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The standards all federal agencies will adopt are:

« Health Level 7 (HL7) messaging standards to ensure that each
federal agency can share information that will improve coordinated
care for patients such as entries of orders, scheduling
appointments and tests and better coordination of the admittance,
discharge and transfer of patients.

« National Council on Prescription Drug Programs (NCDCP)
standards for ordering drugs from retail pharmacies to standardize
Information between health care providers and the pharmacies.
These standards already have been adopted under the health
Insurance Portability and Accountability Act (HIPAA) of 1996, and
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. M5M IDMP(Identification of Medicinal
Products)

. M8MeCTD(RPS: Regulated Product
Submission)
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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
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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

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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Reference Information Domain Message Information
Use Case Model (RIM) Model (D-MiM)
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XML Schema Hierarchical Message Refined Message Information
Description (HMD) Model (R-MIM)
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Click the time period below to
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The Cycles are ordered
descending so the topmaost
cycle is the most current.

¥ May 2011 Ballot Cycle

b January 2011 Ballot Cycle
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Ballot Desktop
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20105EP , Aug 23, 2010 - Sep 27, 2010

Announcement Documents: T4 Formation of Ballot Groups for HLY JIC Pharmacovigilance Ballot for August
2010 (pdf, 47.5kb) T Formation of Ballot Pools for September 2010 Ballot C'g.-’deé pdf, 84.8 kb)) é_
Update to Ballot Announcement for September 2010 Ballot Cycle (pdf , 21.9 kb ) & Announcement of
HL?7 JIC Pharmacovigilance Ballot for August 2010 ( pdf , 48.1 kb ) 15 NonMember Participation in HL7
Ballots Instructions { pdf , 120.8 kb ) TH Announcement of Ballot Openings for September 2010 Ballot

Cycle (pdf, 78.5kb ) &l Seeking Interested Members to Help Us Fulfill Balance of Interest for Normative
Ballot - September 2010 Ballot Cycle { htm, 11.9kb)

Ballot Document Pools in which you ARE Participating
There are no documents in which you are a participant in this ballot cycle. If you are not logged into the
website properly you will not show up as a pool participant in any cycle.

Ballot Document Pools in which you are NOT Participating
1. All ballots close on their specified close date at midnight, US Eastern Time Zone.

R. Ballot
Pkg Mame Lwl. Document Signup Close Date Ballot Open Ballot Close Cmnt
() JIC Health Infermatics - M2 1 5] [ 24.53 MB | Pool Closad Aug 14, 2010 Sep 15,2010 1 8]
. . ! ! .
Pharmacovigilance - to Signup™
Individual Case Safety
Report, Part 1: the
framewaork for adverse
ewvent reporting
rﬁ_l JIC Health Informatics - M2 |_L| [ 24.24 MB | Pool Closed Aug 14, 2010 Sep 15,2010 |_L|
Pharmacovigilance - to Signup®

Individual Case Safety
Report, Part 2: Human

¥ Balloting Assistants

pharmaceutical reporting
requirements for ICSR

\,

http://www.hl7.org/ctl.cfm?action=ballots.homeé&ballot_cycle id=521&ballot_voter id=0
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» Refined Message Information Models (Sorted by Title
¥ Refined Messaqge Information Models {(Sorted by Display Order

*HumanPharmaceuticalsBaseRMIM (PORR RMO49016UW)
*HumanPharmaceuticalsPRRIModel {PORR_RMO49023UN)

Reference

For details on the interpretation of this section, see the description of
EMIMs in the Version 3 Guide.

5.5.1 HumanPharmaceuticalsBaseRMIM (PORR_RM049016UV)

Diagram

Description

Model Overview

The Human Pharmaceuticals Base Model RMIM is designed to support a

ICHE2B (R3) E# 44 K AL 2011FE7A118 (M)
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Role Participation Act, ActRelationship

0.1 assigecé] “Entity —— HumanPharmaceuticalsBaseRMIM

Entit

AssignedEntity2 a [BORR_ROL30164)
classCode® <= ASSIGNED ACE CWE [0.1] < AUT | hkbf:_ e The ISR message suppors indiidual case safety reporting or a
P RReportingRole Type ReR08 variaty of product types: drugs, vaccines, davices, food, dietary

I BAGSAD> 0."] Oy controlAciEvent

folecom: LIST<TEL> [0.] 0.1 assignedEntity supplements, cosmetics o veterinary products and services. This

message can be used o repart adverse evenlsireactions or product

primarylnformationRecipient probleris that may o may not invohve patient reactions.
typeCode’: <= PRCP
negationind: BL 0.1
’)mamzaﬂ time: IVL<TS= [0..1]
identifigEntity2 Organization / modeCode: CE CWE [0..1] < Partiipationiods|
classCodlf: <= DENT | classCode* <= ORG
id: SET<I0. " § determinerCode*: <= INSTANCE
(CERVED. 1)< Jid name: ON (0. 1]
telecom: LIST<TEL> 0. Note:
addr: AD [0.1] Concept Domain
. |U T 1 needed

y classCode": <= LOGE

‘\‘\ ‘ 0. ‘asLmafedEnHﬁuntacﬂ:aﬂy 0. contactPly 0.* document AssignedEntity
ks [ X E LAl 1 assignedniiy
| 1 location adde AD[0.1] e ) )
', [Prace talecom: LIST<TEL> [0.%] EREGT
aasscons o RN S o
| dotorminerCode*: <= NSTANCE| | GontactParty2 In ‘haracte
vode: CD OWE 0. 1] < EntlyCod classCode": <= CON 0.1 assignedPerssq \
lame: TN 0.1] addr AD [0.1] o
: tise...| [Elecom BAGSTEL> 0.7] clazaCiode™: <= PN &\
i A T ~ co=INSTAMEE
Organization classCode’; <= LOCE

0." asQualifiedEni

. 1 assigningd
B, ] assigningOrganization classCode* <= [DENT
& SET4 0.1
- code: CE CWE [0..1] < identifiedEntity Type [0.*

panPhamaceuticalsPRRIModel

IdentifiedE ntity
classCode: <= IDENT : author: 0. assignadEnity
id: SET<Il> [0.] typeCoda®: <= ALT|

code: CE CWE [0.1] < ype PrimaryRole 0. primenye 0.* causalityAssessmant

clagsCoda’: <= PurTrena

e , subfect
id: SET<II>[0."] /e ==

ksCodo*: <= RoloClassAssosi
fe: CECWE 0. 1] <=

F B

InvestigationRelatedEntity

(..* igtActName
relnNamelnSrceAct

<=

Person2

subjectOft
classCode": <= PSN

"l | typeCode® <= 58

0 * studyEnroliment

birthTime: TS [0.1]
deeasedind: BL (0.,

bje
0.1 producilseReferdice

raceCode: SET<CE> CWE [0.."] <= Race

Note:
------------- This association will not be-
traversed, but it is added to
ensure schema compatibility
_______ 23 —_—————— with the Part 1 schemas.

T govemingPlace
Territori th

¥
classCode”: <= TERR
id: SETIl> [0.7]
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(Act, Act Relationship, Participation)

HumanPharmaceuticalsBaseRMIM
[POER RMOAIDLIAT]
t‘. SUBS The ICSR message supports individual case safety reporting for a

n variety of product types: drugs, vaccines, devices, food, dietary
supplements, cosmetics or veterinary products and semvices. This
message can be used to report adverse eventsireactions or product
problems that may or may not involve patient reactions.

0.." controlActEvent

Note: S
Concept Domain
revision needed

0..* document AssignedE
méﬁ&'? REFR 0.1 assignedE
L=
: participant

typeCade™ <= PART

jpeCode™ == SUES
..* investigationCharacteristic

component
typeCode™ <= COMP
cantextConductionlnd: BL [(0.1]

0.7 irvestigationComponent
peTssosemm o m s s e | 0.1 assignedEntity | AssignedEntity

JP— InvestigationComponent  |author N
ticalsPRRIModbl | InvestigationAssessment | S /
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, Entity)

0..* asldentifiedEntity

(

AssignedEntity2
classCode™ == ASSIGNED

2t BA

0.1 assignedEntity

j}.’.’1 represented Organizatiop ’
IldentifiedEntity2 Organization EiI —
classCode”; == IDENT L—— classCode™ <= ORG
i SET<ll>[0..% determinerCode"™: <= INSTANCE
code: CE CWE [0..1] = MdenfifiedEntify Type mame: ON [0..1]
" telecom: LIST<TEL= [0..*]
Y addr: AD [0.1]
" LocatedEntity ;
% classCode": <= LOCE .
5 0..* asLocatedEntitContactParty 0..* contactParty
‘1‘ B classCode®: == CON
Y 0.1 location ﬁd" ADE&;] S
k! BCOM; -
. | Place
| classCode™ <= PLC
 determinerCode*: <= INSTANCE ContactParty2
kode: CD CWE [0..1] < EntityCode classCode*: <= CON
nsme: TN [0..1] addr AD [0..1]
3 o ta_ | Ez_lem‘ BAG=TEL= [0..7]
0.1 assigning O anization, anat;t_l;intityﬂ
Organization classCode”; == LOCE
0.1 assigningd |dentifiedEnti
157 assigningCrganization ;:“:: n::‘l' -==tl['§£zT
id: SET=II= [0..1]

code: CE CWE [0..1] = ldentiffedEntity Type
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<?xml version="1.0" encoding="UTF-8"?>
<xsischema elementFormDefauli="qualified" targetMamespace="urn:hl7-org:v3" xmins:mif="urn:hl7-org:v3/mif" <mins="urn:hl7-org:v3"
wmins:xs="http:/ fwww.w3.0rg/ 2001 /XMLSchema” xmins: mif2="urn:hl7-org:v2 f mif2" >
- <uxsiannotation®
<xsidocumentation *Source Information Rendered by: RoseTree 4.2.50 Rendered on: This document was rendered into XML using software
provided to HL7 by Beeler Consulting LLC. PubDBE to MIF Transform: S$RCSfile: PubDbXmIToMIF.xsl,v § $Revision: 1.11 § SDate:
2007/10/19 05:55:13 § Fix names transform: §Id: FixMifMames.xsl 8355 2000-10-07 03:16:347 lloyd_mckenzie $ HTML to MIF Markup
transform: 5Id: HtmIToMIFMarkup.xsl 8384 2010-04-12 17:34:287 woody_beeler § Base transform: $Id: ConvertBase.xsl 8360 2000-10-
26 06:00:227 woody_beeler § Package Id Conversion: 5Id: TransformPackagelIds.xsl 8398 2010-10-12 01:52:157 lloyd_mckenzie §
Generated using schema builder version: 2.4.4 and DynamicMifToXSD.xsl version: 1.4 Dynamic MIF to Schema Transform: $1d:
DynamicMifToXsd.xsl 8355 2009-10-07 03:16:34Z lloyd_mckenzie § Static MIF to Schema Transform: §Id: StaticMifToXsd.xsl 8419 2010-
11-15 00:10:54Z woody_beeler § Package Id Conversion: 5Id: TransformPackagelds.xsl 8398 2010-10-12 01:52:15Z lloyd_mckenzie
%< /vsidocumentation=
<fxs:annotation=
<xsiinclude schemalocation="..f coreschemas/infrastructureRoot.xsd /=
<xsiinclude schemalocation="MCCI_MT000100UV01.xsd"/ =
<xsiinclude schemalocation="MCAI_MT700201UVD1.xsd"/ >
<xstinclude schemalocation="PORR_MT049016UV.xsd" /=
- =xsizlement name="PORR_INDO49016UV =
- =xsicomplexType>
- <xsicomplexContent>
- =xsiextension baze="PORR_INO49016UV.MCCI_MTOO0100UVO1l.Message'=
<xsiattribute name="ITSVersion” fixed="XML_1.0" usz="required"” type="xs:string" />
<fxs:extension>
<fxs:complexContent=
<fxs:complexTypax>
< fus:element=
- =xsicomplexType name="PORR_INO49016UV.MCCI_MTOO00100UVD1.Message' =
- <xsiseguence
<xsigroup raf="InfrastructureRootElements'/ =
<xsielement name="id" type="II" maxJccurs="1" minJccurs="1"/>
<xsizlement name="creationTime" type="TS5" maxOccurs="1" minJccurs="1"/>
<xsielement name="securityText" typa="8T" maxCccurs="1" minJccurs="0"/=>
<xsielement name="wversionCode" type="C5" maxOccurs="1" minJccurs="0"/=>
<xsielement name="interactionId” type="I1" maxCccurs="1" minJccurs="1"/=>
<xsielement name="profileld” type="1I" mzxCccurs="unbounded" minlccurs=
<xsielement name="processingCode" type="C8" maxCccurs="1" minOccurs="1"
<xzsizlement name="processingModeCode” type="C8" maxCccurs="1" minCccurs="1"/>
<xzsizlement name="acceptAckCode” type="C8" maxOcocurs="1" minOcocurs="1"/=>
<xzsizlement name="sequenceNumber”’ type="INT" maxOccurs="1" minJccurs="0"/>
<xsizlement name="attachmentText" type="ED" maxDlccurs="unbounded” minCccurs="0"/=
<xsizlement name="receiver’ type="MCCI_MTO00100UVD1l.Receiver’ maxJccurs="unbounded” minZcours="1"/>
<xsizlement name="respondTeo" type="MCCI_MTO00100UVD1.RespondTo" maxJdccurs="unbounded” minCcocurs="0" nillable="true"/ =
<xsielement name="sender" type="MCCI_MTO00100UVO1.Sender’ maxCcours="1" minlcours="1"/=
<xsielement name="attentionLine" type="MCCI_MTO00100UVO1.AttentionLine" maxDccurs="unbounded” minCcours="0" nillable="true"/=
<xsielement name="controlActProcess" type="PORR_IND49016UV.MCAI_MT700201UV01.ControlActProcess” maxDdcocurs="1"

minOerpre="1"=
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APPENDIN IV - EXAMPLES AND SAMPLE MESSAGES

Appendix IV (A) Sample ICSERE Message Instance

The XM instance below is intended to assist tool developers by providing a reasonably complete
representation of the content that would be contained in an ICSE. message. It 1s not a complete
message as the message header 1s nussing. This instance does not contain every possible individual
data element as some data elements can not logically be combined. The structure of the mstance 1s
technically sound and it can be used as a baseline going forward.

=Tuxml version="1.0" encodine="1TTF-E" 7=
=MCCI_IN200100UV01 ITSVersion="XMI._1.0" xsi:schemal ocatico—="um"hl7-crg:v3
MCCI IN200100UV01 xsd” xmlns="urm:hl7-org-v3" xmins: :u.uf— ‘bl 7-org- w3 mu
amlns xs1="http:faana w3, orgl 20013 Schemnia- msta.u-:e
="11:1 extension="1d1 4" r-::n:ut— “sender-1dentifierralue"/
M1 4: Batch Mumber —
'{Ieatl::uul'i.me value="220101 2141 51617"=
=l- K. 1._7: Drate of Batch Transmmssion -==
=responsehlodeCode code="T)"/=
<mteractionld extension="MCCI IN200100TV01" root="2.16.840.1 113883 1.6~
=name code="M.1.1" codeSystem=’ i-:h—t'lrpe—-u-f—mms.age—iu—hatth—nid"-"i=-
=<l _M1.1: Type Ef-'-:[“"‘i-“lEE" in Batch =
=<l- Meszage #1 —=
<PORE. INO490161TV =
=1d extension= "M.2T. 4" root="1ch-senders-safety-report-1identifier-oad"/-
=l — M2 1 4: Message Identifier —=
=1::1'ea1:i::-n1'inle value="20101214151617"/=
=l_ W2 1. 7: Date of Meszape Creation —=

ICHE2B (R3) E# 44 K AL 2011FE7A118 (M)
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Batch Wrapper
(MCCI_IN200100UV01)
M.1.1, M.1.4, M.1.5, M.1.6, Response Batch Wrapper
M.1.7 MCCI_IN200101UVO01
ACK.M.1, M.2, M.3, M.4
Message Wrapper ACK.A.1,A.2, A3, A4, A5
(PORR_IN049016UV01)
M.1.4, M.1.7 Message Interaction
MCCI_INO00200UV
Message Payload ACK.M.4
ACK. B.r.1,B.r.2,B.r.3, B.r.4, B.r.5, B.r.6, B.r.7
E2B elements A

¥
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I Cpen H Save A H Save ‘

|Safety Report | [Primary source(s) | (Information on sender | [Patient characteristics | [Parent characteristics | (Reaction(s)/event(s) | [Resuts|
Drug(s) | |Case summary
IDENTIFICATION OF THE CASE SAFETY REPORT

Sender's case ldentifier
Date of Transmission example(YYYYMMDDHHMmMSS)

Type of Report

Date report was first received from source example(YYYYMMDD)
Date of the most recent information for this case example(YYYYMMDD)
Are additional documents available? -

&dd document ‘ I Delete document

24. ICHE2B (R3) ER&EH A/ FHAS 2011F7A1A(M)



SEME

ERFRAREREsU—-X 2 O

. P &5 8 F, \
HL7 Version3 A fug e 00 o
BEFANFOLHOERIERERLRED IE i B Q\ﬁ'\: = :
BRIZENHT b A
b = - i
s ¢ 1 \\[ b

== HI., “
S pomtnmrne s
[# #) Andrew Hinchley
[ #] WA @k
AF—Eyay G et
B ARFEE GERERKEHZE) Z# Kai U. Heitmann, Bernd Blobel, Joachim Dudeck
£# Andrew Hinchley(HL7 UK) RE A BB CERERXZHIZE
RE WA FBL (PR REEZHEIR) AE WASH|(IEHE) E528
A& WA (IEE) W 108H 4T 20024£3H1H
1T 20034£11A20H AEMEE 1,260 (R{AK{EHE 1,200M)
A E 2,100 (R{E{EHE 2,000M) ¥ 1Tt B 1oFr—EPav
¥ 1Tt B 1oFr—EPav T113-0033 EEREAXRREAH3-15-1
T113-0033 EEREAXRREAH3-15-1 TEL 03-3818-3502 FAX 03-3818-3522
TEL 03-3818-3502 FAX 03-3818-3522 http://www.innervision.co.jp/

http://www.innervision.co.jp/
o5 ICHE2B (R3) REH A K FiBAS 2011F7A11H (M)



