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[Ql-Z B=15i)

Validation rules according to ICH is not provided in the IG v1.3. It seems
there is a need for validation sets regarding application submission and
response submission. Also the applucation submission devides into a)
and b) plus c).

Will there be a list of JP validation rules be made available and included
in the IG?
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[Q1-3 : B5RS)

Will there be a eCTD 4.0 validator made available from PMDA?

For eCTD 3.2.2, a Japanese validator was made available. Is there the
intention to provide an validator for eCTD 4.0 or will this be expected to

be provided by any or each vendor?
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[Q1-4 : BR8]
What is your timeline for JP to make eCTD 4.0 mandatory? When will a
transition period start? Will there be a pilot phase for selected industry

companies?
A clear understanding of the timelines is key for us software vendors.
When will the transition period start and when will there be eCTD 4.0

mandatory?

[Q1-4 : @)
S BATICmTREAALTACEUTIE. RR—EIFEDORASA RT
CEBALNEUE T,

11



eCTD v4.0

ANEERXATZ1—)L

» eCTD v4.0DERER(CEIFTESEBDFEILLTODED T,
Yearr 2020 2021 2022 2023 2024 2025 2026
Quarter 1 2!3!.4 1!2!3!4 1!2!3!4 1!2!3!4 1!2!3!4 1!2!3!4 1!2!3!4

ESDNPERIIE

eCTD v4.0 AT LIESE - g

eCTD v4.0 /XM OvYk

eCTD v3.2.2EA5%

eCTD v4.0 BAZE

eCTD v3.2.2/4.0 #%:B1E & #ARS

Prde

© 2020 Pharmaceuticals and Medical Devices Agency

« _FER(320208F10AKFRICHITREETH D,

SEFTEHNE

BLERDIGENSDDET,

HUTER - LTI

12



\10Ov bR MDOFE (1/4)

-

« SF14E4AH DeCTD vA4.0 24 HIA (CMILF CeCTD v4.0 &5

NIX<ZfIa]ge &I BDITSI(C,

TE ULTzeCTD v4.0 D AWz — &5 =

Ow b XA MZEMRT D

. B9

« IGADEE &A@,

TR I D

J\7Ov MCKDOESNIEAMEMNS, B FTwv o

A2 ZB(CIGUTIZIET D

- 12J‘n///,:::‘\
»eCTD v4.0 Zi DI < 24T U

© 2020 Pharmaceuticals and Medical Devices

—J)b

Agen

RN DR ICEZFENE

7?‘(; %E(L%UI

cy

EROTFEBRAFT—L%IE
Rl Oy VA
ALY =VAY: s ZYA)

n[EE & 78D

HUTER - LTI

13



J\A

v NS X MDFE (2/4)
Y HITOSSE L7

Finde

» eCTD v4.0 DXMLA YW TZ—=
- AEEF T — 9SO

- REES A YA/ BESA ITHA )L
- A1 (ERla) /A2 (FERIb/fERIC)

« PDFOXPT D 77 1 )LORBOZ HE (IR HOIR 0N
- ST HPBEDERRRETEHE]
. EH =% =

nAE

EF 5 —ADCDISC/NUFT—> 3 > (FHRINNET B
X RE
eCTD V4.0 &

N CARBFEETOHELE, oCTD IFE
Y — )RS —, eCTDIREH — E IR — %
BHLSNE (BHORFEM~2E) EFRUTLL

© 2020 Pharmaceuticals and Medical Devices Agency

HUTER - LTI

14



I\10Ov b X MDFE (3/4)

= SiiilisE:l
- BHB3ESH~7TAXREZ FIE

I\ OY bEEINEEONERER. AL
» SH2FE12BtEZFIE
» PMDA HP_E (C16E;

SRS
- BEFIRAZ PMDANIREE (FBiXD])
« X)\A0OvY bR MTIERBEFT—F AT AFAEVRL

FIRHITDYV—)L
N Ov bESEINEMEEDY —) L ZFI AT EE
* PMDAIZeCTDIERRY — )L Z 12 LR

CC

mil

M © 2020 Pharmaceuticals and Medical Devices Agency HMTER - GrE a9




J\1Ov X MDFE (4/4)

=) f’l/ v k- X h@fftﬁ)ﬁ“ (2020108 B 5 DAETE)

eCTD ver.4.0 DYERL (J\rOw bEShN{EZE)

eCTD ver.4.0 Digt: (/\rOvw E=DN{EZE->PMDA)

eCTD ver.4.0 D=HE. /\UF—>3>FH (PMDA)

JNUF—=> 3> Lh— hDiXfT (PMDASSHNTEEE)

J\1Ovw b MMER (%) DOHPEE: (PMDA)

KIGRDOYY— &, FIENGT —RXICDNWTCERHIDFECT .
IARTOERBINGT —RX(CH U TCZEET DDERE EE X TS,

© 2020 Pharmaceuticals and Medical Devices Agency HER - T T 16




SRIEEEE | Q1-5
[Q1-5 : EERd)

Will it be possible to send test submissions from vendors during
implementation ?

Test submissions before starting an application preclude any problems
in advance.
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« [ICH EEE{I:ZI%/ c FTOZHILRFIA> ~ (eCTD) v4.0DE
NZEX (CDL\T

JP_eCTDv4 0 _IG_v1_3_0.pdf
HKU  [1.3.0eCTD v4A.0DEAFEEFEI 1 K 2020.2.19
eCTD v4.0EANI—RKRUX Nl  JP_eCTDv4 0 _CV_v2_0.xlsx

DEZENTNDREBIRN. EfFSN. IBHSINDDIEVLDLEICIRD
FECLLDN?

[Q1-7 B=15i)

e We would like to make a proposal that an official English translation of
the national Japanese eCTD 4.0 specification will be made available. So
far we referred to the provisional translation of IG v1.2. As a vendor,
we can therefore provide much better feedback and more constructive
contributions, since translation errors from and into Japanese can be
excluded.
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2 |Description Submission Unit i858

XPATH /PORP_INO000001UV/controlActProcess/subject/
3 submissionUnit/code/@code
4 |codeSystem OID 2.16.840.1.113883.3.989.5.1.33.1.1.1
5
5 |Code Description (English) Description (Japanese)

This code may be used only when advised to do so

. by the regional authority in the cases where none |fitl{SE LD — AL IBSCFERTL, FRIZHE-TEISERICET YR

jp_other of the below is appropriate. Consult regional T LI,
7 authority before using this code.
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(Document, KeywordDefinitionZF) DFIIR7Z AU ZERERZ HSFALYL

ia_o

(BRIRERXDFEF/HLTHEOET)

[Q2-2 : E5R3)

[O>5FF b - TIL—T DBk (T [Context of Use &R
Context of Use(C {5 =41 Keyword T3 Deodef® R UrcodeSystem
BHEDEDHEAEHDEC EC. 1DDOAFTFR S - TIL—Th'E
BENd. | EHBH. Tgroup title Keyword] EDEHENSFEFRT

NER(EDDN.

(BIRXDFFB/HL THOET)

21



> FER N

=T

A>FFAR - D=Ll

<aiiE>
Document CEEANTEXE(L., COUTRETEUCIDREBEULDETFICERREND
/Context of Use ( Document |
~ontext of 1se =T E 1.2 ARRBEE (B)
CTDRHUL=m1.2 Title = &EX
> \ itle / O &y
Context of Use Document 0 s7=y
\ ctDRHE L =m1.2 Title=3‘<§¥) = 13 SEEREEE
/Context of Use ( Document 0 <&z
\ CcTDRHEL=m1.3 L TitIe=X§ZJ

éb(c_ﬁ‘) lx—jﬂj LTCERREIND

Context of Use

CTDEH U =m4.2.3.1 -

Keyword
species = ¥ A

Context of Use

CTDEH U =m4.2.3.1 |

Keyword
species =

Context of Use

CTDEEU =m4.2.3.1 |

Keyword
species = VA

Finde

BIBAXNEL. CoUlTftE5 =N TzKeywordDIEFR & (C

Document
Title = MEHA
=14.2.31 BHERSEIEER
D t :D@ i [NDOXR] OOIL—=T
ocumen . ! S
Title = X8 I_I;I_X_%j_c__l
[0 =8
Document = KeywordZf159DZET
Title = XEC EIUCTDRHE UAL FICHDINEZ

© 2020 Pharmaceuticals and Medical Devices Agency

JIL=T{tFdZENTED

HUTER - LTI 22




A>T FX N - J)L—T

A>FFAN - DT DES: :
CoUD1— R %1 & KeyworddD1— K (%2 D#AEEHE U Couns
SREIN3XEDTIL—T
(3%1) contextOfUse.code@code & @codeSystemiBHE(C K DIFESNDI— R
(3%2) keyword.code@code & @codeSystemi@HE(CKDIFENDI— R

_______________________________________________________________________________________________

/, -
7 140)

1

| e i e i e i
I | | |
: | [ Context of Use® I | ( Context of Use® I : Context of Use®® I
i | code=ich_2.3.S : | code=ich_2.3.S : | code =ich_2.3.S :
! : Keyword : : : : Keyword :
: 1 code = SUBS001 I 1 I 1 code = SUBS001 I
. e ——— i e ——— i e ——— i
L o e e e e

: : i
i Context of Use@ Context of Use@® i Context of Use® !
1

! code =ich_3.2.S code =ich_2.3.5 : code =ich_2.3.S 1
i Keyword Keyword : :
: code = SUBS001 code = SUBS001 I :
! Keyword : i
: code=MANUO1 [ = memmsssssss—ss—=s !
1

1

1

I an AN — “w —_— XY —_

\ CoUDEB). CURE® NMENZENEUCI>FTFA N - TJIL-TICETSD

M © 2020 Pharmaceuticals and Medical Devices Agency HMTER - GrE a9

N i ———————————— - - -



(#E) J>7F X b - JIL—TDxRRIE

Priority Number C(EZO>FF X b « TIL—TAHADOXEDERRIBSIBETEZ DN
J>FF X - JIL—TBROFRRIBEZRE I DHLZ (780

= E1 -7 RXFLAMITERREDIL—ILZEERIT DHENDD

-[ Priority Number value = 1000 ] <7'DZ - 3“/ |\ a)"lﬁtﬁﬂ_'\>
: Cg:;g{tjjo{/Use?z . Document =14.2.3.1 BEOgS5E 4R
"saun = m Yl
— Title = STEA YDA
Keyword
species = YA O XEA T 1000
==
-[ Priority Number value = 2000 ] - X &8 2000
: Context of Use@ Docurment
e CDRHU=ma.231 0N T e [0 XEcC T 1000
Keyword — =
species = ¥ I A 0 %&b 2000
-[ Priority Number value = 1000 ] <5“J |\ RN 7!91 0),||ET§Z_'\>
i | ContextofUsel® Document F4.23.1 BHERSEERR
“e® CDRMUL=md231 M T T
Keyword fe=>28
species = D Y%C T 1000
=
-[ Priority Number value = 2000 ] - Y =D 2000
: Context of Use@ Docurment NDA
e CDRHL =ma.2.31 M T T o [0 XEA T 1000
Keyword = ==
species = D LZ =B 2000

M © 2020 Pharmaceuticals and Medical Devices Agency HMTER - GrE a9




A>5FA N - D)IL—T &V —EiE

eCTD v3.2.2 :

<m3-guality
m3-2-body-of-data=
=m3-2-s-drug-substance substance="CQ O BbH "~
=m3-2-s-1-general-information
<m3-1-5-1-1-nomenclature
=leaf ID="TD301" operation="new" checksum="c3ef
title= 3 #F A <title
=fleaf=
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=fm3-2-3-1-2-stmicture:
=m3-2-5-1-3-general -properties
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title= 3 # C < title
=fleaf=

-

=/m3-2-5-1-3-general -properties=

<m3-2-s-drug-substance substance=" X X K "=
=m3-2-5-1-general-information
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=leaf ID="ID304" cperation="new" checksum="c3ef.
title= 1 #F D =title
=fleaf=
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=/m3-2-3-1-2-stucture
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[ group title Keyword EUN U] (CDUNCHIOHRHEF. eRETHF
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B | Q2-1,Q2-2

Seq.1
<CoU & Document>

Ryt group title Keyword
ID priority code ; Doc Title

Number code | codeSys
CoU® | 1000 |jp_m1.2| GT-01 GT-list001 | SZEA
CoU® | 1000 |jp_m1.2| GT-02 {GT-list001 | M EB
CoU® | 2000 |[jp_m1.2| GT-01 |GT-listo01 | SLEC
CoU® | 1000 |[jp_m1.3| GT-01 |GT-listoo1 | MED

Seq.1

<Keyword Definition>

codeSystem ID | GT-list001

code | displayName :iiiﬁ;;%gzzon.code)
GT01 | D)L—T 51 MUK | B e
GT-02 | J)L—T 54 MLY ﬁzr?_ifyleri_type_ll)
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; Y o Te | B 9IL—T9-1 MLz
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i l STRREX
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<CoU & Document>
] - = 2.7.3 BREREBEZNEORIE
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Keyword Keyword |Title indication Xj
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<Keyword Definition>

codeSystem ID GT-list001
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Bl X Fr% (displayName) H'EIU TH.
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UGS L ENAETH D, HETIE. UTOHETHETLZ LR TE D,
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2)

ICH Study Group Order Keyword

ICH Study Group Order Keyword/X, study id_study title Keywordz= &#e 2> 7 F X k « 7 L—7[d &
DEARNAF 2 EFRT DT DKeyword ToH 5, #EEDocumentiZxf L TRRERIDHAL TE & O THRAS
EEE A L2 EA 1. ICH Study Group Order KeywordZFIIf42 Z L 3T 5, 728,

ICH Study Group Order Keyword & Document Label Z ffH L T L CHZE LK 2720,

Study Group Order Keyword %z f-f 5- L 7= Context of Use D 5L {5l 2~ 7,
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= v4.0C(E1DO D (CDocument Labelt2Study Group Order® AL\ TAMIERIBES = RIR
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M. IELWLWTUL & DD,

Context of Use (contextOfUse.code@code <- ICH/JP Context of Use)
Document Label (contextOfUse.code.originalText@value)

Study Group Order
(contextOfUse.code@referenceBy.keyword@code <- ICH Study Group Order Type)

document type
(contextOfUse.code@referenceBy.keyword@code <- ICH Document Type)

Group Title
(contextOfUse.code@referenceBy.keyword@code
<- User Defined Keyword(ICH Keyword Definition Typel2))

Document Title (document.title@value)

(BRFRERXDFF/HLTHEDFY)
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#10: T ERESDRIRSE (3/4)

(#H2) Document LabelDFT 1T A—>

L
Apply Document Label

Possible views in the tool

* Senders can use

the document
Module 3 Quality

label to provide a 5 m3.2 Body of data
Short document =m3.2.p Drug product (product 1 — manufacturer 1)

=m3.2.p.7 Container closure system (blister)

name for easier L (3.2.p.7-1) Document Title 1

reference =1 (3.2.p.7-2) Document Title 2
“L (3.2.p.7-3) Document Title 3

T (3.2.p.7-4) Document Title 4

Mote: ICH doesn't define any view on any tool. Tool design is at the discretion of the
tool vendors. —

[Orientation Material for M8: eCTD EWG eCTD v4.0 Implementation Package v1.3] £ 1
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(##/2) Study Group OrderDFTRRAT A—=

’ harmonisation for better health

Apply Study Group Order  o.vevesinmewn

* Senders can use

Module 4 Study
the study group
=m4.2.1 1 primary pharmacodynamics
order keywo rd to Sstudy id_study_title (Study Group Order 1)
H =ldocument type
add s_equentlal e
orderi ng of stu dy “% Document Title 1
ElGroup Title 2
grOUpS “Y) Document Title 2
) Hstudy id_study_title (Study Group Order 2)
L App“es to Hdocument type
. . ElGroup Title 3
headings with a % Document Title 3
ElGroup Title 4
StUdy Y. Document Title 4
identifier/study
titl e keywo rd Note: ICH doesn't define any view a:):r;{::g:;r:ool design is at the discretion ﬁ'le
[ Orientation Material for M8: eCTD EWG eCTD v4.0 Implementation Package v1.3] £ D
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Lv.1 CTDREHE U (contextOfUse.code)

Ly | JtudyGroup Order(Keyword) Study Group Order > study id_study titledDf2
study id_study title (Keyword) FRETIZTFAN - JIL-T=FR

Lv.3 document type (Keyword)

Lv.4 group title (Keyword)
Document Label (contextOfUse.code.originalText@value) CNESDIEERE — RYOYZEDERFIEIC(E

% bocument5 1 1L Gdocumentteavaiae) | FELEL

i [+ study id_study title (Study Group Order 2)
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(528) YU —D%ERE

BICHTD /) —F-

NEDRRIEFRET O RDH)

e | BIX(EUATOLSRFREHDODE 1 -7 DIFE.
<CoU&Document> TIRH SNEXEIBRIFED LD (CRR=NDNH ?
fEE | n9 DIFHR xnERF e
lv.1 | CTDREE U (contextofuse.code) CTDEH UIE -
Lo |tudyGroup Order {Keyword) ] Study Group Order > study id_study titledD
. % ==t ~ — . » _ —
study id_study title (Keyword) Keyword 1— < BRETIAZTFRb - DN—TZRR
=
Lv.3 | group title (Keyword) (E2El -
Lv.4 | document type (Keyword) -
g | Document Label (contextOflse.code.originalText@value) | priorityNumber | ZHLSOIBHRI(ES — KX BORRIA
v : DFIE (FEZE LR
Document¥ -1 )L (document.title@value)
<CoU&Document>
priority Doc study id_study . .
ID Number code Label study group order title group title doc type Doc Title
CoU® | 1000 |ich_4.2.1.1|— study_group_order_2 STUDY-01 - docType_1 XEA
CoU® | 1000 |ich_4.2.1.1|4.2.1.1-4 | study_group_order_1 | STUDY-02 GT-02 docType_1 XZEB
CoU® | 2000 ich_4.2.1.1(4.2.1.1-2 | study_group_order_1 STUDY-02 docType_1 NEC
CoU® | 1000 |ich_4.2.1.1(4.2.1.1-1| study group_order 1 | STUDY-02 docType_1 XED
CoU® | 1000 |ich_4.2.1.1|4.2.1.1-3 | study_group_order 1| STUDY-02 docType 30 | XZ&E
CoU® | 1000 |ich 4.2.1.1|— study_group_order_2 STUDY-01 - docType_30 XEF
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<Lv.2fEE DR RN 2 IRE>

ID Zﬂ?\:it:;,r code f:bcel study group order studytii:ilzstudy group title doc type Doc Title
CoU®D 1000 ich_4.2.11 | — study_group_order_2 STUDY-01 - docType_1 NXEA
CoU®@ 1000 |ich_4.2.1.1 [4.2.1.1-4 study_group_order_1 STUDY-02 GT-02 docType_1 MXEB
CoU® 2000 ich_4.2.1.1 |4.2.1.1-2 study_group_order_1 STUDY-02 GT-01 docType_1 NXEC
CoU® 1000 |ich_4.2.1.1 [4.2.1.1-1 study_group_order_1 STUDY-02 GT-01 docType_1 MED
CoU® 1000 ich 4211 (4.2.1.1-3 study_group_order_1 STUDY-02 GT-01 docType_30 NXEE
CoU® 1000 |ich_4.2.1.1 | — study_group_order_2 STUDY-01 - docType_30 NEF

1

i Study Group Order & study id_study titledDFHSE TH4AE !

i = study group_order 2 &STUDY-01 (CoUD®) i

| study_group_order_1&STUDY-02 (CoUR@B@®) i

i {25 (EStudy Group Order > study id_study title’7&0DC. Study Group Order® i

| O— RMEDOFIETER |

i = study_group_order 1&STUDY-02 (CoURB®@®) i

i > study group_order 2&STUDY-01 (CoUD®) DIIE i

e ———————— ~~_ B it ittt bt 1

~~~~~ . A/,
FrE | Lv.a .2 = Lv.3 Lv.4 Lv.5
CUDOB@ CoU@B®@®
©® CoUD®
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priority Doc study id_study . -
ID Number code Label study group order title group title doc type Doc Title
CoU®D 1000 ich_4.2.11 | — study_group_order_2 STUDY-01 - docType_1 NXEA
CoU®@ 1000 |ich_4.2.1.1 [4.2.1.1-4 study_group_order_1 STUDY-02 GT-02 docType_1 MXEB
CoU® 2000 ich_4.2.1.1 |4.2.1.1-2 study_group_order_1 STUDY-02 GT-01 docType_1 NXEC
CoU® 1000 |ich_4.2.1.1 [4.2.1.1-1 study_group_order_1 STUDY-02 GT-01 docType_1 MED
CoU® 1000 ich 4211 (4.2.1.1-3 study_group_order_1 STUDY-02 GT-01 docType_30 NXEE
CoU® 1000 |ich_4.2.1.1 | — study_group_order_2 STUDY-01 - docType_30 NEF
T T T T T T T T T T T T T T T T T T
. < K 1
| group title TTI%A I
: = G7-02 (CoUR) & GT-01 (CoURB@®) !
1
] o W = = L — 1
i group titled 11— MEDFNE TR I
1
; = G101 (COURBD®) - GT-02 (CoU®) DA !
! i
mmEmmmm————— \NNN l" ---------------------------------------
~o 1
N‘\ 1
Sso 1
~ L
J— ~7
FRIE | Lv.1 Lv.2 Lv.3 Lv.4 Lv.5
CoUR@®
CoUDDB@ | COURBDE
®® CoUu®@
CoUD®
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EHE — She=
<Lv.4PEEBDFRRIEF 2 RE >
ID priority code Doc study group order study id_study roup title doct Doc Title
Number Label Y group title group ype °
CoU®D 1000 ich_4.2.11 | — study_group_order_2 STUDY-01 - docType_1 NXEA
CoU®@ 1000 |ich_4.2.1.1 [4.2.1.1-4 study_group_order_1 STUDY-02 GT-02 docType_1 MXEB
CoU® 2000 ich_4.2.1.1 |4.2.1.1-2 study_group_order_1 STUDY-02 GT-01 docType_1 NXEC
CoU® 1000 |ich_4.2.1.1 [4.2.1.1-1 study_group_order_1 STUDY-02 GT-01 docType_1 MED
CoU® 1000 ich 4211 (4.2.1.1-3 study_group_order_1 STUDY-02 GT-01 docType_30 NXEE
CoU® 1000 |ich_4.2.1.1 | — study_group_order_2 STUDY-01 - docType_30 NEF
|
oy S 1
i document type CI%H |
i = docType 1 (COUR®@) & docType 30 (CoU®) i
] o W < L — 1
| group titled 11— MEDFIE TR I
1
] = docType 1 (COUR®@) -> docType 30 (CoU®) DIE !
e S H
\ -,
\\ ,,'
\\ ’,/’
FRIE | Lv.1 Lv.2 Lv.3 Lv.4 v Lv.5
206 CoUR®®
CoU
CoUDR@B®@ | CoURB@D® CoU®
®® CoU®@
v CoUD®
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<Lv.5PEEB DR RN 2 IRE>

priority Doc study id_study . -
ID Number code Label study group order title group title doc type Doc Title
CoU®D 1000 ich_4.2.11 | — study_group_order_2 STUDY-01 - docType_1 NXEA
CoU®@ 1000 |ich_4.2.1.1 [4.2.1.1-4 study_group_order_1 STUDY-02 GT-02 docType_1 MXEB
CoU® 2000 ich_4.2.1.1 |4.2.1.1-2 study_group_order_1 STUDY-02 docType_1 NXEC
CoU® 1000 |ich_4.2.1.1 [4.2.1.1-1 study_group_order_1 STUDY-02 docType_1 MED
CoU® 1000 ich 4211 (4.2.1.1-3 study_group_order_1 STUDY-02 docType_30 NXEE
CoU® 1000 |ich_4.2.1.1 | — study_group_order_2 STUDY-01 - docType_30 NEF

T e T i

' priorityNumber®RFINETFR< I

] 1

; = CoU® (1000) > CoU® (2000) DIE

L e e e e e —————_——_————— yeemmmmmmead] 1
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i FTRSINDINEE

s=xE | L1 Lv.2 Lv.3 Lv.4 Lv.5 AT - HI—TF
CoU®@ XED .
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CoUDB@ | CoURDE CoU® NEC
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[1(4.2.1.1-1-2) XZEc  [docType 1] ¢ coum  PI=TA
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For the contextOfUse element, the ICH IG proposes a subjectOf
attribute to indicate if the current submission unit references another
submission unit. The ICH IG leaves the usage and specification to the

regional IGs.
The Japan IG does not introduce the subjectOf attribute (see section

7.4.4.3), but it neither excludes its usage explicitly.
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SEIEERE | Q7-2, Q7-3

[Q7-2 : B8]

For the submission element, the ICH IG proposes some child elements

for which it leaves the usage and specification to the regional I1Gs:
territorialAuthority, regulatoryStatus.

The Japan IG does not introduce these attributes (see section 7.4.9 ff.),

but it neither excludes their usage explicitly.

[Q7-3 : &[]

For the document.text element, the ICH IG proposes some child

elements for which it leaves the usage and specification to the regional

|Gs: language, mediaType.

The Japan IG does not introduce these attributes (see section 7.4.17.3

ff.), but it neither excludes their usage explicitly.

[(Q7-2,Q7-3 : [O

%)

SBEINR—> (Q7-1) ERBREIRDEXT,
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[Q7-4 . %ﬁ:ﬁ]

For the document.text element, the ICH IG proposes some child
elements for which it leaves the usage and specification to the regional
|Gs: language, mediaType.

The Japan IG does not introduce these attributes (see section 7.4.17.3
ff.), but it neither excludes their usage explicitly.

Would it be an option to have this information already when the table
introduces the document.text.thumbnail@value attribute?

[Q7-4 : O]

Sxml- > XS > AR document.text.thumbnail@valuelE 4
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