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Conformance of ITU-T H.810 personal health system: Services interface Part 11: Questionnaires: Health & Fitness Service sender

Summary

Recommendation ITU-T H.830.11 provides a test suite structure (TSS) and the test purposes (TP) for Questionnaires through the Health & Fitness Service (HFS) sender in the Services interface, based on the requirements defined in the Recommendations of the ITU-T H.810 sub-series, of which Recommendation ITU-T H.810 (2016) is the base Recommendation. The objective of this test specification is to provide a high probability of interoperability at this interface.

Recommendation ITU-T H.830.11 is a transposition of Continua Test Tool DG2016 Test Suite Structure & Test Purposes, Services Interface; Part 11: Questionnaires: HFS Sender (Version 1.2, 2017-03-14).

This Recommendation includes an electronic attachment with the protocol implementation conformance statements (PICS) and the protocol implementation extra information for testing (PIXIT) required for the implementation of Annex A.
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Introduction

This Recommendation is a transposition of Continua Test Tool DG2016, Test Suite Structure & Test Purposes, Services Interface; Part 11: Questionnaires: HFS Sender (Version 1.21, 2017-03-14), that was developed by the Personal Connected Health Alliance. The table below shows the revision history of this test specification; it may contain versions that existed before transposition.








	Version
	Date
	Revision history



	1.0
	2015-07-01
	Initial release for Test Tool DG2015 based on the requirements in [b-ITU-T H.810 (2015)]/‌[b-CDG 2015].



	1.1
	2016-09-20
	Initial release for Test Tool DG2016. It implements changes according to [ITU-T H.810 (2016)]/‌[b-CDG 2016] (Iris + Errata) refreshments.



	1.2
	2017-03-14
	Editorial: added insulin pump and continuous glucose monitor specializations to the TSS list in clause 6.






Recommendation ITU-T H.830.11

Conformance of ITU-T H.810 personal health system: Services interface Part 11: Questionnaires: Health & Fitness Service sender

1Scope

The scope of this Recommendation1 is to provide a test suite structure (TSS) and the test purposes (TP) for the Services interface based on the requirements defined in the Continua Design Guidelines (CDG) [ITU-T H.810 (2016)]. The objective of this test specification is to provide a high probability of interoperability at this interface.

The TSS and TP for the Services interface have been divided into the parts specified below. This Recommendation covers Part 11.

–Part 1: Web services interoperability. Health & Fitness Service sender

–Part 2: Web services interoperability. Health & Fitness Service receiver

–Part 3: SOAP/ATNA. Health & Fitness Service sender

–Part 4: SOAP/ATNA. Health & Fitness Service receiver

–Part 5: PCD-01 HL7 messages. Health & Fitness Service sender

–Part 6: PCD-01 HL7 messages. Health & Fitness Service receiver

–Part 7: Consent Management. Health & Fitness Service sender

–Part 8: Consent Management. Health & Fitness Service receiver

–Part 9: hData Observation Upload. Health & Fitness Service sender

–Part 10: hData Observation Upload. Health & Fitness Service receiver

–Part 11: Questionnaires. Health & Fitness Service sender

–Part 12: Questionnaires. Health & Fitness Service receiver

2References

The following ITU-T Recommendations and other references contain provisions which, through reference in this text, constitute provisions of this Recommendation. At the time of publication, the editions indicated were valid. All Recommendations and other references are subject to revision; users of this Recommendation are therefore encouraged to investigate the possibility of applying the most recent edition of the Recommendations and other references listed below. A list of the currently valid ITU-T Recommendations is regularly published. The reference to a document within this Recommendation does not give it, as a stand-alone document, the status of a Recommendation.

[ITU-T H.810 (2016)]Recommendation ITU-T H.810 (2016), Interoperability design guidelines for personal health systems.

[ITU-T H.811]Recommendation ITU-T H.811 (2016), Interoperability design guidelines for personal health systems: Personal health devices interface.

[ITU-T H.812]Recommendation ITU-T H.812 (2016), Interoperability design guidelines for personal health systems: Services interface: Common certified capability class.

[ITU-T H.812.1]Recommendation ITU-T H.812.1 (2016), Interoperability design guidelines for personal health systems: Services interface: Observation upload certified capability class.

[ITU-T H.812.2]Recommendation ITU-T H.812.2 (2016), Interoperability design guidelines for personal health systems: Services interface: Questionnaires certified capability class.

[ITU-T H.812.3]Recommendation ITU-T H.812.3 (2016), Interoperability design guidelines for personal health systems: Services interface: Capability exchange certified capability class.

[ITU-T H.812.4]Recommendation ITU-T H.812.4 (2016), Interoperability design guidelines for personal health systems: Services interface: Authenticated persistent session certified capability class.

[ITU-T H.813]Recommendation ITU-T H.813 (2016), Interoperability design guidelines for personal health systems: Healthcare information system interface.

[HL7 CDA QFD]Health Level Seven (2014), HL7 Implementation Guide for CDA, Release 2: Questionnaire Form Definition Document, Release 1.
http://www.hl7.org/dstucomments/showdetail.cfm?dstuid=116

[HL7 CDA QRD]Health Level Seven (2014), HL7 Implementation Guide for CDA, Release 2: Questionnaire Response Document, Release 1.
http://www.hl7.org/dstucomments/showdetail.cfm?dstuid=117

3Definitions

3.1Terms defined elsewhere

None.

3.2Terms defined in this Recommendation

None.

4Abbreviations and acronyms

This Recommendation uses the following abbreviations and acronyms:

AHDApplication Hosting Device

ATSAbstract Test Suite

ATNAAudit Trail and Node Authentication

DUTDevice Under Test

CDGContinua Design Guidelines

CGMContinuous Glucose Monitor

GUIGraphical User Interface

HFSHealth & Fitness Service

HFSSHealth & Fitness Service Sender

HFSRHealth & Fitness Service ReceiverHL7	Health Level 7

HTTPHypertext Transfer Protocol

HTTPSHypertext Transfer Protocol Secure

INRInternational Normalized Ratio

IPInsulin Pump

IUTImplementation Under Test

MDSMedical Device System

NFCNear Field Communication

PCDPatient Care Device

PCTProtocol Conformance Testing

PCOPoint of Control and Observation

PHDPersonal Health Device

PHDCPersonal Healthcare Device Class

PHGPersonal Health Gateway

PICSProtocol Implementation Conformance Statement

PIXITProtocol Implementation extra Information for Testing

SABTESleep Apnoea Breathing Therapy Equipment

SCRStatic Conformance Review

SDPService Discovery Protocol

SOAPSimple Object Access Protocol

TCRLTest Case Reference List

TCWGTest and Certification Working Group

TLSTransport Level Security

TPTest Purpose

TSSTest Suite Structure

USBUniversal Serial Bus

URIUniform Resource Identifier

WANWide Area Network

WDMWindows Driver Model

WSWeb Service

WSDLWeb Service Description Language

WSIWeb Services Interoperability

XDRCross-Enterprise Document Reliable Interchange

XMLextensible Markup Language

5Conventions

The key words "SHALL", "SHALL NOT", "SHOULD", "SHOULD NOT", "MAY", "MAY NOT" in this Recommendation are to be interpreted as in [b-ETSI SR 001 262].

–SHALL is equivalent to 'must' or 'it is required to'.

–SHALL NOT is equivalent to 'must not' or 'it is not allowed'.

–SHOULD is equivalent to 'it is recommended to'.

–SHOULD NOT is equivalent to 'it is not recommended to'.

–MAY is equivalent to 'is permitted'.

–MAY NOT is equivalent to 'it is not required that'.

NOTE – The above-mentioned key words are capitalized for illustrative purposes only and they do not appear capitalized within this Recommendation.

Reference is made in the ITU-T H.800-series of Recommendations to different versions of the Continua Design Guidelines (CDG) by a specific designation. The list of terms that may be used in this Recommendation is provided in Table 1.

Table 1 – List of designations associated with the various versions of the CDG










	CDG release
	Transposed as
	Version
	Description
	Designation



	2016 plus errata
	[ITU-T H.810 (2016)]
	6.1
	Release 2016 plus errata noting all ratified bugs [b-CDG 2016].
	–



	2016 
	–
	6.0
	Release 2016 of the CDG including maintenance updates of the CDG 2015 and additional guidelines that cover new functionalities.
	Iris



	2015 plus errata
	[b-ITU-T H.810 (2015)]
	5.1
	Release 2015 plus errata noting all ratified bugs [b-CDG 2015]. The 2013 edition of H.810 is split into eight parts in the H.810-series.
	–



	2015
	–
	5.0
	Release 2015 of the CDG including maintenance updates of the CDG 2013 and additional guidelines that cover new functionalities. 
	Genome



	2013 plus errata
	[b-ITU-T H.810 (2013)]
	4.1
	Release 2013 plus errata noting all ratified bugs [b-CDG 2013].
	–



	2013
	–
	4.0
	Release 2013 of the CDG including maintenance updates of the CDG 2012 and additional guidelines that cover new functionalities.
	Endorphin



	2012 plus errata
	–
	3.1
	Release 2012 plus errata noting all ratified bugs [b-CDG 2012].
	–



	2012
	–
	3.0
	Release 2012 of the CDG including maintenance updates of the CDG 2011 and additional guidelines that cover new functionalities.
	Catalyst



	2011 plus errata
	–
	2.1
	CDG 2011 integrated with identified errata.
	–



	2011
	–
	2.0
	Release 2011 of the CDG including maintenance updates of the CDG 2010 and additional guidelines that cover new functionalities [b-CDG 2011].
	Adrenaline



	2010 plus errata
	–
	1.6
	CDG 2010 integrated with identified errata
	–



	2010
	–
	1.5
	Release 2010 of the CDG with maintenance updates of the CDG Version 1 and additional guidelines that cover new functionalities [bCDG 2010].
	1.5



	1.0
	–
	1.0
	First released version of the CDG [bCDG 1.0].
	–




6Test suite structure (TSS)

The test purposes (TPs) for the Services interface have been divided into the main subgroups specified below. Annex A describes the TPs for subgroups 1.7.1 and 1.7.2 (shown in bold):

–Group 1: HFS sender (HFSS)

•Group 1.1: Web services interoperability (WSI)

○Subgroup 1.1.1: Basic profile (BP)

○Subgroup 1.1.2: Basic security profile (BSP)

○Subgroup 1.1.3: Reliable messaging (RM)

•Group 1.2: Simple object access protocol (SOAP)

○Subgroup 1.2.1: SOAP headers (HEAD)

•Group 1.3: Audit trail and node authentication (ATNA)

○Subgroup 1.3.1: General (GEN)

○Subgroup 1.3.2: PCD-01 (PCD-01)

○Subgroup 1.3.3: Consent Management (CM)

•Group 1.4: PCD-01 HL7 messages (PCD-01-DATA)

○Subgroup 1.4.1: General (GEN)

○Subgroup 1.4.2: Design guidelines (DG)

○Subgroup 1.4.3: Pulse oximeter (PO)

○Subgroup 1.4.4: Blood pressure monitor (BPM)

○Subgroup 1.4.5: Thermometer (TH)

○Subgroup 1.4.6: Weighing scales (WEG)

○Subgroup 1.4.7: Glucose meter (GL)

○Subgroup 1.4.8: Cardiovascular fitness and activity monitor (CV)

○Subgroup 1.4.9: Strength fitness equipment (ST)

○Subgroup 1.4.10: Independent living activity hub (HUB)

○Subgroup 1.4.11: Adherence monitor (AM)

○Subgroup 1.4.12: Peak expiratory flow monitor (PF)

○Subgroup 1.4.13: Body composition analyser (BCA)

○Subgroup 1.4.14: Basic electrocardiograph (ECG)

○Subgroup 1.4.15: International normalized ratio (INR)

○Subgroup 1.4.16: Sleep apnoea breathing therapy equipment (SABTE)

○Subgroup 1.4.17: Insulin pump (IP)

○Subgroup 1.4.18: Continuous glucose monitor (CGM)

•Group 1.5: Consent Management (CM)

○Subgroup 1.5.1: HFS XDR transaction (TRANS)

○Subgroup 1.5.2: HFS metadata validation (META)

○Subgroup 1.5.3: HFS consent directive validation (CDV)

•Group 1.6: hData Observation Upload (HDATA)

○Subgroup 1.6.1: General (GEN)

•Group 1.7: Questionnaires (QUE)

○Subgroup 1.7.1: General (GEN)

○Subgroup 1.7.2: CDA validation (CDA)

–Group 2: HFS receiver (HFSR)

•Group 2.1: Web service interoperability (WSI)

○Subgroup 2.1.1: Basic profile (BP)

○Subgroup 2.1.2: Basic security profile (BSP)

○Subgroup 2.1.3: Reliable messaging (RM)

•Group 2.2: SOAP (SOAP)

○Subgroup 2.2.1: SOAP headers (HEAD)

•Group 2.3: Audit (ATNA)

○Subgroup 2.3.1: General (GEN)

○Subgroup 2.3.2: PCD-01 (PCD-01)

○Subgroup 2.3.3: Consent Management (CM)

•Group 2.4: PCD-01 HL7 messages (PCD-01-DATA)

○Subgroup 2.4.1: General (GEN)

○Subgroup 2.4.2: Design guidelines (DG)

○Subgroup 2.4.3: Pulse oximeter (PO)

○Subgroup 2.4.4: Blood pressure monitor (BPM)

○Subgroup 2.4.5: Thermometer (TH)

○Subgroup 2.4.6: Weighing scales (WEG)

○Subgroup 2.4.7: Glucose meter (GL)

○Subgroup 2.4.8: Cardiovascular fitness and activity monitor (CV)

○Subgroup 2.4.9: Strength fitness equipment (ST)

○Subgroup 2.4.10: Independent living activity hub (HUB)

○Subgroup 2.4.11: Adherence monitor (AM)

○Subgroup 2.4.12: Peak expiratory flow monitor (PF)

○Subgroup 2.4.13: Body composition analyser (BCA)

○Subgroup 2.4.14: Basic electrocardiograph (ECG)

○Subgroup 2.4.15: International normalized ratio (INR)

○Subgroup 2.4.16: Sleep apnoea breathing therapy equipment (SABTE)

○Subgroup 2.4.17: Insulin pump (IP)

○Subgroup 2.4.18: Continuous glucose monitor (CGM)

•Group 2.5: Consent Management (CM)

○Subgroup 2.5.1: HFS XDR transaction (TRANS)

○Subgroup 2.5.2: HFS service validation (SER)

•Group 2.6: hData Observation Upload (HDATA)

○Subgroup 2.6.1: General (GEN)

○Subgroup 2.6.2: hData record format (HRF)

•Group 2.7: Questionnaires (QUE)

○Subgroup 2.7.1: General (GEN)

○Subgroup 2.7.2: CDA validation (CDA)

○Subgroup 2.7.3: hData record format (HRF)

7Electronic attachment

The protocol implementation conformance statements (PICS) and the protocol implementation extra information for testing (PIXIT) required for the implementation of Annex A can be downloaded from http://handle.itu.int/11.1002/2000/12067.

In the electronic attachment, letters "C" and "I" in the column labelled "Mandatory" are used to distinguish between "PICS" and "PIXIT" respectively during testing. If the cell is empty, the corresponding PICS is "independent". If the field contains a "C", the corresponding PICS is dependent on other PICS, and the logical expression is detailed in the "SCR_Expression" field. The static conformance review (SCR) is used in the test tool to assert whether the PICS selection is consistent.



1 This Recommendation includes an electronic attachment with the protocol implementation conformance statements (PICS) and the protocol implementation extra information for testing (PIXIT) required for the implementation of Annex A.



Annex A

Test purposes

(This annex forms an integral part of this Recommendation.)

A.1TP definition conventions

The test purposes (TPs) are defined according to the following rules:

•TP Id: This is a unique identifier (TP/<TT>/<DUT>/<GR>/<SGR>/ <XX>– <NNN>). It is specified according to the naming convention defined below:

Each test purpose identifier is introduced by the prefix "TP".

•<TT>: This is the test tool that will be used in the test case.

–HFS: Health & Fitness Services Interface

•<DUT>: This is the device under test.

–SEN: HFS sender

–REC: HFS receiver

•<GR>: This identifies a group of test cases.

•<SGR>: This identifies a subgroup of test cases.

•<XX>: This identifies the type of testing.

–BV: Valid behaviour test

–BI: Invalid behaviour test

•<NNN>: This is a sequential number that identifies the test purpose.

•TP label: This is the TP's title.

•Coverage: This contains the specification reference and clause to be checked by the TP.

–Spec: This indicates the earliest version of the specification from which the testable items to be checked by the TP were included.

–Testable item: This contains testable items to be checked by the TP.

•Test purpose: This is a description of the requirements to be tested.

•Applicability: This contains the PICS items that define if a test case is applicable or not for a specific device. When a TP contains an "ALL" in this field it means that it applies to the device under test within that scope of the test (specialization, transport used, etc.).

•Other PICS: This contains additional PICS items (apart from the PICS specified in the Applicability row) which are used within the test case implementation and can modify the final verdict. When this row is empty, it means that only the PICS specified in the Applicability row are used within the test case implementation.

•Initial condition: This indicates the state to which the DUT needs to be moved at the beginning of TC execution.

•Test procedure: This describes the steps to be followed in order to execute the test case.

•Pass/Fail criteria: This provides criteria to decide whether the DUT passes or fails the test case.
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Acihiood 2.16.840.1.113683.5.1001 STATIC),

‘SHALL contain exactly one [1.1] templateld such that .
= SHALL contan exacty one [1.1] @roof="2.16.840.1.113883.10.20.33.4.4.
‘SHALL contaln atleast one [1.1] I

‘SHALL contain exactly one [1.1] coce.

+ This code SHALL contain exacty one 1..1) @eode.

+ This code SHALL contain exacty one [1..1] @CodeSystem.

+ This code SHALL contain exacty one [1.1)orginalText.

'SHOULD contain zero o ane (0.1 languageCods which SHALL be selected fom
ValueSet Language 2.16.840.1.113883.1.11.11526 DYNAMIC.

‘SHALL contain exactly one 1. 1] tatusCode.

« Tris Statuscode SHALL contain exacty one 1.1
(CodeSystom: ActStatus 2.16.840.1.11388.5.14).

‘SHALL contain exactly one [1.1] value,
« SHALL contan exacty one [1.1] @ssitype="ST".
MAY contain zero or one 0. 1] entyRelationshi.

« e entryRelationshi, i present. SHALL contain exacty one [1..1)
@typeCode="SUBJ" (CodeSystem: HL7ActelatonshipType
216,840.1.1138835.1002)

+ SHALL contain exacty one [1.1] Question Help Text Pattern Observation
template templateld 2.16.840.1.113883.10.20.32.4.19).

‘SHOULD contain zer0 o one [0.1] entiyRelatonstip.

+ The entryRelationshp,f present, SHALL contain exactly ne [1
peCocde="REFR" (CodeSystem: HL7ActRelationshipType
216,840.1.1138835.1002)

+ SHALL contain exacty one [1.1] Response Media Pattern template tempiateld
216.840.1.113883.10.20.33.4.2).

‘SHALL conform tothe Numeric Response Pattern Observaton tempi
2:16.840.1.113883.10.20.32.4.6).

‘SHALL NOT contain Response Reference Range Pattern template (template
216.840.1.113883.10.20.32.4.6),

‘SHALL contain exacty one [1.1] templat
« SHALL contan exacty one [1.1] @root
SHALL contain exacty one [1.1) referenceRang

+ SHALL contain exacty one [1.1] @1ypeCode="REF\" (CodeSyste
HL7ACiRelatonshpType 2.16,840.1.113883.5.1002).

« The referenceRange SHALL contain exacty one [1..1] obsenvationRange.
1. SHALL contain exacty one [1.1) value such that t.
. SHALL contain exactly one [1.1] @isitype="GLIST_PQr.
b SHALL contain exactly one [1.1] nead.
€. SHALL contain exactly one [1.1]increment.
4. SHALL contain exactly one[1.1] denominator.

‘SHALL conform to Multple Choice Response Patter Observaton template
(tomplateld 2.16.840.1.113883.10.20.32..7).

‘SHALL contain exactly one [1.1] tempiateld such that .
« SHALL contain exactly one [1..1] @root="2,16.840.1.113883.10.20.32.4.10".

@coce="completed”

(tempiateld

such that
16:840.1.113883.10.20324.9".
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5.

« The entyRelatonship. f prosent, SHALL contain exacty one [1.1]
@!ypeCode="SUBL" (CodeSystem: HL7ActRelatonshipType
216.840.1.113883.5.1002).

 SHALL contain exacty one [1.1] Question Help Tex! Patern Obsenvation
template (templateld 2.16.640.1.113883.10.20.32.4.19).

SHOULD contain zero o one 0.1 etryRelatonship.

« The entyRelatonship. f posent, SHALL contain exacty one [1.1]

@lipeCode="REFR" (CoseSystem: HLTACRslonshFType
Sileio 1130895.1009)

 SHALL conform to the Response Media Patter templat
216.840.1.113883.102033.4.2).

SHOULD contain zero o more [0.] Response Reference Range Patter templates
(lemplateld 2.16.640.1.113863.10.20.33.4.).

templateld

58. SHALL contain exacty one [1.1] @classCode="0BS" (CodeSystem: HLTAc(Class.

59, SHALL contain exactly o [1.1] @moodCod

216.840.1.113883.5.6 STATIC),

EVN" (CodeSystem: Acthiood
216.840.1.113883.5.1001 STATIC).

0. SHALL contain exacty one [1.1]templteld such tha

B

 SHALL contain exacty one [1.1] @r00t="2.16.840.1.113883.1020.33.4.5°
SHALL contan ateast ona [1.] .

SHALL contain exacty one [1.1) code.

« This code SHALL conten exacty one [1.1] @eode.

 This code SHALL contan exacty one [1.1] @CodeSystem.

« This code SHALL contain exacty one [1.1) oiginaiText.

63. SHOULD contain zero or one 0. 1) languageCode which SHALL be selected flom

ValueSet Language 2.16.840.1.113883.

111526 DYNAMIC.

64, SHALL contain exacty one [1.1] stausCode.

o

« Tris tatusCode SHALL contain exacty one [1.1] @code="comploted”
(CodeSystem: ActStatus 2.16.840.1.113883.5.14).

. SHALL contain ateast one [1.] value,

+ SHALL contan exacty one [1.1] @xsiype="CE"
« SHALL contain exacty one [1.1] @coce.

« SHALL contain exacty one [1.1] @CodeSystem.
 SHALL contain exacty one [1.1] @dispiayName such that .

. SHOULD contain zero or many [0.]entryRelatinship such that .

 SHALL contai exactly one [1.1] @typeCode="SUBJ" (CodeSystem:
HL7ACRelatonshipType 2.16.840.1.1138835.1002),

« SHALL contain exacty one[1.1] Queston Help Text Patern Obsenvation
mplate template 2.16.840.1.113883.10.20.32.4.19)

« SHALL contain exacty one[1.1] Queston Optons Patiem Observation
fomplate (templatld 2.16.840.1.113883.1020.32.4.20),

SHOULD contain zero o one 0.] entyRelatonship.

« The entyRelatonship. f posent, SHALL contain exacty one {1.1]

@peCode=REFR' (CodeSyston: HL7ACIRslatonsnpType
216540.1.1138835.1002),

« SHALL contain exacty one [1.1] Response Media Pattern templae (templateld
216:840.1.113883.102033.4.2).

« SHALL contai exacty one [1.1] Text Response Pattern Observaton template
templateld 2.16.640.1.113883.10.20.33.46).

. SHALL contain exactly one [1..1) @classCode="0BS" (CodeSystem: HL7A ciClass
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216.840.1.113883.10.20.33.4.5).

1. Numeric Response Pattem Observation template (templatelD:
216,840.1.113883.10.2033.4.9).

2. Multple Chokce Response Patiern Observation template (templatelD:
216:840.1.13883.10.2033.4.5).

3. Text Response Pattern Observation tempiate (templaelD:
2.16,840.1.113883.10.2033.4.6).

4. Analog Sider Response Pattern Observation tempig
216,840.1.113883.10.2033.4.7),

5. Discrete Sider Resposne Pattern Observation template (templatelD:
216,840.1.113883.10.20.33.4.8).

SHALL contaln exactly one 1. 1] @cassCode="0BS" (CodeSystem: HLTAC(Class.
2:16.840.1.113883.5.6 STATIC).

‘SHALL contein exactly one [1.1) @maodCod
Acihiood 2.16.840.1.113883.5.1001 STATIC).

‘SHALL contain exacty one [1.1] templateld such that .
+ SHALL contain exactly one [1.1) @root="2.16.840.1.113883.102033.4.2"
SHALL contain exactly one [1.1] value,

(emplateiD:

UN" Event (CodeSystem:

. SHALL contain exactly one [1.1] @typeCade="REF\" (CodeSystem:

HL7AcIRolationshipType 2.16.840.1.113883.5.1002).
SHALL contain exectly one 1.1] templeteld such that .
+ SHALL contain exactly one [1..1) @root="2.16.840.1.113883.10.2033.4.3-
The referenceRange SHALL contain exactly one [1.1] observationRange.
« MAY contain zero or one [0.1] text
« SHALL contan exacty one [1..1) value such that .

1. SHALL contain exacty one [1.1] @xsitype.

2. SHALL contain exactly one [1.1] low.

3. SHALL contan exactly one 1.1] high.

SHALL contain exacty one [1.1] @classCode="0BS" (CodeSystem: HLTAG(CIass
216.840.1.113883.5.6 STATIC).

SHALL contain exactly e [1..1) @MoodCode="EVN" (CodeSystem: Actiood
2:16.840.1.113883.5.1001 STATIC),

‘SHALL contain exactly one [1.1] templateld such that .
+ SHALL contan exactly one [1.1] @ro0t="2.16.840.1.113883.10.20.33.4.4"

. SHALL contain atleast one [1.7] 0

SHALL contain exactly one [1.1] code.
+This code SHALL contain exacty one [1.1] @code.

« This code SHALL contaln exacty one [1.1] @CodeSystem
«This code SHALL contain exacty one [1..1] originaText.

. SHOULD contan zero or one (0.1 languageCode which SHALL be selected flom

ValueSet Language 2.16.840.1.113883.1.11.1526 DYNAMIC.

53. SHALL contain exactly one 1. 1] tatusCode,

+ Tnis statuscode SHALL contain exactly one [..1)
@code="completed(CodeSystem: ActStatus 2.16.840.1.113883.5.14).

SHALL contain exactly one [1.1] value.

+ SHALL contain exactly one [1.1) @sitype.where the value of @ssitype could
b "INT" . "REAL" or TS

MAY contain zero or one [0..1] entryRelationship.
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CiicalDocument efement SHALL contain exacty ons [1..1] reaimCoce.

2. CinicalDocument element SHOULD be selected fom HL7 ValueSat B
(2.16.840.1.113883.1.11.20355] from codesystem hi7Realm
[2116.840.1.113883'5.1124] STATIC 2010-11-11.

3. CinicalDocument slement SHALL contain exactly one [1.ltypeld
+ s typeld SHALL contain exacty one [1.1] @1001="2.16.840.1.113883.1.3".
« s typeld SHALL contain exacty one [1.1] @extension="POCD-HD-000040".

4. CincalDocument SHALL contain at least one [1.] neader-avel templatedid such
that

GincalDocument SHALL contain exactly one [1.
CinicalDocument SHALL contain exactly one [1
CincalDocument SHALL contain exactly one [1
CincalDocument SHALL contain exactly one (1.
Gicalocument SHALL contain exactly one {1.1] confidentialityCode, which
‘SHALL be selected from ValueSet HL7 Basic ConfidentalfyKind
2:16.840.1.113883.1.11.16926 STATIC 2010.04-21.

10. CinicalDocument SHALL conain exacty one (1.1} languageCode, which SHALL be
Selected from ValueSat Language 2.16.840.1.113883.1.11.11523 DYNAMIC.

11. CinicalDocument SHALL contan exacty ona [1.1]recoraTarget.
+ Such recordTarges SHALL contain exactly one 1.1 patientRole.
1. This patientRole SHALL contain atfeast one 1. .
This patientRole SHALL contain ateast one [1.1] ader.
Tris patientRole SHALL contain ateast one [1.]telecom.
Tris patientRole SHALL contain exactly one 1.1 patient
2. Tnis patient SHALL contain exactly one [1.1] name.

b, Tnis paient SHALL contain exactly one [1.1]
administativeGenderCode.

. Tnis patient SHALL contain exactly one [1.1] bfthTime.
» SHALL be precise o year.
» SHOULD be precise to day.
12. CiicalDocument SHALL contan at least one 1. author.
+ Such authors SHALL contain exactly one [1.1] .
+ Such authors SHALL contain exactly one 1.1 assignedAutror.
1. This assignedAuthor SHALL contan exacty one [1..1] d such tha .

+ The id SHOULD utiize the combined @root and @extension attrbutes
o record the porson's o the device'sidentiy in a secure, trusted, and
unique way.

2. When the author s a person, ths assignedAuthor SHALL contain exactly

one 1.1] code.

T code, SHALL contain exactly one [1.1] @code, which SHOULD
e selectd from the Personal And Legal Relatonship Role Type
216.840.1.113883.11.20.12.1.

This assignedAuthor SHALL containatleast one 1] adar.

This assignedAuthor SHALL contain at least one 1. telecom.
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1ano]

| This secton SHALL NOT contain Response Reference Range Pattern template (emplateld
2.16.840.1.113883.1020.324.4).

(ano)

This section SHALL contan exactly one (1.1} templatel.

1AND]

This templateld SHALL contain exacty one [1.1] @r00t="2.16,840.1,113883.1020.32.4.9".
(ano)

This secton SHALL contain exacty one 1.1) referenceRange.

(ano)

i referenceRange SHALL contain sxacty ane [1.1) @typeCod
HL7AcRaatonsh3Type 216 6401 113683.5.1002).

ano)

The referencaRange SHALL contan sxacty one [1..1 dservetionRengs.
o)

This absarvationRange SHALL contain axacty one 1.1 val.

o)

Tis value SHALL contin exacty one [1.1) @i type=
(ano)

his vaus SHALL contain exacty ona 1.1] head
a0y

his vaue SHALL contain exactlyana 1.1 incrment.
o)

Tis value SHALL contain exacty one [
ano)

| This secton SHALL confor to Multle Choice Response Patter Obsenvaton template
(termplateld 2.16.640.1.113883.10.20.32.4.7)

(a0

Tis secton SHALL contan exacty one {11 templatle.
an0)

his templateld SHALL cortain exacty one [1.1] @root="2.16,840.1.113683.1020.32.4.10".
(a0

Tis section SHALL contain exacty one [1.1] vave.

(a0

The value of entryRelatonshipiobsenvationhaluamighi@valve SHALL bo st to

Question Optins Pattem Observeton template femplateld
2.16.840.1.113883.10.20.324.20).

EFV* (CodeSystem:

GUST_PQr,

1) denominator

inthe

Applicabiity C_SEN_000 AND C_SEN_GEN_004 AND C_SEN_GEN_006

other Pics

Inital condition |An HES appication under test has previously submited a Questonnalre Respons document
tothe simulated HES receiver (TP/HFS/SEN/QUEIGENIB-001 has been proviously
executed).

Tost procedure 1. Make sure that TP/HFS/SEN/QUE/GEN/BV-001 has been previously executed, so that

the HFS sender undr test has alraady submited a Questionnaire Responsa documer
tothe simuiated HFS receiver.

2. Check the following elements of the clinical document sent by the HES sender under test
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2.16.840.1.113883.5.1001 STATIC).
(N0
s section SHALL contain exacty one (1.1 tempateld.
(Ano)

i sectontemplateld SHALL contain xacty one [1.1]
(@rooi=-2.16.840.1.113883.1020.33.4 4"

[AND]

i secton SHALL contai ateast one 1.1]16

ano)

i secton SHALL contai exacty one [1. 1] code.
ano)

This code SHALL contain exactly one [1..1] @code.
[AND]

i cod SHALL conai exacty on [1.1] @CodeSystem.
(AN}

 This code SHALL contain exactly one [1..1] originalText.
no)

s section SHOULD contan 2ero or one (0. 1] languageCade which SHALL be selected
from ValueSet Language 2.16.840.1.113883.1.11.11526 DYNAMIC.

(An0)
s section SHALL contain exacty one [1.1] satusCode.
(ano)

Tis tatusCode SHALL contan exactly one 1.1] @code="complatea” (CodeSystem:
|ActStalus 2.16.840.1.113883 5.14).

ano)
i secton SHALL contai exacty one {1 1] vlu.
[AND]

his valus SHALL contain exacty one (1.1 @xsity
[ANO])

i secton MAY contai zeroorone [0.1]anryRelatanshi.
o)

The entryRlatonship, I present, SHALL contain exacty one [1.1] @1ypeCode="SUBJ"
(CodeSystam: HL7AGIRe atonshigTyps 2.16.840.1.13883.5.1002),

(An0)

s entryRelatonship SHALL contain exactly one [1.1] Question Help Text Pattern
Observatin template (femplateld 2.16.840.1.113883.10.20.32.4.19).

(Ano)
This section SHOULD contain 2610 or one 0. 1] entryRelatonship.
(an0)

The entryRlatonship, I present, SHALL contain exacty one [1.1] @ypeCode="REFR"
(CodeSystem: HL7AciRelationshipType 2.16.840.1.113883.5.1002).

ano)
his entyRelatonship SHALL contan exacty one [1.1] Response Media Patiern template
(tamplated 2.16,8401.113883.10.2033 4.2

ano)

i secton SHALL confom to the Numeric Response Patern Obsanvton tamplate
(templateld 2.16.840.1. 11388310 20.32.4.6).
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(An0)
s code SHALL contan exacty e [1.1] oignalText.
(N0

Tris section SHOULD contain 2ero or one (0. 1] languageCade which SHALL be selected
from ValueSet Language 2.16.840.1.113883.1.11.11526 DYNAMIC.

(an0)
s section SHALL contain exacty one [1.1] satusCode.
(N0

Tis tatusCode SHALL contan exactly one 1. 1] @code="completea” (CodeSystem:
|ActStatus 2.16.840.1.113883 514

ano)
i secton SHALL contai atleas ne 1. value

[AND]

his sectonalue SHALL contain exacty on (1. 1) @xsitype="CE"
[ANO}

i sectonvelue SHALL contain exacty on [1.1] @coce.

no)

his sectonvelue SHALL contain exacty on [1.1] @CodeSystem.
[AND]

i sectonvelue SHALL contain exacty on (1
[AND]

i secton SHOULD continzeroor many [0.]
ano)

s section/entryRelationship SHALL contain exacty one [1
(CodeSystem: HL7ACIRelationshipType 2.16.840.1.113883.

ano)

s section/entryRelationship SHALL contain exacty one [1..1) Question Help Text Patiern
Observatin tempate (templteld 2.16.840.1.113883.10.20.32..19).

1AND]

This sacton/entryRelationship SHALL contain exactly one [1.1) Queston Options Pattem
Observaton tempate templateld 2.16.640.1.113883.10.20.32.4.20).

(Ano)
This saction SHOULD contan 2810 of one 0.) entryRelationship.
(AnD)

The entryRelatonship, I present, SHALL contain exactly one [1.1] @ypeCode="REFR"
(CodeSystem: HL7AciRelationshipType 2.16.840.1.113883.5.1002)

(Ano)

Tis entryRelationship SHALL contain exactly one [1.1] Response Medis Pattern tempiate
(templateld 2.16.640.1.113883.10.20.33.4.2).

(Ano)

Tris entryRelatonship SHALL contain exactly one [1.1] Text Response Patter Observation
{tempiate (templateld 2.16.840.1.113883.10.20.33.4.6.

(an0)

This section SHALL contain exactly one [1.1] Text Response Pattern Obsenvation template
(templateld 2.16.840.1.113883.10 20334 .

(an0)
This section SHALL contain exactly one (1..1) @moodCode="EVN" (CodeSystem: ActMood

1] @dispiayNeme.
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GiicalDocument MAY contain zero o e [0.1] componentOr,

« The componentOr, i present, SHALL contain exacty one [1.1)
encompassingEncaunter.

1. This ancompassingEncountar SHALL contan atgast ona [1.7]1d.

2. Tris encompassingEncounter SHALL contain exacty one [1.1]
effectveTime.

SHALL conform to the Universal Realm Questionnal
tomplate tomplateld: 2.16.840.1.113883.10.20.33),

Patient genorated Questonnalre Response Documentin US Realm SHOULD
onform to the US Reaim Patient Generated Document Header template
(tomplateld: 2.16.840.1.113883.1020 29.1).

Cinicians generated Questionnaira Response Document n US reaim SHOULD
Conform to he US C-CDA General Header template (templated:
216840.1.113883.1020.22.1.1).

SHALL contain exacty one 1.1] templateld such tat
+ SHALL contai exacty one [1.1] @100t="2.16.840.1.113883.10.2033.1.1°
SHALL contain exacty one 1. 1] component
« SHALL contain exacty one [1.1] structuredBody.

1 Tl siuchredBody SHALL contan o e an 1. companantsuh it

Response Document Header

2. SHALL contai exacty one [1.1] Questionnaire Respanse Section
tompiate (tomplalold: 216,840.1.13883.10.20.33.1.1),

b, SHALL contain exacty one [1.1] Copy Right Secton templae.
tomplateld: 2.16.840.1.1113883.10.20.32.22).

SHALL contai exacty one 1.1] templateld such that .
« SHALL contain exacty one 1. 1] coc
SHALL contain exacty one 1.1 code.
SHOULD contain zero or one (0.1 tte.
SHALL contain exacty one 1.1} tex.

SHOULD contain zer0 o one (0.1 languageCode which SHALL be sslected fom
ValuSetLanguage 2.16.840.1..113883.1.11.11523 DYNAMIC.

SHALL contain at st one [1.] entry such that .
« SHALL contai exacty one [1.1] @1ypeCode="DRIV".

 SHALL contain axacty one 1. 1] Responses Organizer template (tmplteld:
216:840.1.113883.1020.33.4.1).

SHALL contain exacty one [1.1] @classCode="BATTERY" (CodeSystom:
HL7Ac(Class 2.16.840.1.113883.5.6 STATIC).

SHALL contain exacty one [1.1] @moodeode="EVN" Event (CodeSystem: Acthtood
2.16.840.1.113883.5.1001 STATIC).

SHALL contain exacty oe [1.1] templateld such that ..
« SHALL contain exacty one [1. 1] @ro0t="2.16.840.1.113883.102033.4.1°
SHALL contain ateast one [1.] .

SHOULD contain zero o one 0..1) code.

SHALL contain exacty one 1.1] statusCode.

« Tris statusCode SHALL contaln exactly one [1.1]
@code="complted(CodeSystem: ActStatus 2.16.840.1.11383.5.14),

SHALL contan at leastone [1.] component such tht .
« SHALL contain exacty one 1. 1] sequenceNumber
'« SHALL contain exactly one [1.1] of the following template (templateID:
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3. Tris ntendedRecilent MAY contan 2610 or one 0.1]
receivedOrganizaton.

. Tne informationReciplent,if present, SHALL contain atfeastone [1.]

4. Tris IntendedRocipont MAY contain zero or one 0.1]
fecaivedOrganization.

. Tne recalvedOrganizaton,f presen, SHALL contain exacty one [1.1]

17. ClincalDocument SHOULD contain zero or one [0.1]legalAuthenticator.
« ThelegalAuthenticator, f prsent, SHALL contan exacty one 1. 1] tme.

e lagalAuthentiator, if prsent, SHALL contan exacty one [1.1]
signatureCode.

1. This signatureCods SHALL contain exactly one [1.1] sqnatureCode.

. Tnis signatureCode SHALL contan exacty one [1..1)
@coda="S"(CodaSystem: Partcpationsignature
216.840.1.1138835.89).

« The legalAuthenticator, f pesent, SHALL contan exacty one [1..1]
assignedEntty

1. This assignedEntity SHALL contain atleast one 1. &
T assignedEntity MAY contain zero o one [0.1]code.

T assignedEntity SHALL contain at east one [1.] acer.

Tns assignedentity SHALL contain atfeast one [1.] telcom.

T assignedEntty SHALL contain exacty one [1.1] assignedPerson.
5. Tnis assignedPerson SHALL contain atleast one [1.] name.
18. ClinicalDocument MAY contain 26ro or more [0.] authenticator.

2
3.
4
s,

e authentcator, f present, SHALL contan exacty one [1.1] tme.
« The authentcator, f posent, SHALL contain exacty one 1. 1] signatureCode.

1. This signatureCode SHALL contain exactly one [1.1] @code="S"
(CoseSystem: Partcpatonsignature 2.16.840.1.113883.5.89).

e authentiator, f present, SHALL contain exacty one [1.1) assignedEntty.
s assignedEntty SHALL contain atleast one [1."]id.
s assignedEntity MAY contain zero or one [0..1) code.
s assignedEntity SHALL contain at east one [1.”] ader.
s assignedEntity SHALL contain at east one [1.] teecom.
5. Suchtelscoms SHOULD contain exactly one [1.1] @use.

5. Tris assignedEntty SHALL contain exactly one [1.1] asignedPerson.

2. This assignedPerson SHALL contain at least one 1] name.

19. ClincalDocument MAY contan zero or more (0. partcipants.

e partcipant i present, MAY contain zero o one (0.1 tme.

« Such partcpants, i presert, SHALL have an associatedPerson or
ScopingOrganization element under partcpantassociaedEntly.

 Unless othervise specified by the document spacific header constains, when
partcipant @typeCode s IND, associaledEntiy/@classCods SHALL bo
selected from ValueSet 2.16.840.1.13883.11.20.9.33 INDRoleclassCodes
STATIC 20110930

20. CincalDocument SHOULD contain 2210 or one [0..1) nFulfimentor.
e nFulfimentor, i pesent, SHALL contain exactly one 1. 1] oder.
1. This order SHALL contain at least one (1. .
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5. There SHALL be exacty one assignedAuthor/assignedPerson o exactly
‘one assignedAuthoriassignedAuthoringDevice.

6. This assignedAuthor SHOULD contain zero or one 0. 1] assignedPerson,

« The assignedAuthoringDevice, f present, SHALL contain exactly one
1-1] manuacturerbodeiNam

« The assignedAuthoringDevice, f present SHALL contain exactly one
1.1 sotwareNam

7. i assigneduthor has an associated representedOrganization with no
assignedPerson or assignedAuthoringDevice, then the value for
“ClincalDocumentauthoriassignedAunor// @NuIFavor” SHALL be 'NA"
“Not applicable” 2.16.840.1.113883.5.1008 NulFFlavor STATIC.

13. ClinicalDocument MAY contain 2ero or one 0.1] dataEnterer.
e datantarer, f present, SHALL contain exactly one [1.1) assignedEny.
1. This assignedEntity SHALL contain atleast one [1.7] e
2. This assignedEntity SHALL contan at east ona [1.”] acer.
3. This assignedEntiy SHALL contan atleast one [1."] telecom.
4. Tris assignedEntity SHALL contan exactly one [1.1] assignedPerson.
. This assignedPerson SHALL contain ateast one 1. nam

5. Tris assignedEnti MAY contain zero o one 0.1 code to encode the
relationship of e person fo the recordTarget.

14, ClinicalDocument MAY contain 2ero or mere [0.]informants.

+ SHALL contain exacty one 1.1] assignedEntty OR exacty one [1.1)
relatedEnty.

1. SHOULD contan a

2. SHALL contain exactly one [1.1] assignedPerson OR exacty one 1.1]
relatedPerson.

2. SHALL contan atleas one [1.] name.
3. This assignedEntiy MAY contain zero or one 0.1] code.
4. SHOULD contain zero or more (0.7 14
15. ClinicalDocument SHALL contain exactly one [1.1]custodian.
s custodian SHALL contain exacty one [1.1] assignedCustodian.
1. This assignedcustodian SHALL contain exacty one [1.1)
representedCustodianOrganizaton which may be the person when the
document is not maintained by an organizatin.

a. Tris representsdCustodianOrganization SHALL contain ateast one.
17

b, Tris representecCustodianOrganization SHALL contan exactly one
1.1 name.

. Tris representedCustodianOrganization SHALL contan exacty one
1. 1)telecom

> Thistelecom SHOULD contaln exacty one [1.1) @use.

4. This representecCustodianOrganization SHALL contain at east one.
1.7 addr

16. ClinicalDocument MAY contain o or more[0. ] nformationReciient

e informationRecipiet,fpresent, SHALL contan exacty one [1.1]
tendeaRecpient.

1. This InendsdRecipent SHOULD contain aieast one [1.7] ¢
2. This intendedRecipient MAY contain zaro or one 0. 1] informatinRecipient,

a. The informationReciplnt,ifpresent, SHALL contain a least one 1.]
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i secton SHALL contan
o)

s statusCode SHALL contain exactly one [1.1] @code="completed” (CodeSystem
ActStatus 2.16.840.1.113883.5.14)

o)
i secton SHALL contan
o)

i secton SHALL contan
o INT- REAL" or TS,
)

his secton MAY contain 2810 or ene 0.1 enyReltonsh.

o)

| The entryRelationship, if present, SHALL contain exactly one [1..1] @typeCode="SUBJ"
(CodeSysam: HL7AGRstonshpType 2.16 840.1.113883 51002

[An0)

Tris entryRolationship SHALL contain exactly one 1. 1] Question Help Text Pattern
(Observation template (templaield 2.16.840.1.113883.10.20.32.4.19).

o)
his secton SHOULD contan 20 r on [.1] enryRelatenship,
(a0

The entyRelatonsh, f resent. SHALL contan exacty one [1. 1] @1ypeCode="REFR"
(CodeSystem: HL7ActRelationshigType 2.16,840.1.113883.5.1002).

(AnD)

s entryRelationship SHALL conform to the Response Media Patter template (templateld
2.16.840.1.113883.10.20.33.4.2),

o)

s secton SHOULD contain zero or more [0.] Response Reference Range Pattern
tomplate (tomplateld 2.16.640.1.113883.10 20.33.4.3).

[An0)

s secton SHALL contain exacty one [1..1] @classCode="0BS" (CodeSystem:
HL7AcIClass 2.16.840.1.113883 5.6 STATIC).

o)

s section SHALL contain exacty one [1.1) @moodCode="EVN" (CodeSystem: Acthood
2.16.840.1.113883.5.1001 STATIC).

o)
secton SHALL contan
o)

i sectontemplateld SHALL contain exacty one [1.1]

acty one [1.1] statusCoce.

acty one [1.1] vale.

acty one [1.1] @xsiype. where the valus of @sitype could

acty one [1.1]tempiateld.

@root="2.16.840.1.113683.1020.33.4 5
(ano)

This secton SHALL contain at east one 1.1 .
0]

This secton SHALL contain exactly one [1.1] cod.
(ano)

This code SHALL contain exacty one {1.1] @code.
1ano)

This code SHALL contain exactly one [1..1) @CodeSystem.
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This section SHALL contain exactlyone [1.1] vale.
1ano)

| This section SHALL contain exectly one [1.1] @typeCode="REFV" (CodeSystem:
HL7ActRelatonshipType 2.16.640.1.113883.5.1002).

(ano)
This section SHALL contein exectly ne [1.1]templteld (CONF:150) such that it
1An0]

This sectontemplateld SHALL contain exacty one [1.1]

(@r001="2.16.840.1.113883.10.20.33.
(ano)

The referenceRange SHALL contain exactly one [1.1] dbservationRang
(ano)

This abservatonRange MAY contain zero o one [0.1] tex.

(ano)

This observatonRange SHALL contain exacty o [1.1] value

(ano)

This value SHALL contain exacty one [1..1] @sitype.

(ano)

This valus SHALL contain exacty one 1.1] low.

(Ano)

This value SHALL contain exacty one [1.1] igh,

(ano)

i secion SHALL conain exacty one 1.1} @cassCode=0BS" (CodoSysam:
L7 Acclass 216.640.1113863 56 STATIC)

(ano)

| Tnis section SHALL contain exactly one [1.1] @moodCode="EVN" (CodeSystem: Acthood
2.16.840.1.113883.5.1001 STATIC)..

1ano)
This section SHALL contain exactly one [1.1]templateld
(ano)

Tnis sectonemplateld SHALL contain exacty one [1.1]
(@root="2.16.840.1.113883.1020.334.4",

o)
Thissecton SHALL contan at et o [1.] .

[AND)

This secton SHALL contanexacty one [1. 1] coc.

ano)

Thiscode SHALL cantanexacty one [1.1] @coce.

o)

Tiscod SHALL contain exacty one[1.1] @CodeSystem.
[AND)

Thiscode SHALL containexacty one (1] orignalText
ano)

Tnis section SHOULD contain 28ro or one 0.1)languageCode which SHALL be selected
rom ValueSet Language 2.16.840.1.113683.1.11.1526 DYNAMIC,

[AND]






OEBPS/images/tabA2-20.jpg
(o)

Tnis secton SHALL contain exactly one [1.1] @classCode="BATTERY" (CodeSystem:
HL7ACIClass 2.16.840.1.113883.5.6 STATIC).

(an0)

This secton SHALL contain exacty one [1.1] @moodCode="EVN Event (CodeSystam;
Acihiood 216.840.1 11388351001 STATIC).

(an0)
Ths secton SHALL contain exactly one (1.1]tamplatel.
(an0)

T sectonemplateld SHALL contan exacty one [1.1]

@ro0t="2.16.840.1.113883.1020.33.4. ",
(an0)

T secton SHALL contain ateast ane [1.7] .

(an0)

s secton SHOULD contain zero or one [0.1) code.
(AnD)

T secton SHALL contan exacty one [1.1] statusCodo.
(AnD)

T statusCode SHALL contain exacty one [1..1] @code="completed" (CodeSystem:
ActStatus 2.16.840.1.113883.5.14),

(o)
Tl secton SHALL contain a east one [1.] component such that it

[AnD)

T secton/component SHALL contain exactly one [1.1] sequenceNumber.

(AnD)

Tl secton/component SHALL contain exactly one [1.1]of the folowing templates:

- Numeric Response Patter Observaton template (templatelD:
216.840.1.113883.10.20.33.4.4),

- Multple Choice Response Pattern Obsenvaton template (tomplatelD:
2:16.840.1.113883.1020.33.4.5,

- Toxt Response Pattern Obsenvaton template templatelD:
216.840.1.113883.1020.33.4.).

- Analog Sier Response Patter Observation template (fempiatelD:
216,840.1.113883.10.20.33.4.),

- Discrete Sider Response Patter Observaton template (templatelD:
2:16:840.1.113883.10.20.33.4.9).

(an0)

T section SHALL contin exactly one (1. 1] @classCode="0BS" (CodeSystem:
HL7ACIClass 2.16.840.1.113883.56 STATIC)

(AnD)

T secton SHALL contain exacty one [1.1] @moodCode="EVN" Event (CodeSystem:
Acthiood 2.16,840.1.1138835.1001 STATIC).

[AnD)
T secton SHALL contain exactly one [1.1] templateld .
)

T sectonemplateld SHALL contain exacty one [1..1]
@ro0t="2.16.840.1.113883.10.20.33.4.2

[(AND)






OEBPS/images/cover.jpg
International Telecommunication Union

ITU-T H.830.11

TELECOMMUNICATION (04/2017)
'STANDARDIZATION SECTOR
oF Ty

SERIES H: AUDIOVISUAL AND MULTIMEDIA SYSTEMS
E-health multimedia services and applications —
Interoperability compliance testing of personal health
systems (HRN, PAN, LAN, TAN and WAN)

Conformance of ITU-T H.810 personal health
systel ervices interface Part 11:
Questionnaires: Health & Fitness Service
sender

Recommendation ITU-T H.830.11

&





OEBPS/images/tabA2-15.jpg
PatienttirthTime SHALL be precise to year.
1ano)

PatientbirhTime SHOULD be preciss to cay.

(a0}

CiricalDocument SHALL contin t feastone 1. author.
(an0)

Such authors SHALL cotain exacty one [.1] tme.

iAoy

Such authors SHALL contan sxacty one [1.1] assignedAutnor.
(a0}

AuthoriassignesAutor SHALL contan exacty one (1.1 d.
1an0)

AuthoriassignedAutiorid SHOULD ulize the combined @oot and @extansion atbutes to
rocord the person's or the dovice's denty in a secur, tusted, and unique way

ano)

uthoriassignedAutor, when the author s a person, this assignedAuthor SHALL contain
exacly one (1. 1] coce.

(An0)

uthorlassignedAutnor SHALL contain exactlyone [1.1) @code, which SHOULD be selected
(rom the Personal And Legal Relatonship Role Type 2.16.840.1.113883.11.20.12.1

(An0)

uthorlassignedAutior SHALL contain a east one [1.] addr.
(N0

uthoriassignedAutior SHALL contan at east one (1. telacom.
1AnD)

uthoriassignedAutnor There SHALL be exacty one assignedAuthorassignedPerson o
xacty one assignedAuthor/assignedAuthoringDevics.

1AN0]

uthorisssignedAutior SHOULD contain 2aro or one 0. 1] assignedPerson.

(An0)

AuthorisssignedAutorisssignedPerson i present, SHALL contain o least one (1. name.
(N0

AuthoriassignedAuthor SHOULD contain 2o or one 0. 1] assignedAuthoringDevice.
1AnD)

AuthoriassignedAuthorlassignedAuthoringDavice, i present, SHALL contain exacty one [1..1]
manuecturerbodeiName.

1AND)

AuthorlassignedAutorlassignedhutroringDavice, f present, SHALL contain exacty one [1.1]
SotwareName.

(N0

It AssignedAutnor has an associated representscOrganization with o assignedPerson or
assignedAuthoringDevice. then the value for “CinicalDocumentauthor/assignedAuthori/
| @NlFlavor” SHALL be “NA" "Not applcable" 2.16.840.1.113883.5.1008 NulFlavor STATIC

[AND]

CiicaiDocument MAY contain 1o or ene 0.1] dateEnterer

ano)

DataEnterer . ifpresent, SHALL contain exactly one [1.1] assignedEntiy.
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@root="2.16.840.1.113883.1.3",
(N0

GinicalDocumentypeld siement SHALL contain exactly one 1..1]
@extension="POCD,_HDOO0D4D"

(ano
CincalDocument SHALL contain at east one [1.] neader-leveltempletel.
(ano)

Cinicalbocumentiemplteld SHALL contein exacty one[1.1]
(@ro0t=216.840.1.113883.1020.29"

(ano

CiicalDocumenttemplateld SHALL cor
(@r001="2.16.640.1.113683.10 20.33"

(an0)
CinicalDocument SHALL contain exacty one (1..1]1d.
(ano)

CincalDocument SHALL contain exactly one (1. 1] code.
1an0)

CincalDocument SHALL contain exacty one [1..1] te.
(Ano)

incalDocument SHALL cortain exactly one 1
(N0

(CincalDocument SHALL contain exactly one [1.1] confidentaityCode. which SHALL be
selocted from ValusSet HL BasicConfdentaltyking 2.16,840.1.113883.1.11.16926 STATIC
2010.04-21

(AnD)

CinicalDocument SHALL contain exacly one 1.1 languageCode, which SHALL be selected
from ValueSet Language 2.16.840.1.113883.1.11.11526 DYNAMIC.

(N0
CincalDocument SHALL contain exacty one 1.1] ecordTarget.
(an0)

Such recoraTargets SHALL contain exacty one [1.1] patentRole.
(Ano)

s patentRole SHALL containatleast one 1.0,

(N0

s patentRole SHALL containa
(Ano)

This patentRole SHALL contain a
(Ano)

This patentRole SHALL contain exacty one [1.1] patient

(Ano)

This patent SHALL contain exactly ona [1.1) name.

(ano

This patent SHALL contain exacty one [1.1) adminisrativeGendarCode.
(Ano)

This patent SHALL contan exacty one [1..1) bithTime.

[AND]

exacty one [1.1]

] efectveTime.
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conF.ar-165M conF.aR167R conF.ar168M
conF-aR-163M coNF-aRA70M coNFaR-17TM
conFaR-1720 CoNF-aRA7SM CONF-OR-174M
conFar175R conF.aRA76M conFar177M
conFoR-178R coNFaRA7SM coNF-oR-180M
conF.aR181M conF.arezM conF.or183M
conF-aR-184M conF-ar18sM conF-oR-185M
conF-aR-187M conF-ar18sM conF-oR-183M
coNF-aR-190M conF.aR19TM conF.oR-192M
conFaR-193M conF.aR-194M conF.ar-195M
conFoR-196R CoNF-aR197M coNFoR-198M
conF.ar-195M conF.aR200R conr.ar201M
conr-aR202M coNF-aR203M conF-oR206M
conF-aR205M CoNF-aR206M conF-oR207M
conF.ar208M conF.ar209M conrar210M
conFaR211M conF-ar212M conFoR213R
conF.ar214M conF.ar215M conraR216M
conFaR217M conFar21EM conrar21sM
conr.arz20M conF.aR221R conrorz22M
conr.or223M con-ar226M conF.oR225M
conr-aR226M conF-ar 227 conr.arz28M
conr-ar228M conF-aR230M conFoR231M
conr.arz32M conr.ar233M conr.arz34M
conr.arz35M conF.ar236M conr.arz37M
conF-aR238M conF-ar238M conFoR240M
Test purpose Chack hat

SUT has submited a syntactcally corect questionnaie response document , o tht:
CinicalDocument element SHALL contain exacty one [1.1]reaimCode.
(N0

CinicalDocumant elemant SHOULD be selected from HL7 ValusSet BindingReaim
[2.16.840.1.113883.1.11.20355) from codesystem h7Reaim [2.16.840.1.113883.5.1124)
STATIC 2010-11-11.

[AND]
CiicaiDocument slement SHALL conain exacty on [1.1]typele
]
ClinicalDocumentiypeld element SHALL contain exactly one [1..1)
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conF-aR70R CoNFQRTIO conF-ar 72
CoNF-QR73:0 CONFQRTEM conFar75R

CONF-QR76M CONFaRTIM conF-ar78:M

CoNF-aR7SM conF-aRgoM conF-ars1:0

conF-aRezM CoNF-aRE3 M conF-arasam

CoNF-QRasM coNFaRE0 conF-ara7M

CoNF-aR.88 M coNFaReeM conF.ar90:M

CoNF-QRM conFaRsz0 conF-aR93:M

CoNF-QR9EM conFarssR conF-ar96 R

CoNF-QROTM conF-arss 0 conr-arss0

conFar-100M conF-ar-101M conF.ar-102R
(CONF-aR-103 M (CONF-aR-104M coNFaR-105:0
CoNF-aR-10sM conF-ar-107M conF-ar-108 M
CONF-aR-109M CONFQR110R conF.ar1 R
(CoNF-aR-112M conF-aR-113:M conF.ar-116M
conF-ar-115M conr.ar-116: conF.aR-117M
CoNF-aR-118M CoNFaR-15: conF-aR-120:M
conF-aR-121M CONFaR-1Z2R conF-aR-123 M
ConF-aR-124R conF.aR-125M conFoR-125 M
ConF-aR-127M ConFaR-1z8M conF-ar-129:M
CoNF-aR-130M CoNFaR-131M conF-ar-132:M
CONF-QR-133R CONF-QR-138M CoNF-aR-135 M
CONF-QR-136M CONF-QR-1TM CoNF-aR-138 M
CoNF-aR-139M conF-ar-1a0M ConF-aR-141:M
conF-aR-1a2M CONF-QR-1a3M CONF-aR-144 M
CONF-QR-1asM (CONF-QR-1a6M CoNF-aR-147 M
CoNF-QR-148M CONF-QR-1asM CoNF-aR-150M
CoNF-aR-151M CoNF-aR-152M ConF-aR-1530
CoNF-aR-158M CONF-QR-155M ConF-aR-156M
CoNF-QR-187M CoNF-QR-158M conF-aR-159M
CoNF-QR-160M coNF-QR-161M conF-ar-162M
|CONF-QR-163M. CONF-QR-164:M. CONF-QR-165:M
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GincalDocument SHALL conform to the Universal Reaim Questionnaire Response
(Document Header template (tempiateid: 2.16.840.1.113883.10.20.33).

(AnD)
Patent generated Questionnaire Response Document in US Realm SHOULD corform to the

US Reaim Patient Generated Document Header template (fempiatel:
2.16.840.1.113883.10.20.29.1),

[AnD)

Cinicians generated Questionnaire Response Document in US Realm SHOULD conform to
the US C-COA General Hoader tempats templateld: 2.16,840.1.113883.10.20.22.1.1).

o)
CiicaiDocument SHALL contain exacty one 1.1 tempiateld
o)

Cinicaibocumenttempaltld SHALL contain exacty one [1.1]
@ro0t="2.16.840.1.13883.10.20.33.1.1

(AnD)
CinicalDocument SHALL contain exacty one [1..1] componen.

[An0)

Cincalbocumenticomponent SHALL contain exactly one 1.1] structured8ody.
(AnD)

CinicalbocumentcomponentstructureBody SHALL contain ateast one [
[An0)

CincalbocumenticomponentstructureBodycomponent SHALL contain exacty one (1.1]
Questonnalre Response Secton template(femplateld: 2.16.840.1.113883.10.20.33.1.7)

(AND)

CincalbocumentcomponentstuctureBodyicomponent SHALL contain exactly one [1.1]
Copy Right Secton template (templatela2.16.840.1.113883.10.20.32.2.2).

(an0)
s secton SHALL contain
1ano)

Sectontemplateld SHALL contain exacty one [1.1]

) component

acty one [1.1] templateld

| @root="2.16.840.1.113883.10.20.33.2.1".

o)

his secton SHALL contain sty on 1. 1] coc.
)

his section SHOULD contain 2810 or on 0.1 e
o)

his secton SHALL contan sy on 1. 1] tex.
)

s secton SHOULD contain zero or one [0.1]languageCode which SHALL be selected
ffom ValueSet Language 2.16.840.1.113883.1.11.11526 DYNAMIC.

o)
his secton SHALL contain at eastone 1.7 ety

o)

his sectonenty SHALL contain exacly on [1.1] @ypeCode="DRIV"
ano)

s secton/entry SHALL contain exactyy one [1.1] Responses Organizer
tempiate(tempiatelc: 2.16.840.1.113883.10.20.33.4.1).
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(AnD)

T signatureCode SHALL contain exactly one (1. 1] @code="S" (CodeSystem:
Partcipatonsignature 2.16.840.1.113883.5.89),

(an0)

The authentiator, f prosent, SHALL contain exacty one [1.1] assignedEtry.
(AnD)

T assignedEntty SHALL contain at least one [1.]

(AnD)

T assignedEntity MAY contain zero o one [0.1] code.

(AnD)

T assignedErtity SHALL contain a east one [1.] adr.

(AnD)

Tl assignedEntity SHALL contain at least one [1.]telecom.

(AnD)

Such tlecoms SHOULD contain exacty one [1.1] @use.

(an0)

T assignedEntity SHALL contain exacty one 1. 1] assignedPerson.
(an0)

T assignedPerson SHALL contain at least one [1.] name.

(an0)

CinicalDocument MAY contain zero or more 0. participant.

(anD)

The participant f present, MAY contain zero or ne [0.1] tme.

(anD)

Such pertcipants, I present, SHALL have an associatedPerson or scopingOrganization
element under partcipant associatedentty.

(an0)
Unless ofnervise specified by the document spacif header constrains, when
partcipant@typeCode is IND, associatedEntiy/@classCode SHALL be selected flom
ValueSet 2.16.840.1.113683.11.20.9.33 INDRoleclassCodes STATIC 2011-09-30.
(anD)

Ciicalbocument SHOULD contain zero or one [0.1] nFulflimentor.

(anD)

The InFulfimentor, i present, SHALL contain exacly one 1.1] oder.

(an0)

T order SHALL contain at least one [1.]

[an0)

CinicalDocument MAY contain zero or ne [0.1] componentOf.

(o)

The componentOt, if present, SHALL contain exacty one [1..1] encompassingEncounter.
(o)

Tnis encompassingEncounter SHALL contan atfeast ne [1.] .

(o)

s encompassingEncountar SHALL contain exacty ons [1..1) efectieTime.

[(AND)
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s representedCustodianOrganization SHALL contain atleast one [1.] addr.

)
MAY contin 2810 or more[.] nformatonRecpent

o)

T nformationRaciient i present, SHALL contan exacty on 1.1 tendedRecipent
o)

i intencecReciient SHOULD conain ateast ane (1.7 .

o)

his intendedReciient MAY contain zero or ne 0.1 nformationRecient.

o)

T informationReciient i present, SHALL cotan ateastane [1.7| name.

o)

his intendedReciient MAY contai zaro or e [0.1] rceivedOrganizaton.

o)

ThereceivacOrganizato,  present, SHALL contan exacty one [1.1] nam.

o)

CinicalDocument SHOULD cantainzeroor one [0. 1] egalAuthentiatr.

]

e legalAuthentator,  prasent, SHALL contain exacty on [1.1] e

[AaND]

e legaauthentcato,  present, SHALL containexacty one [1.] sgnatureCode.

(AnD)

s signatureCode SHALL contain exactly one [1.1] @code="S" (CodeSystem:
Partcipatonsignature 2.16.640.1.113883.5.89).

[An0)
e legalAuthenticator, f present, SHALL contan exactly one [1.1] assignedEnty.
[An0)

s assignedEnty SHALL contain at least one 1.0
[AND)

s assignedEntiy MAY contain zero or one [0.1] code.

[AND)

s assignedEntty SHALL contain at east on [1.”]addr,

[AND)

s assignedEntty SHALL contain at least one 1. telecom

[An0)

s assignedEntity SHALL contain exactly one [1.1] assignedPerson.

[AnD)

s assignedPerson SHALL contain a east one 1] nam

[AND)

CincalDocument MAY contain ero or mre (0. authenticator.

[AND)

The authentecator, i present, SHALL contan exactly one (1.1]te.

(AnD)

| The authenticator, if present, SHALL contain exactly one (1. 1] signatureCode.






OEBPS/images/tabA2-16.jpg
(AnD)
DatantererassignedEntty SHALL contain at east one [1.7] 10

(anD)

DataEnterer/assignedEntiy SHALL contain atleast one [1.] addr.

(AnD)

DataEntereriassignedEntty SHALL contain atleast one [1.]telecom.

(anD)

DataEntereriassignedEntty SHALL contain exacty one [1.1] assignedPerson.
(an0)

DataEntererassignedEntiy/assignedPerson SHALL contain atleast one 1. name.
(an0)

DatantereriassignedEntiyassignadPerson MAY contain zero or one 0.1] coc to encode
the elatonship of the person tothe recoraTarget.

(AnD)
(Gincalbocument MAY contain zero o more 0. informant.
(AnD)

Gincalbocumentinformant SHALL contan exactly one [1.1] assignedEntiy OR exactly one
(1.1 elatecEntry.

(AnD)
T assignedentity or reltedenty SHOULD contain at east one [1.] .
(anD)

T assignedentity orrelatedentiy SHALL contain exactly one [1.1] assignedPerson OR
xacty one [1.1] relatecPerson.

(anD)

Tl assignedentity orreltedentiy SHALL contain atleast one (1. name.
(an0)

Tl assignedEntity MAY contain zero o ne [0.1] code.

)

T assignedentity orrelatedentity SHOULD contan 2ero or more 0.] .
(a0

(Cincalbocument SHALL cortain exacty one 1. 1] custodian.

(0]

This custodian SHALL contain exactly one [1.1] assignedCustodian.
(anD)

T assignedCustodian SHALL contain exactly one (1. 1] epresentedCustodianOrganizaton
which may be the person when the document 5 hot maintained by an organizaton,

(an0)

Ths representedCustodianOrganization SHALL contain at east one (1.7
(o)

T representedCustocianOrganization SHALL contain exacty one [1.1] name.
(o)

s representedCustodianOrganization SHALL contain exacty one [1.1]telecom.
(o)

s telacom SHOULD contain exactly one [1.1] @use.
[(AND)
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- An HFS appication successuly retrieves th s of completed questonnaies fiom the
Simulated HFS applicaton.
+ AnHFS appicatin successiully retrisves the actual questionnair response document
using the content ofthe “Ink" element i the atom feed.
. An HFS appication conims tha the questionnaie fesponse document has been
valdated.
Notes.
A3 Subgroup 1.7.2: CDA validation (CDA)
TP a TPIHFS/SENQUE/CDABY-000
P tabel Questonnaire Response COA syntactic and semantic validation. HFS Sender
Coverage |Spec |[HL7 CDAGRD]
Tostable | CONF-QR-1: M CONF-QR- CONF-QR-3M
toms.
CoNF-aR-4M CONF-QRSM conF-ar M
conF-aRTM CoNF-aREM conF-arsM
CONF-aR-11M (CONF-QR-14:M CONF-QR-15M
CONF-QR-16: M |CONF-QRA17:M CONF-QR-18 M
CoNF-aR-19M CONF-QR20M conF-ar21M
conF-ar22M CONFaR23 M CoNF-aR-24M
conF-aR-25M CONF-QR26M conF-aR-27M
coNF-aR CONF-QRZ9M CONF-QR-30M
conF-R31M CONF-QR32M CONF-QR33 R
CONF-R-34M CONF-QR3SM CONF-aR-36M
CONF-QR-37:M CoNF-QR-38 M CONF-QR39R
CONF-aR-40:M CONFQR4TR CoNF-aR-42M
coNF-aR-43M |CONF-QR-44M CONF-QR45:0
coNF-aR-46:M (CONF-QR47M CONF-QR-48 M
CONF-QR-49M CONF-QR50M conF-aRs1M
conF-ar520 CONF-R53:0 CoNF-aR s4M
conF-aRs5R CONF-QR-SEM CoNF-aR §7M
CONF-QR-58:0 CoNF-aRs9R CONF-aR.6OM
conF-ar 1M CONF-QRE2M conF-aRe3.
conF-aResM CONF-QRESM CONF-aR$6R
CONF-QR67:M |CONF-OR-68:0 CONF-QR69M
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Testable | Queston &M
toms.
Test purpose Check rat:
5UT posts a questomair esponse document to the simuiated HES recsiver
appiicabity _SEN_000 AND C_SEN_ GEN_ 004 AND C_SEN_GEN_006

other PICS.

c_SEN_GEN 005

Inital contion

The simulated HFS receiver s ready o receive a questonnalre response document from the.
HFS sender under ost

st procedu

1. A questionnaire-enabled HFS sender under testuses HTTP POST withthe folowing URL,
for posting a questionnalr response document o he simulated HES Device:
baseURLicontinualguestionnaireResponse. Connecton uses TLSVI.1 and an Oauth2.
bearer token.

PassiFall criteria

 AnHFS application under testsupports capabilty exchange as specified n ITU-T
He123]

+ AnHFS application successtuly posts @ uestionnaie response document o the HES
recoiver under tost

Notes
P TPHFSISENQUEIGENBY-002
P tabel uestionnate response rtfeval. HES Sender.
coverage |spec _|iTu-THe12)
Testable | ResTSec 3M ResTec ResTSec sM
ems CommonReq 5:M
Spec|(TuTHs122)
Tesable.|cueston 10 Queston 7M Queston &M
Test purpose check tnat
SUT ratroves st of completed questionnalrs fom smulated HFS appiation and an
actua questonneio response document
Applicabity _SEN_000 AND C_SEN_GEN_004 AND C_SEN_GEN_006

other PiCS.

c_SEN_GEN_005

Inital condition

The simuated HFS receiver provides a st of complated questionnaires with a singe entry
contaning a nk o an actual questionnale response document

Test procedure

1. An HFS applicatin uses an HTTP GET request without query parameters at the URL
representng the patient's questionnaie response hData path
(continualquestionnaireResponses) using a secure REST connection n order o etrieve.
an atom faed containing st of questionnal response documents contaning one
single document.

be a relatve pain o baseURL (WanRecelver).

3. An HFS applicaton validates receved document according o Questonnaire Response
Document (HL7 CDA QRO].
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P TP/HFS/SENQUEIGENBY-000
P tabel Questionnare rereval, HFS Sender.
Coverage  [spec |(TUTH812)
Tostable |RESTSec 3M RESTSec &M RESTSec 5
toms.
CommonReq s:M
spec |IMUTH8122]
Testable | Question 1M Question 3M
toms.
Test purpose (Check that:
SUT retrieves a st of to-be-completed questionnaires from simulated HFS appication and an
actual to-e-completed questionnaire document.
Applicabilty |C_SEN_000 AND C_SEN_GEN_004 AND C_SEN_GEN_006

other Pics

c_SEN_GEN_005

Initial condition

The simulated HES receive provides a st of to-be-completed questionnaires with a single
eniry containing a Ink o an actual to-be-complted questionnaire document.

Test procedure

1. An HFS applcation uses an HTTP GET request without query parameters at the URL
representing the patients questionnaire hData 100t section paih
(continualguestonnaires) using a secure hData connection in oder to retrieve an atom
feed containing a st ofto-be-complted questionnaire documents containing one
document

2. An HFS spplcation retreves the actual to-be-complted questionnaire document using
the value of the k" element contained In the atom feed retrieved instep 1. "Lnk"
element content wil be a elatve path to baseURL (WanRecelver).

3. An HES applecation validates recelved document according to Questornaire Form
Defintion Document [HL7 CDA QFD].

Pass/Fail criteria

. An WS application under test suppors capabilty exchang
H8123],

+ An HES applcatn successtuly retrieves th st of to-be-completed questionnaires fom
the simulated HFS appication.

.+ An HES appicaton successtully retrieves the actualto-be-completed questionnaire
Gocument using the content o the “ink" element n the atom feed.

+ _An HES appication confirns thatthe questionnaire document has been validated

s specified n [ITUT
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