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Topics

= M8 IWG
» Updates on v3.2.2

= M8 EWG
= Updates on v4.0
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Updates on v3.2.2

=Step 4 — eCTD Q&A and Change Request v1.26

" QRAIFIZEZEH LU,
= Change Request #2112

= DTD(C3.2.P2x RHE UERZENMUIZLY

» CTD-Q T )L— T (CHESRAKEE

32P Note 3

{ELEMENT m3-2-p—2—pharmaceutical-development ([leaf | node—extension)#)>
JATTLIST m3—-2-p—2-pharmaceutical-development %att;>

ICH eCTD DTD v3.2

Key

Documents rolled up to this level are not considered appropriate

JELEMENT m3-2-p—2-pharmaceutical-development (leafk,
ma—2-p—2-1-components—of-the—-druz—product?,
ma—2—p—2-2—drug—product?,
ma—2—p—2-3—manufacturing—process—development?,
ma—2-p—2-4d-container—closure—system”,
ma—2-p—2-b-microbiclogical-attributes?,
m3—2-p—2—-6-compatibility?)>

JATTUST m3-2-p—2-pharmaceutical—development %att; >

M4: The Annex : Granularity Document

ICH eCTD DTD v3.0
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Updates on v4.0

RIEDAT—H X

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

* Minneapolis COF 15w
* How to group documents

* Implementation Guide updates
» Code List updates
» Test Case Scenario updates

= Updated RPS Model

= Validation Rules
* |CH Constrained Schema

= Folder Structure
* Plan toward Step 2
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How to group documents

= S
= M4 Granularlty Document CEE A TCLVBXEDIRBNE &, ER
([CEHFRBANMMER T DEF I 7-1)L (Word. PDF) ODYERKAL F(Lﬁﬁ

AN SRS
= J7 A )ANERRKIEN DX EREKIE (CEHRT DIEENFELE T DITHIERE,
- YOEFERE. FHRENEE I DI T 7 MAILRH UEXEDHRENERDZH. XEEHE

AV CES: 2 o

Vo NG § Faran=m=
- ERERER

IXE] & [EFT71IL] OBE=YIDEET

- [BEFIT7AIV] ZIERAIEDOTFRE TET T, 1D [XE] OBEZRED T 7 1 )LEEC
oI TonnE, BEE - SRMICEITDI T 7MIINIEDERNFEIND.

» [EFT71I)L] ORREHRENAN< TE. eCTDRIEY — )L L TGranularity DocumentiRED
BODRIET [XE] B#FRRIDCEEAEE (?) .

)=
« M4 NERE U CULV\BIRERIE (IMSDFREEEFEIHY,
« YW — )LOOBLEE(IMSDFTEECEHIH,
s EWG(FIRE(CHERE U CVIRE LRI NE,
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How to group documents

= A) Compound Document Approach
« XML TR (CdocumentZz R A NI BAE

A)

CoU document document

document

document

= B) Simple Document Approach
» [A— AT —S%EFFDCoU-documentx1 DD )L—T EH R T &

B)

(<© keyword

0 CoU document
(éo keyword

©  CoU document

ﬁo keyword
©  CoU

document




How to group documents

s SRR RCH VS D

» B) Simple Document Approach Z 1R

= CoU Keyword& UC [ Group Title] ZEA

= REEE(E. J)L—T1E U TZL) CoU-Document (C[El—® Group TitleZ {45 L.
CNZICHEIRICIRHTE D,

= Group TitleZZ E DFRR I DMEXY —ILADEM, ICHTITFRE LRV,

« M3.2.5.2.3 Control of Materials (drug123 rinkydink)
o 3.2.52.31-1 Controls for Matenal »33K
¢ Controls for Matenal 777

« M3.2.5.2.3 Control of Materials (drug123 rinkydink)
0 3252311 Controls for Matenal X004

0 3.2.52.32-1 Specification for Matenal 227
0 3252322 Analvtical Method #6785
o 3252323 Anahvtical Method #3901

« Controls for Matenal BBB
0 3252331 Specfication for Matenal BEB
o 3252332 Analyvtical Method #404
0 3252335 Analvtical Method #5056

« Controls for Matenal CCC
0 3.2.5.2341 Specification for Matenal CCC
0 3252342 Analvtical Method #606
o 3252343 Analvtical Method #707

0 325232 Specfication for Matenal 2727
0 3252327 Analyvtical Method #5758
0 325232-3 Analytical Method #9071
0 3257233 Speafication for Matenal BEB
0 3252337 Analytical Method #404
0 32523233 Analvtical Method #5050
o 3.2.5.234- Specification for Matenal CCC
0 3252347 Analytical Method #8506
0 3252343 Analvtical Method #707

Group Title R=DH

/E = .

Group Title JERRDH

= Priority Number(d. CoU code & CoU keyword DFEAENTEE(CHIEIT D
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How to group documents

= Flexibility in the level of Granularity

« [Group Title] (IECTHERATE DN,
- EOCTDIEETERD I 7ML ZIRE U TELLID,
= DT 7 1)L 721 TE S 1D IEEE (M4 Granularity DocumentM iR EF o
s RECGEZTTWD [ T7AIUERRALE EXERBNEDER | Z#EDHRRIT DN,

« SRVIRURICHITDidE
= M4 Granularity Document ([CHED,
= Group Titlel&. M4 Granularity Document/* [One or multiple documents can be

submitted at this level] EARTE I BCTDRE UICHUWNTDIMHMERTIEE,
= M4 Granularity Document De8ET =N NIEM(IXTIHT B,

= M4 Granularity Document DZE _J O X
» eCTDDEFEEEL E[E4K(C. M8 (C Change Request Zig
= M8ld, RABNREF EWG (CHEFK T B,
- 9B (S. E. Q) OFFIROERICEDEMSH AT,
» CoU Code MEHT. Group Title DEAEILK
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How to group documents

= Moving All document keywords to CoU
« HBY : Document Reuse BEFODFIME M) _E

= #8 < Keyword W'E7/2D TE Reuse D AJEE(CIR B,

CoU Document

Code

Code Keyword Title Keyword

Before

e CTD
Number

Substance

Substance manufacturer
Product name

Dosage form

Product manufacturer
Indication

Excipient

Stability

Container

Document Title
(Simple)

Study title
(Compound)

File-tag

Study ID
Species

Route of admin
Duration

Type of control
Site ID

After

e CTD
Number

Substance

Substance manufacturer
Product name

Dosage form

Product manufacturer
Indication

Excipient

Stability

Container

Study Title
File-tag

Study ID
Species

Route of admin
Duration

Type of control
Site ID

Document Title
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Validation Rules

|G (C ICH Validation Rules ZBE DI A C L (CER
“ICH M C [Faill EIRDBEDICRET Do
 HIg, T IO ERIRDEDIIZHIRLN,

~ ~r .
ER
= |CH Validation Rules Z [Pass] L CUVTC%H. Regional Validation Rule(C kD
T [Faill ([CIRBZEEHDIEDS,

* ICH Constrained Schema (FAERK L7R0U\,
» EEEIRIRDODRAF—%Z ICH BICE(CHIPEUERAF—T
= Pros: J\UF—> 3> DEZL B AF—VICX>TEFHNIETES,
= Cons: EIMEERENS DB, ICH DA FTF > X ZiEHH,
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Folder Structure

"V3.2.2 DI A )L KEE CTDODREH U

m2
22-intro
23-gos
24-nonclin-aver
26-clin-over
2f-nonclin-sum
2i-clin—sum
ma
32-body-data
32a-app
32al-fac-equip
32a2-advent-agent
3lad-excip-hame-1
32p—drue—prod
32p1-desc—comp
32p2-pharm-dev “ ° “
(REN IR
32pd-contr-excip E 3_ 3 5} A = L (G Td\
32ph-contr—drug-prod —
BB
32ph2-anabd-proc — j o
32phi-val-analvt-proc b A
3phd-batch-analvs J: D FEﬁ ?Td:*% |ﬂI:l:/\
3phh-charac—imp “w
3phfi-justit-spec t“ (j: |_ j ) l/g *%
32pb-ref-stand V4 * O Al 7|-
32p7-cont-clogure—sys SH- S = — =] N N
e & MNMEFRRZIRSTRN,
3dr-reg-info
3de—drue-zub
32z 1-gen-info
322 2-manuf
32z3-charac
32zd-contr-drug-sub
32z241-gpec
32zd2-analyi-proc
32243-val-analyt-proc
32zdd-batch-analys
32=24b-justif-gpec
32zb-ref-stand
32zf-cont-closure—svs
3= T-stab
33-lit-ref
md
42-gtud-rep
42 1-pharmacol
4211-prim-pd
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Folder Structure

" 32:app \/L MOdUIe 2 (j: I-mZJ j7|')l/9“@37'
= Module 3(F. ZRLDFDTAILSFE
m 421 —phim 4£%O
St Product/Substance "% DS (&
e AN ZDT5.
e U A A GISEEREDTEL
s:ujv—ij iird:kl\ (7;'&?%) o /

" 531 —hiopharm iﬁ:Tj_:\ %*@(:Bb\t
o ~ [ SRR,

study—id
532 —pkhiomat
stuchy—id

stucly—id Module 4, SDREREIREE(CDL\TIE,

study—id = N ~r
Ba3-humanpk EEE CJ: D —Fd) j 7'-) I/g (g:'ffl%\o
stuchy—id
stuchy—id
stuchy—id
b34- /

stuchy—id
study—id
stuchy—id
o35S —eff-safe
stuchy—id

stuchy—id
stuchy—id
baf—pms

537 -listing

54 —lit

BEDEHREFDT ALY EFE. ]
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Plan toward Step 2

ICH Meeting

«Step 2 DFE(CES
» 20144F118 UDICH/z:\ ‘COD*j/r A %=

10

11

12

11

12

EU

Us

HL/ Ballot

ISO Process

Step 2 for Testing

Updata Draft IG

Ve

Conduct Additional Testing

M2 and HL7 Review

Evalute Go/No—go for Step 2

Step 2

Update Draft IG

Sign—off

Step 3

Preparation

Public Consultation

Comment Reconciliation

L —
1l _

Step 4

Update Step 2 IG

Sign—off

-

4 —
4
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