
/ PerformedActivity Class Generalizati...
e r_'ﬂn“““ PlannedActivity Class Generalizati...
o ScheduledActivity Class Generalizati...

v
{be a choice that (hemevmn"
hasasopfon} thatcansag 1}

v



A mapping example

Tags / tagged values

ORAC l—e Copyright © 2015, Oracle and/or its affiliates. All rights reserved. | 33

—
The mapping spreadsheet BRIDG R dion
BRIDG Mapping S.preldsheel

BRIDG S ic Coordination Committee (SCC)
Wendy Ver Hoef (Samvit Solutions/NCI [CYHLT)
Smita Hastak (Samvit Solutions/NC1 [CJHL7)

Lisa Schick (Samvit Solutions'NCI [C])

Lloyd McKenzie (Gevity/NCI [CYHLT)

Julie Evans (CDISC)

Boris Brodsky (FDA/HL7)

This document contains mappings of bow source models/projects have been harmonized isto the BRIDG model. Please refer o
the "How to Read a Mapping Path” tab for instructions and convetions used in the mapping path column of each tab. Each source
tmodel/project version that has been harmosized with BRIDG has its own tab in the spreadsheet. Each tab indicates the specific
versions of the source model /project and BRIDG model that have been harmonized. Once a harmonization is complete and that
BRIDG release is finalized, mapping paths are rarely updated and may become out of date as BRIDG evolves from version to

AOLETEY  How to Read a Mapping Path LSDAMv2.2.3Plus SDTM IGv3.1.3x . PGxIGr1.0 . CTRPv3.8 . HCTvi.02012 FDA HL7 SD SD DSTU2012 Statisticsv1.0 CTRv1.0 . CTRRr3 . NCI CRF Round :

NCI CRF Round 3 NCI CRF Rounds 1&2 CTSA-HSDBv1.0 HCTv1.0 Apr2011 SDTM IGv3.1.2 . CDASHv1i.1 . ICSRr2 . C3PRv2.9 . PSCv2.6 . caAERSv2.2 LabViewer2.2 . CTR&R R2 . COPPA . Lab

PSC . AE CTR&R R1 Comprehensive SDTM IG . TDM . Study Design RMIM HL7SP . RPS1 . C3PR . CIOM =

ORAC L-e Copyright © 2015, Oracle and/or its affiliates. All rights reserved. | 34




From Mapping sheet to BRIDG ....

SDTM V3.1.2 to BRIDG 3.0.3

BRIDG R3.0.3
Class Name Attribute Name Data Type Mapping Path
- - -
DM STUDYID Char Unique identifier for a study. Documentldentifier identifier 1 PerformedActivity. PerformedObservation >
StudyProtocolVersion >
DocumentVersion.StudyProtocolDocumentVer
> D¢ > D¢ Identifier.identifier

DM DOMAIN Char DM: Demographics StudySubject
Includes information about the subject
such as age, race, ethnicity, site,
investigator.

DM USuBJID Char Identifier used to uniquely identify a Subjectldentifier identifier 1] Activity.PerformedActivity. PerformedObservati
subject across all studies for all Subject > Subjectldentifier.identifier WHERE
applications or submissions involving Subjectldentifier.typeCode ="cross study ident
the product. This must be a unique
number, and could be a compound
identifier formed by concatenating
STUDYID-SITEID-SUBJID.

DM SUBJID Char Subject identifier, which must be Subjectldentifier identifier 1] Activity.PerformedActivity. PerformedObservati
unique within the study. Often the ID of Subject > Subjectldentifier.identifier WHERE
the subject as recorded on a CRF. Subjectldentifier typeCode ="study level subjec

identifier”

DM RFSTDTC Char Reference Start Date/time for the PerformedStudySubjectMilestone  |studyReferenceDateRange IVL<TS.DAT |PerformedStudySubjectMilestone.studyReferel

HCTv1.0 Apr2011 32 4 “ICSRr2 . C3PRV2.9. / PSCv2.6.. cahERSV2.2.. . LabViewer2.2..., CTRRRR2. . COPPA. /Lab. . PSC. /AE.. CTR&R R1 Col o

ORACLE’
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Or from BRIDG to mapping ...

ORACLE’
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TAGs for classes

TAGGED VALUEs for properties

B Asraties Fassn

Operatons

Nave K Sanpe Sewctype L) e Vil =
[RS———— s
Yomeeriost. BA<NT» o
= OATETIVE ke
Pt
bntey d ke
——  ® -
+ Aritase (sevestyCode)
A— Nt Spwchen e
o Fana HoEx VE®
Frogey Al st
ot Ve VapcOABNLT gy
wapar Atvarat et 200 Sevecey
Trammat Fane b Map SOTMGN 1 1 A AESEV
Cwvws Thew Map PO 6 Adewrrad et Sevcrghon
"0 Fane Map SOTMION 12 MEAESEY
e wY MapCtine Adverrat vt severniCote
' Cotecten Pae
Cortomer Trpe

|Advere Lvent Suts Ocmaes
R View AL Adverse Event

UM et Comorehersses BHDG Model Digrar |

23 Adverse Event Sub-Doman

wagam

BIURAEE #5801

oo
Ay untavoratie and unmended Sign, HTpIOM, Gisease. of Offer
CXCURTENCR W & Jempcral OGN with the uje Of 3 edial i

DALY
Seath, Back paes, headache, puUmonary embobam hesn atTack

OTHER NAME(S}

NOTES:
The BRIDG SCC has  Gfnge Tracker bse (431893 indicating a need t0
valetate the hat every AdverieEvet be descred by
Satetfeportyeron

ORACLE’

Notes can direct further

Example Notes for Severity Code
Point to PerformedClinicalinterpretation

ORACLE

T

o n O )
Copyright © 2015, Oracle and/or its affiliates. All rights reserved. | 37
NOTE(S):
Derived from the maximum severity observed during the
course of the AdverseEvent:
PerformedClinicalinterpretation.value(ANY=>CD).code
WHERE mmggmhmmm
“assess severity” AND mmmm >
AssessedResultRelationship. > AdverseEvent.
Sterectype Scope Status Phase Created Modified
Publc Proposed 10 01.07.2012 02072012
Puble Proposed 0 01072012 21082012
Publc Proposed 10 01072012 01072012
Publc Preposed 10 19082012 24082012
Publc Proposed 0 01072012 24082012
Puble <ncee» 0 29062010 05032018
M PerformecCinicalinterpretation Public <none> w0 25072007 27082013
[N
38
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Teeses T se e
 d
=

—i 4

TS F ooy W B HR SO BE X

Aart avaliated o relwson 1o
neport for evakiatng siant o9 |
svaisted n relaton o
‘-.Mk.“o

goered by}

L

-~

BeME A 2-G- 14+ @

= [ Study Conduct Sub-Domain
23 View SC: Study Conduct
{# AssessedactivityRelationship
i AssessedResultRelationship
@ [ Assessor
i Collectinglaboratory
{d funding
@ [l Governmentfunding
§i «placeholders Image
W Laboratory
i MatenalResource
W @ o i

“

0§l PerformedActinty

MapCTRVI D
MapHCTv10
MapSOTMIGVIT ]
MapSDTMIGV3 12

ya'

NE

&} PerformedObservationResult : Features

Operations

Name Type

vaeatedDate TS.DATETIME

@identifier n
@reportedDate
etypeCode

TS.DATETIME

s Litaral
Transient
Denved
IsID
Mulipicity
Is Collection

@7 X
Map COASHY1.1
MapSOTMIGV3 11

Vi@
EGEGPERF

VS VSORRES

CDE 253824641 0 ModORA Adverse

Initial Value =

[Coese | [Chew ]
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@ PerformedObservation

[ «Comment_Requesteds PerformedObservation

¢ baselinelndicator
@ comment

¢ confidentialityCode
@ createdDate

@ identifier

@ reportedDate

@ typeCode

@ uncertaintyCode

@ valueCodeModifiedText



H 4 Biomedical Research
l I “ I “ I | Integrated Domain Group
- —
Data Tabulation Model Im|
Mapping
Type -k‘mmw by ‘ Status - Comments / Issues / Rationale . Mapping Path / Derivation -‘.Iaxs Name
ISupported eplied AdverseE ver. seventCode [AdversoEvent
BRIDG Model
http:/www.bridgmodel.org
iteD... TS.DATETIME Public
Release 4.0 Release Nates cD Public
e cD Public
27 March 2015 )
ST Public
Biomedical Research Integrated Domain Group (BRIDG) entl... BL Public
nC.. DSET<CD> Public
prepared by
BRIDG S Coord C (5€C)
“Sm ‘i!'::::'(s! ('Sam'us thua::%t[l{[}t}]&!{-}’) erityCode) R Tagged Values
Lioyd McKenzie (Gevity/NCI [CJHLT) Not Specifie{z] B =X QH
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What‘s new in Version 4.x
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New in Version 4.0

* LS DAM - Life Sciences Domain Analysis Model
— Hypothesis driven basic and pre-clinical research as well discovery sciences
— Collaborative engagement between NCI, HL7 Clinical Genomics WG
—was a sibling to BRIDG for a few years
— Integration into BRIDG to support semantic interoperability

* 3 new sub domains
— Biospecimen
— Experiment
— Molecular Biology
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New in Version 4.0 (cont.)

* CDISCSDTM 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 & Pharmacogenetics
— Focus on genetic data for human and viral studies

ORAC l—e Copyright © 2015, Oracle and/or its affiliates. All rights reserved. | 45

BRIDG 4.0

* With the release of BRIDG 4.0, the scope of BRIDG is now officially
expressed as “basic, pre-clinical, clinical, and translational research and
associated regulatory artifacts”.

* 4.0 is the first release of BRIDG as a translational research model and
therefore some of the newer sub-domains are not fully fleshed out as yet.
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BRIDG 4.1
22 MAR 2016

* With BRIDG 4.0 the scope of the BRIDG model changed to encompass the
larger translational research domain, rather than just representing the
clinical research domain.

* Comments on this larger model were provided by the FDA and the Clinical
Genomics community and were resolved over the course of the last year.

* Some comments are still outstanding and will be resolved with the addition
of a new subject-matter-expert-friendly view in a future release.

 Additional changes were added to the model on behalf of a vendor who is
using a BRIDG-based model in a clinical trials application
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BRIDG 4.1.1
2 AUG 2016

* BRIDG Release 4.1.1 is a minor release that addresses comments from the
HL7 May 2016 Informative Ballot (BRIDG R2).

* The ballot brought forth 16 comments, 10 of which were deemed to be
persuasive or persuasive with modifications, according to the HL7 ballot
process.

* These comments resulted in a small number of minor changes to the
User’s Guide and the UML Model. Specific changes are documented in the
change list contained in the release package.
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Ressources
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Ressources

* BRIDG home: http://bridgmodel.nci.nih.gov/

* HL7: http://www.hl7.org/special/committees/bridg/index.cfm

* EA Sparxsystems:

* UML Tutorial: http://sparxsystems.com.au/resources/uml2 tutorial/

* |[SO TC-215:
http://www.iso.org/iso/home/store/catalogue tc/catalogue tc browse.htm?commid=54960&published
=on&development=on
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