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M2 Functional Model

.



Terms of Reference FINAL draft
M2 EWG Working Practice FINAL draft

SDO Process Working Practice FINAL draft
Best practice requirements gathering Planned
Best practice testing FINAL

Best practice maintenance le draft
Template concept paper review FINAL
Template technical proposal review FINAL
Template SDO work plan 1¢ Draft
Template business requirements 1¢ Draft

Survey Form SDO process evaluation 3¢ Draft
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M2 Technical components
maintenance

.
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- BkAR7%iTechnical components: schema, code lists, OIDs
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ICH Implementation Package Responsible Responsible . ..
Components Maintenance Body | Monitoring Body LS Ll R GO L LD L
ICH Implementation Guide IWG SC Approval
Schema file(s) N/A N/A As Received from SDO
Reference Instance N/A N/A N/A
Example Instance IWG IWG Agreement XML
Codelist version file M2 N/A XML

. IWG Agreement
Code lists M2 M2/IWG SC Informed XML
Code list content IWG IWG WG Agreement

SC Informed

Supporting Tool(s), including Varies N/A Varies
Stylesheets
Supplemental Documents (e.g., :
Data Element Mapping) IWG IWG Agreement Varies
la&A IWG SC Approval
|Change Requests IWG SC Approval
Regional IGs
SDO Activity M2/IWG

ggcs may not include all components
i not included in the IG itself
Le., no change to the standard itself). Changes to the standard are considered reopening the topic.
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HL7-ICH IP&&
y @HL7 San Antonio= i & ICH{E:

- ICH AEHIZICHEZEAAMR(G) ZRT H=HDFK:
- ICH (IFPMA) AYHL7 ®organizational member(Z#:4( $1050 US )
- ICH IGsICHL7 @M copyright statementziE&9 5

o ICSRELTURPS IGIEXAFRA]

o ICH IGD 1—H—I[XICH IGOBHBEIZA /IN—IZ155 0
Z(F7z0

> ICH (Secretariat)IXfttHL7 E#tZ F| Al

o http://www.HITstandardslibrary.orgZ#FHLTICH IG
[Z DUV TIEFreelZAFRA]

» ICH Secretariat, subgroup M2 and HL7CEO Dr.
Charles Jaffe, 5&%=18

. n



http://www.hitstandardslibrary.org/

HL7 IP

» MembershipMERINALN:

s Ay —URRMBRT S, T FDAVE—UFERT S
f=&I1ZToolZEEAL. RIS

» MembershiphWEREIN5:

- HL7 D #R#dDSchema, Tool, HAFZEDHL7
materialZ{EAL=. HAFOToolDEFEL. XK. &k
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XML initiative

.



1. XML7—< vk &EL TDOffice Open XML

e MS OfficelIBEFERALTLSEETooI THY . TDITA—IYFTHS
OOXML (ISO/IEC 29500 ) IXICHIZB [T HAXMLI7A—< vk EL T, EHATER
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2.ldentification of Medicinal Products (IDMP) ZCTD structure [Z<Y
E>5
e IDMP & eCTDEIEDA—/\—Fv T DIEEE
e Highlevel: ISO11615 VS eCTD Detailed: 1SO11238 VS FDA
document #H{TH

o ZTODHERCTDEIDMP DA —/N\N—F VT DFEEMNEZESNTZ
e manufacturing information®10-15 ERTIZ DL\ THFTE
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Fukuoka H 5San Diego

» DocumentsDEHZ1t

- SDOTRY I F—ARALKR—K(SDOTRY VD EEHEA)
- SDO Standards Projects Inventory

ICH-HL7 &§&IZD2U\T Secretariat ®Y7R—k
IWG-M2TDATF U AFIEDHEIL (priority item)
ICH secure website~MD 18
XML Project

o BABIZT OOXMLEZRAELEEMT S
eCTD/IDMP mapping® XZ1t

> Business case i & XMLOEHFIRBIZ DTS
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