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Topics

M8 IWG
* Updates on v3.2.2

M8 EWG
= Updates on v4.0

Pharmaceuticals and Medical Devices Agency | 3



Change Requests

= Assessment of Deferred Change Requests
- HHY :

* v4.0BIFE CHIIE T D Z & & UTE Change Request 35 fFICDULNT,
v4.05ERZ 15129 (CRIBF IS I REED(IRVHMEER T B,
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= CTD-Q related Change Requests
= CTD-Q BHIEDER] (CXf 9D CTD-Q ADEmiEZHE,
= Granularity Document DEETEENB1E I D Z &= HERR
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Granularity Document Updates

« M8 DEEAZ EXTILTR

R

= Granularity Document (DE¥E] (L. CTD/eCTD DFHIE(C

2T 3,
» eCTD V4.0 U —XBER(C CTDIEIEZERE] 9D &(FmEE Lz,
» BRI A RAAET(372: < Controlled VocabulariesdDefET & (FWVZIEM = (T DR,

* eCTD v4.0 Step 4 F T AJRE/RIR D IMBRIRCRET Z B DIAD DK S,
M8 BB Granularity Document DEF{EEZHS,

= Process of Granularity Document updates
1.

M8 (& Granularity Document (CXJ 9 B Change Request Z32 (T F B,
Change Request HH 75 7A (L@ DChange Control Process E[a] U

http://estri.ich.org/eCTD/the eCTD Change Control Process v1-8 June 2004.doc
2. M8 (& Change Request DINBZHEZR L. EU)/X WG (ClRET B,
W7 WG W ARBRIRIBE. ICH SC (CHEER T B.
NEW-E}

4.

M8 (FaE )78 WG DJRTEIE D (CGranularity Document =58 ¥ 9 B,
M8 B & (& Granularity Document DERET A2 RTE LR,

ICH ARTEE D (C Granularity Document ZfET 9 B,
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http://estri.ich.org/eCTD/the_eCTD_Change_Control_Process_v1-8_June_2004.doc
http://estri.ich.org/eCTD/the_eCTD_Change_Control_Process_v1-8_June_2004.doc
http://estri.ich.org/eCTD/the_eCTD_Change_Control_Process_v1-8_June_2004.doc
http://estri.ich.org/eCTD/the_eCTD_Change_Control_Process_v1-8_June_2004.doc

eCTD v4.0

Step2 ((ZF(F) FhE
" IS E NS DFEREFR
= Forward Compatibility
« SATHAD)LERIC v3.2.2 N5 va.0 (CBBITI BHE

= Validation Rules
» ICH £1B T Fail &TRXBDEARML Validation Rules

» Folder Structure
= v3.2.2 KD BRI T AI)LIEE

» Code List & Genericode files
= Human-readable Spreadsheet & Computable XML

= Schema Files
= HL7 Normative Ballot (2014 September) version
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eCTD v4.0 Step 2 Implementation Package

« Step 2F3ZE4&. ICH Website[CBWCOEHAHYE
- NE

* Implementation Guide v2.0

= Schema Files

= Code List

= Genericode Files

= Specification for Submission Format

* ICH Website C X > T TE

« SEODTFTE
« 2 HEHY Regional Implementation Guide ZE#Z1t, & 2\
« 2015FSH FARILEAERTOX > MY
- ME(CIGU T, RO ICH & RBZF(C Step 4 (CEIT TCIGEHFZNET
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Plan toward Step 4

*Step ADFEICEEH L,
«2015FE118HD Stepa 1> AT BT,

2014 (2015
11] 12 1 2 3 4 5 6 7 8 9] 10 11 12
ICH Meeting EU PP US

Finalize IG
Sign-off

Step 3

e DTERATBLON e R,

Public Comment gathering

Comment reconciliation

Step 4

Update Step 2 IG

Sign-off

Pharmaceuticals and Medical Devices Agency | 8



JP eCTD v4.0

= JP Regional IG
- IRTE. ERRHR.
- SHLFHTFIE,
)OOV OIA NEARE : 3H~S5HATE
- NFHIDED (FBE)

= DRAFT JP Regional Implementation Guide
= DRAFT JP Code List
= DRAFT JP Genericode Files
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