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Open Issues and Discussion Points

	#
	Item

	1
	Are the code definitions of codes XYZ001 / XYZ002 sufficient to identify the context when a Content Assessment Results Object instance is annotated with such a code.
See proposed definitions in the section extending PS3.16, Annex D.

	2
	Is there a need addition to the human-readable description for referenced or embedded structured content such as svg, pdf, xml etc.?
(current assessment is that there is no need, hence Note 1 is added to the module table).


Foreword

This Supplement specifies a new IOD and supporting entries to describe the results of an assessment of the content of a DICOM SOP Instance.  An assessment might be performed when the content described in the SOP Instance could cause serious delays in clinical workflow, or outright harm to a patient, if the values are not consistent and safe.
This document is an extension to the following parts of the published DICOM Standard:

PS 3.2

Conformance

PS 3.3

Information Object Definitions

PS 3.4

Service Class Specifications

PS 3.6

Data Dictionary

PS 3.16

Content Mapping Resource

Scope and Field of Application

This Supplement specifies the IOD representing content assessment against reference information.  It stems from the development of the Quality Assurance with Plan Veto profile in IHE-RO.  While the profile originated from use cases to assess RT Plan, the IOD is generalized to allow for reporting of assessment results of any DICOM SOP Instance. 
Part 2 Addendum

Add new SOP Classes to PS3.2 Table A.1-2 UID Values:

	UID Value
	UID Name
	Category

	1.2.840.10008.5.1.4.1.1.xx.y.z
	 Content Assessment Results Storage
	Transfer


Part 3 Addendum

Add the following column in PS3.3 Section A.1.4, Table A.1-1 COMPOSITE INFORMATION OBJECT MODULES OVERVIEW – RADIOTHERAPY

	IODs
Modules
	Content Assessment Results

	Patient
	M

	Clinical Trial Subject
	U

	General Study
	M

	Patient Study
	U

	Clinical Trial Study
	U

	General Series
	M

	Clinical Trial Series
	U

	General Equipment
	M

	Common Instance Reference
	M

	Content Assessment Results
	M

	SOP Common
	M


In PS3.3 add the following IOD to Annex A:

A.1.2 IOD Entity-Relationship Model
…

A.1.2.X Content Assessment Result IE
The Content Assessment Result IE contains the results of an assessment of the content  of a SOP instance, indicating the affirmation of this instance to be used in the clinical process or the offending information content. 
A.X
Content Assessment Results Object Definition
A.X.1
Content Assessment Results IOD Description

This IOD represents the results from an assessment of the content of a SOP Instance(s). The assessment may be performed mechanically without human intervention. There is no provision for encoding verification or approval by human. This IOD is not intended to communicate approval to proceed with the clinical workflow.
A.X.2
Content Assessment Results IOD Entity-Relationship Model

The E-R model for this IOD is illustrated in Figure A.X-1.
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Figure A.X-1. DICOM Content Assessment Results IOD Information Model

A.X.3
Content Assessment Results IOD Module Table

Table A.X.3-1. Content Assessment Results IOD Modules

	IE
	Module
	Reference
	Usage

	Patient
	Patient
	C.7.1.1
	M

	
	Clinical Trial Subject
	C.7.1.3
	U

	Study
	General Study
	C.7.2.1
	M

	
	Patient Study
	C.7.2.2
	U

	
	Clinical Trial Study
	C.7.2.3
	U

	Series
	GeneralSeries
	C.7.3.1
	M

	
	Clinical Trial Series
	C.7.3.2
	U

	Equipment
	General Equipment
	C.7.5.1
	M

	
	Enhanced General Equipment
	C.7.5.2
	M

	Content Assessment Results
	Content Assessment Results
	C.8.8.x
	M

	
	SOP Common
	C.12.1
	M

	
	Common Instance Reference
	C.12.2
	M


In PS3.3 add the following Module to Annex C:

C.8.8.x
Content Assessment Results Module

This Module describes the results of the assessment of an Object.

Table C.8.8.x-1 Content Assessment Results Module Attributes

	Attribute Name
	Tag
	Type
	Attribute Description

	Major Issues Found
	(gggg,ee01)
	1
	Indicates whether or not issues with a high level of concern were found.

If at least one Item in the Assessment Issues Sequence (gggg,ee07) has Concern Level (gggg,ee08) equal to MAJOR, then this value shall be YES.

Enumerated Values:

YES

NO

	Assessment Summary Description
	(gggg,ee03)
	3
	Human-readable summary description of the assessment result.
See Note 1.

	Assessment Type Code Sequence
	(gggg,ee21)
	1
	Type of Assessment that was performed.

Only a single item shall be included in this Sequence.

	>Include Table 8.8-1 ‘Code Sequence Macro Attributes’
	Baseline CID YYY1.

	Assessor Result ID
	(gggg,ee16)
	3
	An internal identifier of the result issued by the assessor to allow additional information to be accessed by means outside the Standard. 

	Assessment Requester Sequence
	(gggg,ee17)
	1C
	The device that made the assessment request.
Required if the request was initiated automatically by a device. May be present otherwise.
Only a single item shall be included in this Sequence.

	>Include C.17.2.4 Identified Person or Device Macro
((Editorial Note: This Macro will be extended by CP 1516 adding the Device AE Title and Institutional Department Name and CP 1418 to add a device identification code needed for this supplement))

	Assessed SOP Instance Sequence
	(gggg,ee04)
	1
	References to the SOP Instances that were supplied for assessment.
One or more Items shall be included in this Sequence.

	>Include Table C.17-3 ’Hierarchical SOP Instance Reference Macro Attributes’
	

	>Referenced Comparison SOP Instance Sequence
	(gggg,ee05)
	1C
	Referenced SOP Instance used by the assessor to compare to the assessed SOP Instances.
Required if the assessor used persistent data to compare to the assessed SOP Instances.

One or more Items shall be included in this Sequence.

	>>Include Table C.17-3. ‘Hierarchical SOP Instance Reference Macro Attributes’
	

	Number of Assessment Issues
	(gggg,ee06)
	1
	Number of Issues found during the assessment.

If Major Issues Found (gggg,ee01) has the value YES, the value shall be greater than zero.

	Assessment Issues Sequence
	(gggg,ee07)
	1C
	Issues found during the assessment.

Required if Number of Assessment Issues (gggg,ee06) is not zero.

The number of Items included in the sequence shall equal the value of Number of Assessment Issues (gggg,ee06).

	>Level Of Concern
	(gggg,ee08)
	1
	Indicates the level of concern regarding the quality or effectiveness of the assessed SOP Instance of this issue.

Enumerated Values:

MAJOR
indicates a major level of concern.

MODERATE


indicates a moderate level of concern.

MINOR
indicates a minor level of concern.

NONE
indicates the reporting of a finding that was consistent with the assessment expectations.

	>Issue Description
	(gggg,ee0A)
	1
	Human-readable description of the issue.
See Note 1.

	>Violated Constraint Sequence
	(gggg,ee0C)
	1C
	The constraint being violated.

Required if Non-Specific Assessment Sequence (gggg,ee13) is not present.

Only a single Item shall be included in this sequence.

	>>Include Table 10.XX-1 ‘Attribute Value Specification Macro Attributes Macro’
((Editorial Note: See Supplement 121))
	

	>>Assessed Attribute Value Sequence
	(gggg,ee10)
	1
	The value that was received.

One or more  items shall be included in this sequence.

	>>>Include Table 10.XZ-1 'Attribute Value Macro Attributes'
((Editorial Note: See Supplement 121))
	

	>Non-Specific Assessment Sequence
	(gggg,ee13)
	1C
	Assessment whose criterion cannot be expressed by using the Violated Constraint Sequence (gggg,ee0C) .

Required if Violated Constraint Sequence (gggg,ee0C) is present.

Only a single Item shall be included in this Sequence.

	>>Non-Specific Assessment Description
	(gggg,ee14)
	1
	Human-readable description detailing the nature of the assessment. 
See Note 1.


Note 1: It is not intended that this attributes contains structured information which represents graphics or formaly structured content such as xml or pdf.
Part 4 Addendum

Add the following to PS3.4, Appendix B
Table B.5-1. Standard SOP Classes

	SOP Class Name
	SOP Class UID
	IOD Specification (defined in PS3.3)

	Content Assessment Results Storage
	1.2.840.10008.5.1.4.1.1.xx.y.z
	Content Assessment Results IOD


Add the following to PS3.4, Appendix I
Table I.4-1 Media Storage Standard SOP Classes

	SOP Class Name
	SOP Class UID
	IOD Specification (defined in PS3.3)

	Content Assessment Results Storage
	1.2.840.10008.5.1.4.1.1.xx.y.z
	Content Assessment Results IOD


Part 6 Addendum

Add the following Data Elements to PS3.6:

Table 6-1. Registry of DICOM Data Elements

	Tag
	Name
	Keyword
	VR
	VM

	(gggg,ee01)
	Critical Issues Found
	CriticalIssuesFound
	CS
	1

	(gggg,ee03)
	Assessment Summary Description
	AssessmentSummaryDescription
	UT
	1

	(gggg,ee04)
	Assessed SOP Instance Sequence
	AssessedSOPInstanceSequence
	SQ
	1

	(gggg,ee05)
	Referenced Comparison SOP Instance Sequence
	ReferencedComparisonSOPInstance Sequence
	SQ
	1

	(gggg,ee06)
	Number of Assessment Issues
	NumberOfAssessmentIssues 
	UL
	1

	(gggg,ee07)
	Assessment Issues Sequence
	AssessmentIssuesSequence
	SQ
	1

	(gggg,ee08)
	Level Of Concern
	LevelOfConcern
	CS
	1

	(gggg,ee0A)
	Issue Description
	IssueDescription
	UT
	1

	(gggg,ee0C)
	Violated Constraint Sequence
	ViolatedContraintSequence
	SQ
	1

	(gggg,ee10)
	Assessed Attribute Value Sequence
	AssessedAttributeValueSequence
	SQ
	1

	(gggg,ee13)
	Non-Specific Assessment Sequence
	NonSpecificAssessmentSequence
	SQ
	1

	(gggg,ee14)
	Non-Specific Check Description
	NonSpecificCheckDescription
	UT
	1

	(gggg,ee16)
	Assessor Result ID
	AssessorResultID
	LO
	1

	(gggg,ee17)
	Assessment Requester Sequence
	AssessmentRequesterSequence
	SQ
	1

	(gggg,ee21)
	Assessment Type Code
	AssessmentTypeCode
	CS
	1


Add the following to PS3.6 Annex A: 

Annex A
Registry of DICOM unique identifiers (UID) (Normative)

	UID Value
	UID Name
	UID Type
	Part

	1.2.840.10008.5.1.4.1.1.xx.y.z
	Content Assessment Results Storage
	SOP Class
	PS 3.4


Table A-3
CONTEXT GROUP UID VALUES

	Context UID 
	Context Identifier
	Context Group Name

	1.2.840.10008.6.1.FFF.1
	XYZ001
	Content Assessment Types

	1.2.840.10008.6.1.FFF.2
	XYZ002
	RT Content Assessment Types


Part 16 Addendum

In PS3.16, Annex D, table DICOM Code Definitions, add the following rows:

	Code Value


	Code Meaning
	Definition
	Notes

	XYZ001
	RT Pre-Treatment Dose Check
	An assessment performed before treatment to check the dose delivery parameters.
	

	XYZ002
	RT Pre-Treatment Consistency Check
	A pre-treatment comparison with a previously quality-assured treatment plan.
	


In PS3.16 add the following CID tables to Annex B:

CID yyy1
Content Assessment Types
Context ID YYY1
Content Assessment Types
Type: Extensible
Version: yyyymmdd

	Coding Scheme Designator (0008,0102)
	Code Value

(0008,0100)
	Code Meaning

(0008,0104)

	Include CID YYY2  ‘RT Content Assessment Type’


CID yyy2
RT Content Assessment Types
Context ID YYY2
RT Content Assessment Types
Type: Extensible
Version: yyyymmdd

	Coding Scheme Designator (0008,0102)
	Code Value

(0008,0100)
	Code Meaning

(0008,0104)

	DCM
	XYZ001
	RT Pre-Treatment Dose Check

	DCM
	XYZ002
	RT Pre-Treatment Consistency Check
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