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= Updatesinv3.2.2

= M8 EWG
= Updatesin v4.0



i Update in v3.2.2

m Step 4

= Q&A #80

= PDF/A-1 and PDF/A-2 support external
hyperlinking

= Consult regional guidance on the acceptance of
PDF/A-1 and PDF/A-2



i Updates in v4.0

= Step 2 for Testing
= Signed off in Fukuoka, June 2012

» KIRTOELEER
= HL7 RPS Comment Reconciliation update
= Compound document
= Folder structure
= |CH Constrained Schema
Timeline



i Updates in v4.0

s HL7 RPS Comment Reconciliation update
= HL7 September 2013 Normative Ballot

= /0+ negative comments
= Re-ballot (with model updates) is required

= Negative comments include (but not limited to)
= Compound Document M HIIF&
= Document & keywordDefinition D32 &}
= FHEE DR
- EEERGER/EEDOHIFR



i Compound Document
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i Compound Document (cont’d)

» KREH TOFE
= ~12H18H: Proposal 127K — Industry
= Granularity Document CIRENDEH [CHEWNWTETOXEERALT
HZ&,
= Component DEEBZF VI TESHIE,
» ~1822H: REIZEE -M8

= 1A~6A: 8EFHEICEDVWTTAME®




Moving Document and/or keywordDefinition
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Moving Document and/or keywordDefinition

= keywordDefinition M2 &)
= ICHEL TR,
= keywordDefinition M /\)F— a3 HICHELTODEEZEENEF LY,

s DocumentD 2 Ej

= Compound Document DA ERFE R .. BIRET
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i Folder Structure
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Folder Structure
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i ICH Constrained Schema

s ICH Constrained Schema = ICH B ® Schema

= HL7 RPSIZE. ICHLLH} D Stakeholders M E4+5m1-LTLVA,

s ICHeCTDDERENOIXIAEBLGER-BHEILEENTLS
» KIREESIZEIT5EEHR
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Timeline

Step 2 for Testing (Beta Test)

Conduct Additional Testing

Submit ICH comments to HL7

Confirm ICH comments are addressed

2013 |2014 2015

10 11] 12| 1} 2 6 8] 9]10) 11|12 1] 2 6 10| 11 12
ICH Meeting JP US EU JP US
HL7 Ballot Normative
ISO Process

Evaluate Go/No-go for Step 2

Step 2

Update draft IG

Sign-off

Step 3

Preparation

Public Comment gathering

Comment reconciliation

Step 4

Update Step 2 IG

Sign-off
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