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Topics

* Implementation Working Group (IWG)
BN E
— eCTD ver3.2.2|1Zxt 9 B Q&AXT s

» Expert Working Group (EWG) jEEh#R &
— eCTD verd.0lZxt 9 A& EHIKR
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IWG;EEh#R &

e Q&A updated (version 1.24)

— #55, #71DAEHABD A EFZEEIELT-
« {FFTZ%PDFMversion:1.4,1.5,1.6 and 1.7
e V1.24L L TChange Request/Q&A Zupdate
e |CH WebsitelZ2AFL 1=

http://www.ich.org/products/electronic-
standards.htm|



http://estri.ich.org/eCTD/eCTDQAV1.24.zip
http://estri.ich.org/eCTD/eCTDQAV1.24.zip
http://estri.ich.org/eCTD/eCTDQAV1.24.zip
http://estri.ich.org/eCTD/eCTDQAV1.24.zip
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EWG: eCTD Requirements (—zmis)

TR
o —EIRELEI7ZAMINVIEIBERELGKTHLHEIARGEGIE
o CTDDBENEEINTEHRIGHAIEEGC &
IRITHVE D FRRE X Iits

e Module 1 STFGEEZE O XMLELTHERLTES &

o AIT—HREEMNARELGIE
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e TLAVKOEMIESZE. IRT/\—230Hhova0lZB TR,
TVE TN TEBIE




eCTD v4.0 (testing version)

Submission Message

Descipson
Propary-comexConucsonstys: |

Note-
Both apgiicants and rogulaiory suhesties
ond sabemision urits
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eCTD v4.0 Step?2 for Testing Update

o 2012461 :Step 2 for testing[ZRAZRTHAXEHNBEDNDEE
o JYaytILREFETICUTZE
— Reviewed 60 XML Samples

— Issued 56 clarifications as Lessons Learnt

— Lessons Learnt Document was posted on ESTRI as working document
(subject to change in future)

\J

> LT AMDIER XEBTEICZROBMFRZOREME LT DR
D=-HOREFEOAREEZRELT -,
HFEROBERELEPFOMER LICET S

StepfB1TZE T BICIL. ELRAFEMUAIL DR EEEME (TAF) AL E
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Simple/Compound Document

- IXEZERDI7AIVTERT BHFE  UT2ODFERDRE
(fRH. B#r. BFA)

o XMLTHARMIIZHR AT S % (Compound Document)
o E—AAT—AEREFITEIXELTHERYWEL TRY KRS 7% (Simple Document D F )

Folder Structure
— V322D 7AWV EEE LY BEFRLFolderiBER R UGB ELSNIZT7AILER
Bk
Forward Compatibility
— V3.2.2h\5v4.0 DIEIT XTI
Presentation Concerns
— eCTDEMDRTAE
Other concerns from venders, if needed
— T L TIEAFAETH > -1 iT L D RRE = D IBE & K DR ET
— BREXEITOEEAFEHDEWNIZKDEANM L DRESF



Implementation Guide
for Step 2 for testing

ICH
Code List

Regional
Code List

HL7
Standard
(Schema)

=

ISO
Standard
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Implementation Guide & D update

» IGEERK
SIGDTOCEBIRET
SOTH. REORMBUEIERTETIEIER. THAR
— IGIZEARHWLEHEMBHEDIZNZ. BERTPTHALUTOR
B2

* Folder Structure/naming, (file name)

e Forward Compatibility
e Validation Rules

— Focus on message validation

— LUTIRIGEFFB LI UYL TR ZEDD
e Schema files posted on ESTRI
e Register CVs to OID (both ICH and regional)
e Regional IGs



|dentification of Confidential
Information
2 HREROBEEDLEN

#5 i~ Tagging of file as Commercial Confidential

Information (CCl) is not an ICH requirement, but
for EU and CA.

EU &CA Mvio HL7IZX LRegional requirement&LL
TR B L LT
EU, CAIFEEHXT I (2 DLV TILRegional 1IG N TEE
5

FROBEELTMSHI LML, 2T DED
T %) (tagging content) DETREME[=DULVT.,
FRET e KFEL 1=




Work Plan

Tasks 2013 2014

6] 7] 8] 9]10]11]12] 1] 2] 3
ICH Meeting |EU | 1JP |
———————————————— i i ke
HL7 Ballot Normative

ISO Process
Step 2 for Testing (Beta Test)

Evaluate Go/No-go for Step 2
Step 2

Update IG draft v1 to V2

Update Step 2 IG ||

Sign-off | |
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