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Protocol Representation Model
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The HL7 Message Development Framework

Phases. activities, and models
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— CDISC SDTM standard* (www.cdisc.org)
— CDISC ODM Study Design extension (www.cdisc.org)

— HL7 Clinical Trial Registration and Results message (www.hl7.org)

— HL7 Study Design message (www.hl7.org)

— caBIG® Patient Study Calendar (PSC) application
(https://cabig.nci.nih.gov/tools/PatientStudyCalendar)

— ASPIRE (Agreement on Standardized Protocol Inclusion Requirements for
Eligibility)

— |HE Retrieve Protocol for Execution profile
(http://wiki.ihe.net/index.php?title=Retrieve_Form for Data_ Capture)
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HL7 XML - HL7 RIM — BRIDG — CDISC XML
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HL7 RItvi — RCRIM Divil+
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Arm.name

A non-unique textual identifier for the arm. For example, Treatment A.

e Implementable Standard~D T vE> S
— Map:C3PR = 'ScheduledArm.name’
— Map:C3PR = 'PlannedArm.name’
— Map:C3PR = 'Arm.name’
— Map:COPPA ="'Arm.name'
— Map:CTGOV ="'Arm Number or Label'
— Map:CTGOV = 'Arms/Groups'
— Map:CTGOV = 'Group/Cohort Number or Label'
— Map:CTOM = 'StudyParticipantAssignment.armldentifier'
— Map:HL7SD ="'Arm.title’
— Map:SDTM IG = 'TV.ARMCD'
— Map:SDTM IG = "TA.ARMCD'
— Map:SDTM IG = 'DM.ARMCD'
— Map:TDM = 'StudyDesignArm.name'



UML
Unified Modeling Language



DAMIZUML??2?MD IS5 X

PRMIEBRIDGDH T YT,
X

P??TRSNTLVD,

aaaaaaaaaaaaaaaaaaaaaaaaaaaaa
uuuuuuuuuuuuu
nnnnnnnnn

sssssssssssssssssssss

Documentation
And authoring

Internal
Tracking

Protocol Design

Statistical
Analysis

Eligibility

Determlnatlon

22
Source: Doug Fridsma



UML & 3frf72 A 5 2
( Unified Modeling Language : #t—T%t5 U V' &3&)

AN EDZEEDITITRERNBETT , FFITER
LDZEEDHESITIL, AIFEBELDRFARMNBLETT,
EXBAHOVINVITREERRELIERETH

(A—=RT5—RK, VSRR, =TV ARKF) DES
AERELLIZDDAUMLTT,

BRIDG°PRIVID ::g"“w
RALSTFUSRETIL =
(DAM) (295 RET LA
TSN TULVET.
—+
» R
\ ==




(UMLDFEYE) 7T A& 1E 2

RLEEOA TSI IMEEEDTITRERVET
HSREA TSI DEBEELRDERMYHUNT

9,
BRAEDITA
[ LE: —3 2S5
HERe
e |em = Bt (7 =2)
wEEe BRIDG*PRMTI&
MEETE () ) HSADEH
| AW (FEE)
IIET:&EH () S (attribute) D A{EHL.
WEADHHE O | AYyRIFERLALY,
/ {-::lnﬁtancet]f::-} ﬂ ﬂ h “- \

ARTITR ’/r _ j
(A 2ASVR) \\. § ﬁma-,iul '\\ T

N Lnnzm| mmgh| y




(UMLDEETE)
e el e

@L@Eﬂ}f (’75}(0)[5%‘@

RA—IN—IFR
(BI5R) 1
£ o)

R—18—HF2

AN

HITI5R

YIISR
(F72R) &

i o)

o

/

[PRMTIZ]

Document

+ typeCode: CD

+ officialTi tle: ST

+ text: ED
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+ keywordText: DSET<ST> ¥E77Z

+ revisionReason: ST ODE'EE

+ revisionNumberText: ST

+ uni formResourcelocator: URL

+ bibliographicDesignation: ST
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StudyProtocolDocument
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T1 (Trial Inclusion/Exclusion Criteria)
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TDM (Trial Design Model) W
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