
ICH実装ガイド説明会 2010年2月17日(小出)1.

ICH実装ガイド説明会
ICH E2B（R3）/M2 Feasibility Testing

13:35-14:05 演題2

Health Level 7（HL7）の概要

2010年2月17日
東京大学大学院医学系研究科

臨床疫学システム講座
E2B（R3）エキスパート

小出 大介



ICH実装ガイド説明会 2010年2月17日(小出)

ISO/HL7 ICSR
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HL7とは

・ヘルスケア分野のSDO (Standards Developiment Organization)

・非営利のボランティアな団体（Not-for-profit Organization)

・民主的で、誰でも参加して意見を述べることができる

・本部は米国ミシガン州

・会員は55カ国以上から2300人以上(国際支部は35カ国)

・日本HL7協会は保健医療福祉情報システム工業会(JAHIS)内に設置

＜歴史＞

・1987年 米国内で初会合、V1.0を発行

・1994年 American National Standards Institute (ANSI)公認団体

・1996年 V2.2 ヘルスケア分野初のANSI登録標準、V3の開発も始まる

・1998年日本支部である日本HL7協会が誕生

・2006年 V3のReference Information Model (RIM)がISO標準に承認
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HL7国際支部について

5.
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HL7のねらい

特定の部門やシステムに特化したものでなく、

施設間・システム間での臨床情報や管理情報を扱う、

ヘルスケア領域でのデータ交換標準の作成

「電子化ヘルスケア情報の包括的枠組みに関する標準」

OSI (Open System Interconnection))の第７層アプリケーション層に由来し

Health Level 7と名付けられたものであり、物理的規格等は制定していない

日本サイト：http://www.hl7.jp/

国際サイト：http://www.hl7.org/
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ヘルスケア領域でのデータ交換標準
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OSI (Open System Interconnection)参照モデル
の7層とTCP/IPの4階層モデル

７ アプリケーション層 アプリケーション層

HTTP, SMTP, TELNET, FTP, 

SNMP, MIME, HTML
６ プレゼンテーション層

５ セッション層

４ トランスポート層 トランスポート層
TCP, UDP

３ ネットワーク層 インターネット層
IP, ICMP

２ データリンク層 ネットワークインターフェース層

イーサネット，FDDI

(ハードウェア)

(光ファイバー，同軸ケーブル)

１ 物理層
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HL7を使う理由
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新たな治験活性化５カ年計画
（平成１９年３月３０日 文部科学省・厚生労働省）

1.治験等の中核病院・拠点医療機関の体制整備

2.治験等を実施する人材の育成と確保

3.国民への普及啓発、参加促進

4.治験実施の効率化、企業負担の軽減

治験のスピードアップとコスト低減を図るため・・・(中略) ・・・治験デー

タのIT 化による効率化を一層推進する。

(4) 症例の集積性を高める等によるモニタリング効率の向上

例えば、CDISC に準拠した標準仕様によるEDC とHL7 に準拠した標準仕

様・・・

5.規制の適正化、被験者保護の向上
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HL7のメンバーシップ
HL7本部

 個人会員

年会費$675

 学生会員

年会費$140

 団体会員

年会費$1,200(1票：年商$１M以下)

～$24,500(12票：年商$50M以上)

＜団体会員の例＞

EMA、NHSなど

FDA、CDCなど

GSK、Lilly、Pfizerなど

Microsoft、Intelなど

日本HL7協会

 個人会員

入会金2,000円、年会費8,000円

 学生会員

入会金2,000円、年会費4,000円

 ユーザー会員

入会金5,000円、年会費30,000円

 本部会員兼

入会金2,000円、年会費800円

 事業法人会員

入会金20,000円、年会費100,000円

 賛助団体会員

入会金不要、年会費100,000円

11.
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HL7会議の開催

12.

Oct 2010 Plenary (Oct 3-8) Cambridge, MA  

May 2010 WGM (May 16-21) Rio de Janeiro, Brazil 

Jan 2010 WGM -- Phoenix, AZ

2009年11月HL7セミナー(医療情報学会：広島)

Sep 2009 (Plenary) - Atlanta, GA

2009年7月HL7総会及びセミナー(東京)

May 2009 WGM - Kyoto, Japan

2009年2月HL7セミナー(東京)

Jan 2009 WGM - Orlando, FL

2009年11月HL7セミナー(医療情報学会：横浜)

Sep 2008 (Plenary) - Vancouver, BC, Canada

2008年7月HL7総会及びセミナー(東京)

May 2008 - Phoenix, AZ

2008年3月HL7セミナー(東京)

Jan 2008 WGM - San Antonio, TX

国際会議参加費：事前(会員：$770 非会員$1,045) 通常(会員： $1,045 非会員$1,350)
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HL7ワーキンググループ(57WG)
Affiliate Due Diligence 

Anatomic Pathology 

Architectural Review 

Arden Syntax 

Attachments 

Child Health 

Clinical Context Object Workgroup 

Clinical Decision Support 

Clinical Genomics 

Clinical Interoperability Council 

Clinical Statement 

Community Based Collaborative Care 

Domain Experts Steering Division 

Education 

Electronic Health Records 

Electronic Services 

Emergency Care 

Financial Management 

Foundation and Technology Steering 

Division 

Generation of Anesthesia Standards 

Governance and Operations 

Government Projects 

Health Care Devices 

Imaging Integration 

Implementable Technology 

Specifications 

Implementation / Conformance 

Infrastructure and Messaging 

International Council 

International Mentoring Committee 

Marketing 

Modeling and Methodology 

Orders and Observations 

Organizational Relations 

Outreach Committee for Clinical 

Research 

Patient Administration 

Patient Care 

Patient Safety 

Pharmacy 

Policy Committee 

13.

Process Improvement 

Project Services 

Public Health and Emergency 

Response 

Publishing 

Recognition and Awards 

Regulated Clinical Research 

Information Management 

RIMBAA 

Roadmap Committee 

Security 

Services Oriented Architecture 

Structure and Semantic Design 

Steering Division 

Structured Documents 

Technical and Support Services 

Steering Division 

Technical Steering Committee 

Templates 

Term info Project 

Tooling 

Vocabulary
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HL7 V3 メッセージの基本

Reference Information Model （RIM)

約60個のクラスを定義
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HL7 V3 メッセージ開発フレームワーク

16.

Use Case
Reference Information 

Model (RIM)

Refined  Message Information 

Model (R-MIM)
Hierarchical Message 

Description (HMD)
XML Schema

Domain Message Information 

Model (D-MIM)

PatientIncident
classCode*: <= ENC

moodCode*: <= EVN

id: [1..*] (RegistNum)

code: CV CNE [0..1] <= ExternallyDefinedActCodes (PatientType)

statusCode: LIST<CS> CNE <= ActStatus (IDPHStatus)

activityTime: TS (EDDate)

Injury
classCode*: <= ACT

moodCode*: <= EVN

activityTime: TS (InjuryDate)

0..1 pertinentInjury

typeCode*: <= PERT

pertinentInformation1

TraumaRegistryExport
(IDPH_RM00001)

Data content of HL7

messages used to export

data from the IDPH Trauma

Registry.

PatientPerson
classCode*: <= PSN

determinerCode*: <= INSTANCE

name: PN [0..1] (*Name)

existenceTime: (Age)

administrativeGenderCode: CV CWE <= AdministrativeGender

 (GenderID)

birthTime: (DateOfBirth)

addr: AD [0..1] (AddressHome)

raceCode: CV CWE [0..1] <= Race (RaceID)

ethnicGroupCode: CV CWE [0..1] <= Ethnicity (EthnicID)

1..1 patientPatientPerson

1..1 providerTraumaParticipant

Patient
classCode*: <= PAT

id: II [0..1] (MedicaRecordNum)

TraumaParticipant
classCode*: <= ORG

determinerCode*: <= INSTANCE

id: [1..1] (HospitNum)

code: CV CWE [0..1] <= EntityCode

name: ON [0..1] (HospitName)

statusCode: CS CNE [0..1] <= EntityStatus (ActiveFacili)

addr: AD [0..1] (HospitCity)

1..1 patient

typeCode*: <= SBJ

subject

InjuryLocation
classCode*: <= PLC

determinerCode*: <= INSTANCE

code: CV CWE [0..1] <= EntityCode (InjuryPlaceID)

addr: AD [0..1] (AddressScene)

0..1 playingInjuryLocation

Role
classCode*: <= ROL

1..1 participant

typeCode*: <= LOC

location

InjuryRelatedObservation
classCode*: <= OBS

moodCode*: <= EVN

code: <= ExternallyDefinedActCodes

priorityCode: CV CWE [0..1] <= ActPriority

value: [0..1]

0..* pertinentInjuryRelatedObservation

typeCode*: <= PERT

sequenceNumber: INT [0..1] (InjurySequen)

pertinentInformation

Procedure
classCode*: <= PROC

moodCode*: <= EVN

code: CV CWE <= ActCode (ICDCodeID)

activityTime: TS (ProcedDate)

0..* pertinentProcedure

typeCode*: <= PERT

pertinentInformation7

0..1 medicalStaff

typeCode*: <= PRF

performer

MedicalStaff
classCode*: <= PROV

id: II [0..1] (MedicalStaffID)

0..1 procedureLocation

typeCode*: <= LOC

location
ProcedureLocation
classCode*: <= SDLOC

code: <= RoleCode (ProcedLocateID)

PatientIncidentRelatedObservation
classCode*: <= OBS

moodCode*: <= EVN

code: <= ActCode

reasonCode: CV CWE [0..1] <= ActReason

value: ANY [0..1]

0..* pertinentPatientIncidentRelatedObservation

typeCode*: <= PERT

pertinentInformation2

PatientTransfer
classCode*: <= TRNS

moodCode*: <= EVN

activityTime: IVL<TS> (DischaDate to ArriveDate)

reasonCode: CV CWE [0..1] <= TransferActReason (REASONTRANSFID)

1..1 arrivalPatientTransfer

typeCode*: <= ARR

arrivedBy

0..* aRole

typeCode*: <= ORG

origin

0..1 playingTraumaParticipant

aRole
classCode*: <= ROL

TransferRelatedObservation
classCode*: <= OBS

moodCode*: <= EVN

code: CV CWE <= ExternallyDefinedActCodes

value: PQ [0..1]

methodCode: CV CWE [0..1] <= ObservationMethod

1..* pertinentTransferRelatedObservation
typeCode*: <= PERT

pertinentInformation

1..1 transferVehicle

typeCode*: <= VIA

via

1..1 owningVehicleProvider

TransferVehicle
classCode*: <= OWN

id: II [0..1] (VehiclNum)

code: <= RoleCode (VehiclLevelID)

VehicleProvider
classCode*: <= ORG

determinerCode*: <= INSTANCE

id: II [0..1] (VehiclProvide)

code: <= EntityCode (MaxVehiclLevelID)

name: ON [0..1] (VehiclProvidName)

HospitalVisit
classCode*: <= ENC

moodCode*: <= EVN

code: CV CWE <= ActCode (AdmitServicID)

activityTime: TS (DischaDate)

dischargeDispositionCode: CV CWE [0..1]

 <= EncounterDischargeDisposition

1..1 pertinentHospitalVisit

typeCode*: <= PERT

pertinentInformation5

HospitalVisitRelatedObservation
classCode*: <= OBS

moodCode*: <= EVN

code: CV CWE <= ExternallyDefinedActCodes

value: [0..1]

0..* pertinentHospitalVisitRelatedObservation

typeCode*: <= PERT

pertinentInformation

1..1 admittingProvider

typeCode*: <= ADM

admitter

0..1 healthCareMedicalStaffPerson

AdmittingProvider
classCode*: <= PROV

id: II [0..1] (ADMITMEDICASTAFFID)

code: CV CWE <= RoleCode (StaffTypeID)
0..* hospitalVisitPhysician

typeCode*: <= RESP

time: TS

responsibleParty

0..1 healthCareMedicalStaffPerson

HospitalVisitPhysician
classCode*: <= PROV

id: II [0..1]

code: CV CWE <= RoleCode (StaffTypeID)

MedicalStaffPerson
classCode*: <= PSN

determinerCode*: <= INSTANCE

name: PN [0..1] (MedicaStaffName)

0..1 licensedEntity

typeCode*: <= DST

destination

0..1 subjectChoice

LicensedEntity
classCode*: <= LIC

id: II [0..1]

Choice

Facility
classCode*: <= ORG

determinerCode*: <= INSTANCE

id:

code*: CS CNE <= EntityCode "FAC"

name:

Hospital
classCode*: <= ORG

determinerCode*: <= INSTANCE

id:

code*: CS CNE <= EntityCode "HOSP"

name:

EmergencyDepartmentEncounter
classCode*: <= ENC

moodCode*: <= EVN

activityTime: IVL<TS>

dischargeDispositionCode: CV CWE <= EncounterDischargeDisposition

0..1 pertinentEmergencyDepartmentEncounter

typeCode*: <= PERT

pertinentInformation3

EmergencyDepartmentRelatedObservation
classCode*: <= OBS

moodCode*: <= EVN

code: CV CWE <= ExternallyDefinedActCodes

text:

activityTime: TS

reasonCode: <= ActReason

value: [0..1]

methodCode: CV CWE [0..1] <= ObservationMethod

targetSiteCode: CV CWE [0..1] <= HumanActSite

0..* pertinentEmergencyDepartmentRelatedObservation

typeCode*: <= PERT

pertinentInformation

0..* emergencyDepartmentPhysician

typeCode*: <= PRF

performer

0..1 healthCareMedicalStaffPerson EmergencyDepartmentPhysician
classCode*: <= PROV

id: II [0..1]

code: CE CWE [0..1] <= RoleCode (StaffTypeID)

PreHospitalEncounter
classCode*: <= ENC

moodCode*: <= EVN

id: II [0..1] (crashNum)

activityTime: IVL<TS>

0..1 priorPreHospitalEncounter

typeCode*: <= PREV

predecessor

PreHosptialRelatedObservation
classCode*: <= OBS

moodCode*: <= EVN

code: <= ExternallyDefinedActCodes

value: ANY [0..1]

0..* pertinentPreHosptialRelatedObservation

typeCode*: <= PERT

pertinentInformation

1..1 preHospitalVehicle

typeCode*: <= ParticipationType

participant

1..1 owningVehicleProvider

PreHospitalVehicle
classCode*: <= OWN

id: II [0..1] (VehiclNum)

code: <= RoleCode (VehiclLevelID)

0..* emergencyDepartmentPhysicianAct
typeCode*: <= COMP

component

EmergencyDepartmentPhysicianAct
classCode*: <= ACT

moodCode*: <= EVN

code: CS CNE [0..1] <= ExternallyDefinedActCodes

activityTime*: TS [0..1]

component

0..* patientIncidentRelatedObservation

typeCode*: <= COMP

VehicleProvider

MedicalStaffPerson

TraumaParticipant
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HL7 V3 コアクラス

1. 全ての出来事はActである

 procedures(処置), medications(薬物治療)など

2. Act間は ActRelationship で関連づけられる

 precondition(前提), revisions(修正) など

3. Participation はActのコンテキストを定義する

 author(作成者), performer(実施者), location(場所)など

4. 参加者は Roleである

 patient(患者), specimen(検体)など

5. Roleの役割を Entityが担う

 persons(人), places(場所), devices(機器)など

17. HL7 Tutorialより
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ISO/HL7 ICSRドキュメント

18.

http://www.hl7.org/ctl.cfm?action=ballots.home&ballot_cycle_id=518&ballot_voter_id=0
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ISO/HL7 ICSR

19.
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ISO/HL7 ICSR

20.
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ICSRのR-MIM

ActとActRelationship

ParticipationRoleEntity
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ICSR R-MIMの説明
(Act, Act Relationship, Participation)

22.
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ICSR R-MIMの説明
(Role, Entity) 

23.
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ICSRのスキーマ

24.
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ICSRのスキーマ
<?xml version="1.0" encoding="UTF-8" standalone="no"?>

<xs:schema xmlns="urn:hl7-org:v3" xmlns:xs="http://www.w3.org/2001/XMLSchema" xmlns:ex="urn:hl7-org/v3-example" 

targetNamespace="urn:hl7-org:v3" elementFormDefault="qualified">

<!--

*****************************************************************************************************************

* XML schema for message type PORR_MT049006UV.

* Source information:

*     Rendered by: Visio to MIF transform

Rendered on: 

*

* Generated by XMLITS version 3.2.0

*   MIF to XSD Transform $Id: StaticMifToXsd.xsl 8 2009-01-26 19:10:36Z Woody $

Package Id Conversion: $Id: TransformPackageIds.xsl 8 2009-01-26 19:10:36Z Woody $

• Copyright (c) 2002, 2003, 2004, 2005, 2006, 2007 Health Level Seven. All rights reserved.

********************************************************************************************************************

-->

<xs:annotation>

<xs:documentation>Generated using schema builder version 3.2.0. Stylesheets:

StaticMifToXsd.xsl version 2.0</xs:documentation>

</xs:annotation>

<xs:include schemaLocation="../coreschemas/infrastructureRoot.xsd"/>

<xs:include schemaLocation="COCT_MT970000UV.xsd"/>

<xs:include schemaLocation="PORR_MT049013UV.xsd"/>

<xs:complexType name="PORR_MT049006UV.Agent">

<xs:sequence>

<xs:group ref="InfrastructureRootElements"/>

<xs:element name="representedOrganization" type="PORR_MT049006UV.Organization" 

nillable="true"/>

</xs:sequence>

<xs:attributeGroup ref="InfrastructureRootAttributes"/>

<xs:attribute name="nullFlavor" type="NullFlavor" use="optional"/>

<xs:attribute name="classCode" type="RoleClassAgent" use="required"/>

</xs:complexType>

25.
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HL7 ICSRの画面例

26.
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ICH ICSR IGとメッセージ例
<?xml version="1.0" encoding="UTF-8"?>

<!--Sample XML file generated by XMLSpy v2005 rel. 3 U 

(http://www.altova.com)-->

< PORR_IN049006UV xxmlns="urn:hl7-org:v3" 

xmlns:mif="urn:hl7-org:v3/mif" 

xmlns:xsi="http://www.w3.org/2001/XMLSchema-

instance" xsi:schemaLocation="urn:hl7- org:v3 

MCCI_IN200101UV.xsd" ITSVersion="XML_1.0">

<id extension="M.1.4messageNumber" root="1.1.1"/>

<creationTime value="20081229"/>

<!-- M.1.7.1 Message Date. Note that date format is not 

needed. -->

<responseModeCode code="D"/>

<interactionId extension="MCCI_IN200101UV" root="1.1.1"/>

<!-- Maps to M.1.1 Message Type. Note, a single dummy OID 

has been arbitrarily assigned to make the schema 

validate. -->

<message xsi:nil="false">

<id extension="M.1.4messageNumber" root="1.1.1"/>

27.
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参考図書

28.
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