
0..* presentSubstance 
typeCode*: <= SBJ
subject

ObservationCriterion

0..* protocolAction 
typeCode*: <= MITGT
mitigatedBy

0..* stakeholder 

typeCode*: <= PART
participant

0..* documentReference 

typeCode*: <= SUBJ
subject

ProtocolAction
Protocol

classCode*: <= ACT
moodCode*: <= DEF
id: II [0..1]
code*: CD CWE [1..1] < D:ActCode
effectiveTime: QSET<TS> [0..1]

Requirement

SubstanceAdministration1

classCode*: <= ACT
moodCode*: <= DEF
id: II [0..1]
code: CD CWE [0..1] < 
D:ProtocolKind

Protocol

classCode*: <= SBADM
moodCode*: <= DEF
id: II [0..1]
text: ST [0..1]
effectiveTime: QSET<TS> [0..1]
methodCode: DSET<CD> CWE [0..*] < D:ProcedureMethod
approachSiteCode: DSET<CD> CWE [0..*] < D:ActSite
targetSiteCode: DSET<CD> CWE [0..*] < D:ActSite
routeCode: CD CWE [0..1] < D:RouteOfAdministration
doseQuantity: URG<PQ> [0..1]
maxDoseQuantity*: DSET<RTO<PQ,PQ.TIME>> [0..*]

SubstanceAdministration1

classCode*: <= SBADM
moodCode*: <= EVN.CRT
id: II [0..1]
actionNegationInd: "false"
isCriterionInd*: ="true"
routeCode: CD CWE [0..1] < D:RouteOfAdministration
 (labeled route of administration)

SubstanceAdministrationCriterion

classCode*: <= OBS
moodCode*: <= EVN
code*: CD CWE [1..1] < ActCode (fixed)
value*: CD CWE [1..1] <= SymptomFrequency
 (e.g., frequent, infrequent)

Frequency

classCode*: <= OBS
moodCode*: <= DEF
id: II [0..1]
code*: CD CWE [1..1] < 
D:ObservationType
effectiveTime*: QSET<TS> [0..1]

MonitoringObservation

SeverityAndFrequency

classCode*: <= OBS
moodCode*: <= EVN.CRT
id: II [0..1]
code*: CD CWE [1..1] < D:ObservationType
 (sex, age, condition, ...)
text: ST [0..1]
isCriterionInd*: ="true"
value*: ANY CWE [1..1] < D:ObservationValue
 (CE, SET of CE or IVL of PQ)
valueNegationInd: BL [0..1]

ObservationCriterion

classCode*: <= ACT
moodCode*: <= EVN.CRT
id: II [0..1]
code: CD CWE [0..1] < D:ActCode
actionNegationInd:
text: ST [0..1]
isCriterionInd*: ="true"

ActCriterion

classCode*: <= SBADM
moodCode*: <= DEF
effectiveTime*: QSET<TS> [0..1]
repeatNumber*: IVL<INT.NONNEG> [0..1]
doseQuantity*: URG<PQ> [1..1]
rateQuantity: URG<PQ> [0..1]

SubstanceAdministration2

0..* issueOrCharacteris�c 
typeCode*: <= SUBJ
subjectOf

ClinicalSitua�onCriterion

1..1 administrableProductMaterialKind  *

classCode*: <= ADMM

AdministrableMaterial

classCode*: <= OBS 
moodCode*: <= EVN 
code*: CD CWE [1..1] < D:ActCode 
value*: CD CWE [1..1] < D:SeverityObservation 
 (L - low severity, mild; M - moderate; H - high 
severity, severe)

Severity

1..1 administrableMaterial  *

typeCode*: <= CSM
consumable

0..1 indica�on 

typeCode*: <= RSON
 (specializations TREAT -
 therapeutic indication, PRYLX -
 prophylactic indication, DIAG -
 diagnostic indication)
negationInd: "false"
 (if true it means "this is not an
 indication')

reason1

Indica�on

0..* substanceAdministra�on 

typeCode*: <= COMP
contextConductionInd*: [1..1]
 "true"
sequenceNumber: INT.NONNEG [0..1]

component

CMET: (MAT)
  E_ProductMaterialKind

[universal]
(POCP_MT010400UV01)

CMET: (ROL)
  R_ProductUseExact

[universal]
(POCP_MT010600UV01)

A_ProductUseGuidelineSPL
(POCP_RM060100UV)

Descrip�on: describes when and how a product should 
be used safely and effec�vely. Contains the dosing
instruc�ons, indica�on, issues (adverse effects, 
interac�ons, contraindica�ons), and a safe use protocol 
which includes monitoring observa�ons. 
Property-contextConduc�onStyle: C 

classCode*: <= PROC
moodCode*: <= EVN.CRT
code: CD CWE [0..1] < D:ActProcedureCode
isCriterionInd*: ="true"

ProcedureCriterion
classCode*: <= OBS
moodCode*: <= EVN.CRT
code*: CD CWE [1..1] < D:ObservationDiagnosisTypes
isCriterionInd: ="true"
value*: CD CWE [1..1] < D:ObservationValue
 (condition, problem code)

IndicationObservationCriterion

0..1 protocol  *

typeCode*: <= COMP
sequenceNumber: INT.NONNEG [0..1] "2"
priorityNumber: REAL [0..1]
pauseQuantity: PQ.TIME [0..1]
splitCode: CS CNE [0..1] < V:ActRelationshipSplit
joinCode: CS CNE [0..1] < V:ActRelationshipJoin
seperatableInd: BL [0..1]

componentOf

0..* protocolAc�on  *

typeCode*: <= COMP
sequenceNumber: INT.NONNEG [0..1] "2" (before=1, during=2, after=3)
priorityNumber: REAL [0..1]
pauseQuantity: PQ.TIME [0..1]
splitCode: CS CNE [0..1] < V:ActRelationshipSplit
joinCode: CS CNE [0..1] < V:ActRelationshipJoin
seperatableInd: BL [0..1]

component

0..* clinicalSitua�onCriterion 

typeCode*: <= PRCN
priorityNumber: REAL [0..1]
pauseQuantity: PQ.TIME [0..1]
checkpointCode: CS CNE [0..1]
 < V:ActRelationshipCheckpoint

precondition1

IssueCharacteris�cOrApproval

CMET: (OBS)
  A_Characteristic

[universal]
(POCP_MT050500UV)

classCode*: <= OBS
moodCode*: <= DEF
code*: CD CWE [1..1] < ObservationType

ObservationDefinition

0..* observa�onDefini�on 

typeCode*: <= DRIV
localVariableName: ST.SIMPLE [0..1]
subsetCode: CS CNE [0..1]
 < ActRelationshipSubset

derivedFrom

0..*  

precondition

0..* observationCriterion 

typeCode*: <= OBJC
maintenanceGoal1

0..*  
maintenanceGoal

0..* clinicalSitua�onCriterion  *typeCode*: <= SUBJ
subject

Note:

classCode*: <= OBS
moodCode*: <= EVN.CRT
code*: CD CWE [1..1] < D:ObservationType
text: ST [0..1]
isCriterionInd: ="true"
value*: ANY CWE [0..1] < D:ObservationValue
 (CE, SET<CE>, or IVL<PQ>)

ConsequenceObservation

0..* severityAndFrequency  *
typeCode*: <= SUBJ
subjectOf

classCode*: <= ALRT (adverse event, interaction, 
caution, ...)
moodCode*: <= DEF
code*: CD CWE [0..1] < D:Issue
 (further specification of issue concept, if applicable)
text: ST [0..1]

Issue

0..* consequenceObserva�on 

typeCode*: <= CAUS

causeOf

0..* consequenceObserva�on 

typeCode*: <= RISK
risk

0..*  
reason0..*  

precondition

classCode*: <= ROL
code: CD CWE [0..1] < 
D:ProductLifecycleAssignedRoleType

Stakeholder

0..1 protocol  *

typeCode*: <= COMP
sequenceNumber: INT.NONNEG [0..1] "2"
priorityNumber: REAL [0..1]
pauseQuantity: PQ.TIME [0..1]
splitCode: CS CNE [0..1] < V:ActRelationshipSplit
joinCode: CS CNE [0..1] < V:ActRelationshipJoin
seperatableInd: BL [0..1]

componentOf

classCode*: <= DOC
moodCode*: <= EVN
id: DSET<II> [0..*]
code: CD CWE [0..1] < D:DocumentType
setId: II [0..1]
versionNumber: ST [0..1]

DocumentReference

0..*  
reason

0..*  
reason0..*  

precondition

0..* effect 
typeCode*:
 < _ActRelationsipObjective 

goal

classCode*: <= ACT
moodCode*: <= EVN
code: CD CWE [0..1]
 < D:ActMolecularInteractionType

Effect

Note:
FIXME: This type 
code needs a
name: objective

CMET: (ROL)
  R_PresentSubstance

[universal]
(POCP_MT080200UV)

0..1 productUseExact 

typeCode*: <= CSM
consumable

CMET: (CNTRCT)
  A_Approval

[universal]
(POCP_MT050700UV)

_vertical_box_

0..1 productUseExact 

typeCode*: <= DEV
device

Note:
New in CPM R3

Note:
New in CPM R3

0..* presentSubstance 

typeCode*: <= ALY 
analyte

CMET: (ROL)
  R_PresentSubstance

[universal]
(POCP_MT080200UV)

ObservationCriterion

0..* observationCriterion 

typeCode*: <= COMP
component

0..* presentSubstance 

typeCode*: <= SBJ
subject

Note:
#compatibilityControl
#enableCDAMarkup
#order
- consumable
- device
- subject
- reason
- precondition
- generalization
- goal
- maintenanceGoal
- component
- componentOf
- subjectOf
- derivedFrom

FIXME: Should there be a way to say that even after some time past stopping 
the other drug the contraindication still exists? Suggestion has been 
pauseQuantity but it’s semantics does not warrant such use.


