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eCTD v4.0 D&Y

4. ComPONENTS OF THE ECTD v4.0

This section will provide a brief overview of the essential components of the eCTD v4.0
specification. The essential components include:

e OIDS and UUIDS (summarized in Section 4.5)

e Data Types (summarized in Section 4.6)

e Regional/Module 1 Implementation Guides (summarized in Section 4.7)

e Files and Folders (detailed information provided in Section 5 and Section 11)
e Controlled Vocabulary (detailed information provided in Section 6)

e JCHeCTD v4.0 XML Schema (detailed information provided in Section 7)
e eCTDv4.0 (detailed information provided in Section 8)
e | Forward Corpatibility (detailed information in Section 10) » HARTILER UL
e ValidationyRules (detailed information in Section 12)

{
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eCTD v4.0 D&Y
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eCTD v4.0 Schema

Major Category
Core Schemas:

A common schema

Schema Files

infrastructureRoot-12.xsd
voc-12.xsd

Referenced by core schema
files:

datatypes-rX-cs.xsd infrastructureRoot.xsd
set for all HL7 v3 R4 27090h17- datatypes.xsd
1essages 12_datatypes.xsd datatypes-base.xsd
NarrativeBlock.xsd
voc.xsd
RPS Schema: Interactions: Control Act:
PORP_INOOOOOIUV.XSd| MCAI MT700201UV xsd
A schema set for MCAT MT900001UV xsd
the eCTD V.4.0— Message Type:
RPS compliant PORP_MT000001UVO0l xsd Transmission:
message

Common Product
Model Schema:

The Commeon
Product Model
schemas
referenced by the
RPS Schemas.

Major Category

MCCI_MTO000100UV .xsd

Referenced Schema Files

POCP_MTO010100UV .xsd
POCP_MTO010200UV .xsd
POCP_MTO010300UV.xsd
POCP_MTO010400UV .xsd
POCP_MTO010600UV .xsd
POCP_MTO020100UV.xsd
POCP_MTO020200UV .xsd
POCP_MTO030100UV .xsd
POCP_MTO030200UV .xsd
POCP_MTO030300UV .xsd
POCP_MTO040100UV .xsd
POCP_MTO050100UV .xsd
POCP_MTO050200UV .xsd
POCP_MTO050400UV .xsd

POCP_MTO060000UV xsd
POCP MTO060100UV xsd
POCP_MTO060200UV xsd
POCP_MTO070000UV.xsd
POCP MT070100UV xsd
POCP_MT070200UV xsd
POCP_MTO080200UV.xsd
POCP MTO080300UV xsd
POCP_MTO081100UV.xsd
POCP_MTO082100UV xsd
POCP MT090100UV xsd

Schema Files

B CHEURF—VYZEHT D,

iR & (T{ER T B AF—IER0N
= ~50 7 1)L
»eCTDVA.0 XwWtZ—= (XML >R

H2R) ZIEDICHIED., (L
DANF) INT=ZIEET DINE(SR
(/\O

= PORP_INOOOOO1UV.xsd

4 | Common COCT_MT030203UV07.xsd COCT_MT150000UV02.xsd

Message COCT MT040203UV09.xsd COCT MT150003UV03 xsd

Elements COCT_MT050002UV07.xsd COCT _MT240003UV02 xsd T R

Schema: COCT_MTO070000UV0l.xsd COCT MT440001UV09.xsd n eC D V4 O >( ‘J t /73 j:
COCT MT090100UV01.xsd COCT MT710000UV07 xsd 2B

The CMETs COCT MT090108UVxsd  COCT MT960000UV05 xsd 23 8 éﬂ%

referenced by the - - /A

COCT_MT090300UV01l.xsd COCT_MT1500070UV xsd
COCT MT090303UV01.xsd

Common Product
model or RPS

Schemas




eCTD v4.0 XML Message Overview

s SV )\ —(ER1O—RZ2L (Wrap)

Submissionunit.xml « SW/\—(FEREICHERBRITSERL.
Wrapper « S )—BR(IFEFETE,

/ . . . \
Submission Unit

<?xml version="1.0" encoding="UTF-8"?>
<PORP_IN0O00001UV ITSVersion="XML _1.0" xmlns="urn-hl7-org-v3"
xmins xs1i="http://www. w3 org/2001; MSchema—in';tance" xsi:schemal ocation="um:hl7-
org:v3 ../ /schema/PORP INOODOO1UV xsd™
---1d
<creationTime/~=

/ \ <interactionld/=
. . =processingCode/>
Submission D ocsineModeCodel>
<acceptAckCode/>
=recetver typeCode="RCV">
<device classCode="DEV" determunerCode="TINSTANCE"=
=1d/=
</device=
</recerver=
=sender typeCode="SND"=
<device classCode="DEV" determinerCode="INSTANCE"=
. . =id/=
Application <ldovice
</sender=
<controlActProcess classCode="ACTN" moodCode="EVN"=

=subject typeCode="SUBJ "=
k / <submissionUnit>

—_IheRAO— R




eCTD v4.0 XML Message Overview

KB

/Submission Unit [ Priority Number
[ Context of Use

@)
Category Event é Keyword - CoUDfTHNEER

- —[ Related Context of Use ReplaceXi5R

IRHERES

~ Sequence Number

/ Submission

(SPESEEN

./

"Review /Application

Manufactured Product

Related Application

Product Category

Ingredient
Applicant

Document

\&




eCTD v4.0 XML Message Overview
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eCTD v4.0 XML Message &g - 5Bl F -
= 3 FEREDGEBF

= [D Root
- XRZE— E(CE’E&}“:'J@‘%ID
« Z< DIFE. id BEZERD root BIMHE
» Z<DiFE . UUID (Universally Unique Identifier
- NEIDNR TCEENRZIEARET D E(ETERRL
= 5] ©  <id root="550e8400-e29b-41d4-a716-446655440000" />

8HT-4 HT- 4 M- 4 H1- 1 2447
BHT(I16:EE

» |D Extension
= ID Root (CHIZR TS5 =N Daa!IF
- Z< DIFE. NENWRTERZIEBFIDICENTED
- ZGTEREND

= 5l : [eCTDRTES - IRHIEHGES]
<id root="&B&” extension=“260309001-1"/>

* OID _ (Object Identifier ) VIS Step 2= 2.16.840.1.119883.3.989.2.2.4
code 3R D codeSystem BB o= et T
CoU= 2.16.840.1.113883.3.989.2.2.4.1.1
. I\ IJZ F%aﬁkﬁ”?ém
. %&?@%ﬂib“ﬁh\n(ikﬁ‘cB@ﬁ&‘@%5
= 5 : <code code="“&BE” codeSystem=2.16.840.1.113883.3.989.2.2.4.1.1" />




eCTD v4.0 XML Message i - =08 - =8 - &=0F -
XMLAADZS=HE

« CTD S (CHEHfF K XE
. Conte\xt of Use - Document
1 —Y—EFZEDF—TJ— ROIEAEEKR

= Context of Use D Keyword - Keyword Definition

CVOOSHR
s J—R & J—RUX
“ ICH/IPEERDF—T— ROEXTRZE

B E(CIRE UCIBHROZSIE
« 54 B 1 7)LI1Z{E (Replace. Delete)
 WEPT7AILOBFIA (Document/File Reuse)
- BERGE




eCTD v4.0 XML Message g - =8 - =08 - =g -

/Submission Unit [ Priority Number | \
S S .[ Context of Use ]:::::::::::::.'“:
______ Q P
N ____§< Keyword [F=ZZZZIZZITIIIIICICT T
1
------ -=-| Category Event o1 |
—[ Related Context of Use ]— 2! 1 1o
ID a1 19 13
o Sequence Number ~re g
2 7 — \ 21 i3 1%
2 Submission > o a3 §8
= / \ ol =6 o
8 [=====1 B Application 1 1
i e — 31118
2 Appli Ref D ENE
(BD ReVIeW PP ication Reference i i
( |
Manufactured Product Document ]T ---------- -E--
------ ====r=- Ingredient IR fe'ergz H* !
|
Applicant = :
—————————— d
ECEEEE e Product Category
N
A 4 _______y___g:_qge & Code System V
JP CV User- Defined: ICH CV




eCTD v4.0 XML Message - Submission Unit -

. . . \ <submissionUnit>
Submission Unit <id root="UUID" extension="270309001-1"/>
ID Root = UUID <code code="jp official" codeSystem="0ID"/>
ID Ext = eCTDR T ES-IRLEHES
r==----= Code = IFTV/ R 5 b D3l
~—----- Code Sys = OID
[ JI )
Category Event <componentOf2>
= _ . <categoryEvent>
_____ —— Code = ‘;0) SumeSSIOE Pn'{%_: <code code="jp first" codeSystem="0ID"/>
I BdY1=>27D </categoryEvent>
r—=——---- Code Sys = OID </componentOf2>
\ / </submissionUnit>

«  Wrapper M <controlActProcess><subject> (D [C <submisionUnit>E 3= % 5ttt
 Submission Unit @ UUID (FI2HC & (C—R=.

o RBHEHES (Sequence Number) (& Submission EMliNRNTERuR (#8ik) o
v o ID KU Code [CKD CHHIREZER.

« [ (CContext of Use 2 Submission Z#EA CEx1&(C Category Event % 5Cih,

P CV  Category Event (FER5E « BRICHITBIAMZ> YT (FEIEE. B=H. 1) .




eCTD v4.0 XML Message - Context of Use -

ﬁ - T = \ <component>
Priority Number = ZRIIEf? ] ™ <priorityNumber value="1000"/>
Context of Use <contextOfUse>
ID Root = UUID <id root="UUID"/>
= <code code="ich 2.3.p.2" codeSystem="0ID"/>
N Code = CTDES <statusCode code="active"/>
-- Code Sys = OID <derivedFrom>
. <documentReference>
Status Code = Active (or Suspended) <id root="UUID"/>
DocRef= CD CTDHFSICEINDHTSD </documentReference>

Document@®UUID </derivedFrom>

|
: <referencedBYy typeCode="REFR">
<<eyword = CDCoU(CHRTITD | ] <keyword>
i NS ER : <code code="PRODO001" codeSystem="0ID"/>
\_ : s </keyword>
1 1 </referencedBy>
| E ( Documeﬁ </contextOsteZ
(Femodbenon) | LT
)/
vV  Submission Unit D <code> DR (C<component>EXRZ i L. €D
BE T (C<priorityNumber> & U<contextOfUse > BExr % 5l
JPCV ICH CV *  Module 2~5 DXE THIULICH Vv ZEH,
« Module 1DXETHIULIP CVZSER,

o IBHBF(T Active. HIBREF(L Suspended. (T JH 1 2T)L(F4&uh)
o 1D Context of Use (1 DD document SR I B,

_ e 1D Context of Use (F0~ZXD Keyword Z1F D, I




eCTD v4.0 XML Message i - CoUEWLY\DED -

= Context of Use & (3{A[H
[fIET] ?

s BENMNSBUTWBAXEDMNEM TZRDD,

« CTD B S RO IIEER
 (UBfTTHE U THDINZRDDIEHR

= Code. Code System. AU} Keyword(s) D#EAHENDE

s CNB5DOSE—DTEERNE [BERBMEMIT] CFFREND,
= Priority Number(& B U{Z&E[T] OF TCOFRRNEFZRDD,

Keyword = CDCoUl HR{T T D
ThNEER

[ Priority Number = &RIIERE ]

é\
Context of Use
ID Root = UUID

Code = CTDES

Code Sys = OID

Status Code = Active (or Suspended)
DocRef= CD CTD HBSI(CEINDHTS




eCTD v4.0 XML Message i - CoUEWLY\DED -
, ? 5% = PROD1 , ? 5% = PROD2
PN = 1000] ® y PN = 1000] ®
Context of Use Context of Use
ID = coul ¢ ID = cou?
Code & Code Sys = M3.2.P.2 Code & Code Sys = M3.2.P.2

—~

CTD HF=S(ZRIUIEH G

MEIEDDTHUEMITHERD,
MIEMHTNERRDIZEH. PN EMETHERBDIRL,

4 3.2.p ®&| (PROD1)

3.2.P2

RK| R DIFHE
XE51 5)LAAA

3.2.p &%l (PROD2)
3.2.P2

RRIFFOFE
XE4-1 ~)LBBB

\_




eCTD v4.0 XML Message i - CoUEWLY\DED -
, G4 = PROD1 , G4 = PROD1
PN = 1000] f R PN = 1000] f

Context of Use

ID = coul

Code & Code Sys = M3.2.P.2

Context of Use
p— ID = cou2
Code & Code Sys = M3.2.P.2

'\/

Code & Code Sys + Keyword D& URDOTHIE THE U
B UfIETD 2 DOXRFRIEFNE—TZEFENED D,

-

N

Error!




eCTD v4.0 XML Message i - CoUu& L)Y
é 54 = PROD1

PN = 1000] ® \ PN = 2000]
Context of Use Context of Use
ID = coul p— ID = cou2
Code & Code Sys = M3.2.P.2 Code & Code Sys = M3.2.P.2

’\/

Code & Code Sys + Keyword D& URDOTHIE THE U
& CALETTOHT 2 DOXRFRIBEFEH RSN TS,

4 I
3.2.Pp &%l (PROD1)
3.2.P2 HEIFAFEOEE
XEF1 N)LAAA

=41 ~)LBBB
\_ /




eCTD v4.0 XML Message i - CoUEWLY\DED -

Az = #EH|
Ga = PROD1

, ? 54 = PROD1 ,
PN = 1000] e y PN = 1000] ®
Context of Use Context of Use
ID = coul # ID = cou2
Code & Code Sys = M3.2.P.2 Code & Code Sys = M3.2.P.2

Code & Code Sys + Keyword DFEAH SN ENERDDTHIE
ITHRIRD, (UEFITHERRDZEH. PNIEHETHEIEDIRL,

4 3.2.Pp ®&l (PROD1) )

3.2.P2 HFIFEROFE
XEF1 N)LAAA

3.2.p 8% (PROD1. #EHI)
3.2.P2 HFIFEROFE
\ X=41 )LBBB )




eCTD v4.0 XML Message - Submission -

/I — I\ <componentOf1>
Sequence Number = IR EH S L <sequenceNumber value="1"/>
Submission <S<“i%r:'ss'°”>
Dliges=OLie <item root="UUID" extension="230525001"/>
ID Extension = eCTDZ{JE&ES </id>
- - -4- Code = IEA « ZZDR| <code code="jp original" codeSystem="0OID"/>
|
----- -1- Code Sys = OID
( J
N J

e Submission Unit @ <component>MDiR [C<componentOfl>ERZ ik L. €DESTF
(C<sequenceNumber>AzU<submission> Exr%Z 5t

e Submission (T IRHEEND.
\ 4 e 1D Submission Unit (& 1 D@ Submission Z3F D,
« Sequence Number (IRHIEHES) (X 1N SIBRFDIEA., TCOEHEIARE,
IpCv e SATHAIIILEBLTIDBRE (54 THA0)LE4IH) .
Nl |




eCTD v4.0 XML Message - Review -
ﬁ “ <subject2>

g ™\ <review>
Review <id root="UUID"/>
ID Root = UUID <statusCode code="active"/>
<subjectl>

Status Code = active (or suspended) <manufacturedProduct>

<manufacturedProduct>

Manufactured Product <name>

RS, <part value="tZ-1 {72+ 3—JL 10mg #&"/>
" </name>

Ingredient <ingredient classCode="INGR">

<ingredientSubstance>
Name = —fi%$ <name>

~LLl-Lb- Code = —ARZ0DOFEXR <part value="-1 — J7 -1 1GF&IE"
code="JP jan" codeSystem="0ID"/>
</name>
</ingredientSubstance>
</ingredient>
| Y, </manufacturedProduct>
& y </manufacturedProduct>
</subjectl>

Name =

« Submission @ <code> MR <subject2> BXRZiCih L. €DHAC T (C<review> % 5k
JPCV e 1D Submission (& 0~#EZID Review Z1F D,

~ e Review (FERFEC &l D,

o ARFEE. —AREAIL Review Z &(C1 D9 D,

_ SATYADILZBELUTID (AR (TSI DILIEER) . I




eCTD v4.0 XML Message - Review -
/I |\ <holder>

e ) <applicant>
Review <sponsorOrganization>
| | <name>
<part value="BARREFE T EZ(RA="/>
. </name>
Applicant </sponsorOrganization>
Name = EREE &4 </applicant>
</holder>
<subject2>
Product Cat?iorv <productCategory>
ceTETo Code = FHEEX 3 <code code="jp 1-1" codeSystem="0ID"/>
L-r-1-F-- Code Sys = OID </productCategory>
: </subject2>
| \ / </review>
[ J || </subject2>
E K / /subject
|
|
: e Review D <subjectl> DX (C <holder> BEXxZsCih L. €DHAL T (C<applicant>
: B ZR% 5ok,
\i/ e 1D Review (& 1 DD Applicant ZFF D,
» Review D <holder> DRI(C <subjct2> BRZECR L. €DEIT(C
JPCV <productCategory> EXr%Z stih,
N e 1D Review (& 0~#EZXD Product Category Z+F D,




eCTD v4.0 XML Message - Application -
/| |\ <componentOf>

[ ) <application>
/A lication A <p'|3>
PD <item root="UUID" extension="230525001"/>
ID Root = UUID </id>
ID Ext = eCTD IS <code code="jp maa" codeSystem="0ID"/>
L -~ ==y iy <reference>
I Code = ZUaARTCAREE H o7 <applicationReference>
-=i+t+-= Code Sys = OID <id root="UUID"/>
. .. <reasonCode>
Appl|cat|o\n Reftirence <item code="]jp ichihen" codeSystem="0ID"/>
ID = BEEFEREEDUUID </reasonCode>
-~ L-——{- Reason Code = & EDFEZE </applicationReference>
</reference>

( )
e
J
)/
e Submission @D <subject2> DR <componentOf> BExxZ ik L. €DHEIFI(C
<application> B3 %Z 5k,

(7

v e 1D Submission (& 1 DD Application Z1F D,

e 1D Application (& 0~#EZXD Application Reference ZHF D,
P CV * Application Reference (IBSERFEC & (CEihEND.

« Application Reference (32 & (CEihEND.

S|, SH oY1 )LEEL TApplication D ZRZ (S TH- L&) .




eCTD v4.0 XML Message - Document -

(T 1\ | <component>
@ N <document>
a \\ <id root="UUID"/>
Document <title value="X &5 ~JL"/>
<text integrityCheckAlgorithm="SHA256">
ID Root = UUID <reference value="../../230525001/1/m1/jp/
Title = Y= L m1-01-01.pdf"/>
XEI1 o <integrityCheck>SHA256{E</integrityCheck>
Reference = J 7 1)L/ X <Jtext>
Integrity Check = SHA256 /<ld00umef1t>
w3, {8 </component>
\_ J\w=> )
\\ £ J
\J ~/

 Application @D <reference> MR (C <component> BXRZiCih L. EDEL
T (C<document> B3Rz 50k,

e 1 DD Application (F0~#8ZXD Document Z1F D,

e 1D® Document [ F1 ML &E T7AILINR Z1D9T DEFFD,

e EC1RT B Document (EZDsubmissionunit.xml ATTSE EN/RIFNISLR
5780\,




eCTD v4.0 XML Message - Keyword Definition -

“ <referencedBy typeCode="REFR">

N\ <keywordDefinition>

) <code code="ich keyword type 1"
codeSystem="0ID"/>

<statusCode code="active"/>

<value>
<item code="INDI001" codeSystem="0ID">

<displayName value="S&J&"/>

</item>
Value </value> o
“ “ </keywordDefinition>
Code =+—"T—FDI—-F </referencedBy>

Code System = OID
Display Name = &R~

>,

User-Defined! | * Application D <component> DR (C <referencedBy> 3=z 5cih L. €DHEC

cv T (C<keywordDefinition> 3= % 5t

N e 1D Application (& 0~#ZXDKeyword definition Z1F D,

« Keyword Definition D Code (&, F+—T— RDi&FE (indication. substance.

LS| ICHCV 12E) ZRII— R,

* Value D Code (. F+—"— REHADEL (F8E. 7th7=_Jx1>.
IRE) R I1— R,

_ e Status Code (& "active" CETE., I




| I </PORP_INO00001UV> a

eCTD v4.0 XML Message - Outline -

(Wra er <?xml version="1.0" encoding="UTF-8"?>
< PORP_INOOOOO1IUV --------- >
Submission Uni N || oo s
<contextOfUse> CTD&ES
Zopitent il s Clequencenumbers igEs
e . N [ || <submission> eCTDHIEE
Submission o <review> =R
:  <manufacturedProduct-  FREER
Review || |||~ T T
<ingredient> — 5
~ <applicant>  EEEE
2 N ~ <productCategory>  EBIEARES
Application  <application> eCTDERZE
~ <applicationReference>  BS@EIEE
[ Document - <document> -
~ <keywordDefinition> F—DO—REZ
_  <fapplication>
N J - <fsubmission>
N J ||| <categoryEvent> RIS1Z2T
\_ | <suwbmissionunie-




eCTD v4.0 XML Message - Reuse

[ Document Reuse }

EX2 D Document it 9 B,
=8 5%(3. [B UDocument IDDIEH
[ BllICoUTT[al UDocument@ =89 3 |

[ File Reuse }

o BRI J7 1)l Zz&siad 3B,
o« ZIBFEE. BIU T 71\ XDigt.
e [HIDocumentCTHU I 7AI)ILZ=RT B

Context of Use ]—b Document -]
P0E




eCTD v4.0 XML Message - Reuse -

* Document Reuse
« B3ijH D Document @D ID % ¥1*7CoU D Doc Ref WS 18TE
>BIE Document Z Rl DALE T (CEI DT (T D,
« THLE LD CoU D Code & Code Sys 12 Keyword (FE/XD T

3) VOV AN
) ] Keyword
| PN | -
Context of Use O /Document I

ID= 123 Document & ID = doc123

Code & Code Sys —E> Title _

Status Code = "active" J7 A Rt DTS S
| DocRef = doc123 ) \_ p

T \ t
Context of Use :
ID = 456 DocumentiZHAE., N

Code & Code Sys === == == = o= om e e -
Status Code = "active" CoU(CReused BIDZ LR I BT,

DocRef = doc123




eCTD v4.0 XML Message - Reuse -

»Document Reuse (cont'd)

AT O2EMAZ W\ 9 &=, Document ZHBFIFE
TE3.

— BN Zimic g,

» BRI SN BDocumentZEER U TLNDEHBERINHY,
N EBLUB(CLDIREIZDH[RTHD. HDORED
FREHEIRNICIZEH SN TLD,

— DIFOWI A EmIZY .

Eﬂ; = 1B DocumentZ ER: L CULNBEHEEH B
a1l CUND,

OR — = ﬁﬂ; = 11D DocumentZ EE L CTLYBSubmission
Unith'. Z=BB9 BdocumentReferenceBEZxRZ =
Submission Unit & [B]—@Applicationfic F CTdp D,

S—




eCTD v4.0 XML Message - Reuse -

*File Reuse
BT T 7 1)L Dr&iNIZFT Z F1FiDocument
D Reference MSI5TE.
SHEEL J71I)LZplOXE(CEIDGITSD,
« THLEXLD Document Title (FE/ED TULVBNRE,
= TitleME U785, Document Reuse T= Do

Document
ID = d001
Title =doc1

Reference ‘
J

\

/Document .E}f_,l
ID = d002
Title = doc2

N Reference )




eCTD v4.0 XML Message - Reuse -

*File Reuse (cont'd)

7|<1¢

BAIHEN3 D 71MI)LZigH LU TL\D
Subm|55|on Unit XOBFIBESN3 D 7 1)l Zzs
1293 document BERA ST Submission Unit Ht
eCTD v4.0 {T#R(CBIDTH DO, M DFE—

Application it F Crdima. T 7 1)L ZBFIR
GTDBRCENTED,




eCTD v4.0 XML Message - Keyword Definition =88 -

» Keyword Definition (& €YD Keyword MSSBTE 3B,

PN |
Context of Use Keyword

Code = kwd001 »
Code Sys = kwd-list 1

Keyword D Code & Code Sys &
F—(CLT

I’ =1 /=Keyword Definition
(F. ZDApplication AD E
M TEHEESBRTEDDT., B
I DRE(LIR0N,

EI=

Application ZESUL\NCTESHERT
B ELTEIRLN,

& UValue’Zz 2748 S Keyword
Definition Type EFRD (TR
(VA PR

Keyword
Definition

(DValue Z
ZIR9 D

Value

Code = kwd001
Code System = kwd-list 1

Display Name = ZRRHEGAAA




\

W
i

eCTD v4.0 XML Message - Keyword Definition ZH

-
v’

= Keyword& U CEAFZCoUICIIITE D,

= |CH Keyword Types
= v3.2.20 attribute (product name, substance, indication, etc.)
» STFIE¥R (Study-ldentifier, Study-Document & Doc-Content)
= Group Title (1EXE%=J)L—TILIBzsbDF)

= Regional Keyword Type
- SERODIEER

= Keyword(EZECCoU(THRT <,
» Document [CIZfEHTE/R0N,

N BIREHEENTEEITDIED (B : Product Name. Indication. 72&) (&
Keyword Definition & U CPMDAICIEH =N D,
= ICH CVICMEDEE &N 3D D ED (T Keyword Definition DR (FAE,
= JP CV [TMBEDEEEN D D HBEDI(E Keyword Definition DIRH (FAE,



eCTD v4.0 XML Message - Keyword Definition

\

W
i

=

AN NY

-

= |CH Keywords

B oo sTe T @I
Keyword 838 e Substance * File-tag e Study Title * Group Title
e Substance * Species e StudyID
manufacturer ¢ Route of admin e SitelID
¢ Product name e Duration
e Dosage form e Type of control
e Product manufacturer
¢ Indication
* Excipient
* Stability
e Container
Keyword ODfE I—YES ICHTE d1—-Y—-F& I1-—Y—-F&
Keyword Definition fetti | & AE C:3 =
f£ | CoU Keyword Code | 1—HE&ED Code ICH FEE D Code J—H7FEED Code I1—HTFEED Code
H
73| coU Keyword Code | 1—H—TEZED 0ID ICH TEZED Code System | 1—H— &M 0ID d1—H—F&D oD
= S
ystem
Keyword Definition | ICH TEEEE(D Code NA ICH EEF&ED Code ICH EEF&D Code
Code (ICH CoU Keyword Definition Type) (ICH CoU Keyword Definition Type) (ICH CoU Keyword Definition Type)
Keyword Definition | ICH EEF (D Code System NA ICH FEZD Code System ICH FEE D Code System
Code System (ICH CoU Keyword Definition Type) (ICH CoU Keyword Definition Type) (ICH CoU Keyword Definition Type)
Keyword Definition | ZL—HEFR®D Code NA I —YERKRD Code T—YERD Code
Value Code
Keyword Definition | 1—HEZED Code NA I1—HEED Code I1—HYTFEED Code

Value Code System




W
i

\

eCTD v4.0 XML Message - Keyword Definition ZH

-
v’

= JP Regional Keywords

Keyword F&%8 * JP Study Type
Keyword =k JPCVERE
Keyword Definition #2 E
ER7E CoU Keyword Code JPCVER
CoU Keyword Code System JPCVERE
Keyword Definition Code NA
Keyword Definition Code System NA
Keyword Definition Value Code NA
Keyword Definition Value Code System | NA
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eCTD v4.0 XML Message - Life Cycles -

v4.0D=5 1 51 2)LIJ Context of Use THRET B,

R ESNDS IXE/TJ71)L] ITIF RFT—H R SAT
HA1 )L EWVWDSEEERRUN,

XE/T7AILDNEDHRBDRTEDKDIMIEMITFT
FHINDZN. D CoU [CKDTROHEND,

sCoOUD AT —HF R > BEBEUWRCTHINEH
sCoUD I— R > ZOXENEDMFTSNBCIDES
« CoU (CHADLKF—DT—RKR > ZOMEDIIADHINIEH




eCTD v4.0 XML Message - Life Cycles -

AR (new)
= FT/TTRCoU (FTz7RCoU ID) ZIRHE L. DocumentZiEE 9 Do

Keyword
) ] Keyword
PN }
Context of Use /Docu ment A
ID ID
Code & Code Sys p— Title
Status Code = "active" Reference
| DocRef | \ /

o ¥TFRIZEH 9 BCoU DStatus Code (FFH (C"active"




eCTD v4.0 XML Message - Life Cycles -

=1 (replace)
= FT7T7RCoU (F/ciRcoU ID) ZIRH U, EIRXIRDCoUZEIETE T Do

Keyword
Keyword

' |
PN
Context oi)° Use /Docu ment A
ID ID
Code & Code Sys p— Title
Status Code = "active" Reference
| DocRef ) \ %

Related Context of Use
RPLC ID

e CoU (& RelatedCoU DIDH T EHZEH CoU”E Replace 9B
o Byt EERTTOMEMNTIEE—TRIFTNUIRSIRVN,
e CoU D Code & Code Sys . Keyword(s) DFfEHFENDTEHE—TRRULE
Replace TE/RL\, (HHAHENTBZZE X BIHFS(LSuspended+New)




eCTD v4.0 XML Message - Life Cycles -

« B (replace) -1X1%

Keyword
Keyword
O

PN | \
Context of Use /Docu ment A
ID ID
Code & Code Sys p— Title
Status Code = "active" Reference
| DocRef ) \_ J
( \
RPLC Related Context of Use @-_|
Wb ) EERDIDEIET
RPLC Related Context of Use P
\ ID J
>
RPLC Related Context of Use ./
ID
\_

J




eCTD v4.0 XML Message - Life Cycles -

s B (replace) -ZXi1

g Keyword

Keyword

PN ] v\

Context of Use O

ID

Code & Code Sys —

Status Code = "active"

J

L DocRef
RPLC |

Related Context of Use
ID

g Keyword
: Keyword
PN ] v\
Context of Use O
ID
Code & Code Sys p—

Status Code = "active"
L DocRef

J

Document A
ID
Title
Reference
- J
B UIDZEIET
: I
itle
Reference
J

RPLC |

Related Context of Use
ID




eCTD v4.0 XML Message - Life Cycles -

- HIBR 1=1E (suspend)

« BHEHD CoU D RFT—F X% [Suspended] (CEEL. SHBE=NT
WBANEZEBEWRNSINT,

| \
Context of Use
ID

Status Code = "suspended"

o AT —HRAZZZHE T D CoU Zig L. Status Code Z "suspended" (5%
EI D,
e ID & Status Code BAMEERIR L7RUN,




eCTD v4.0 XML Message - Life Cycles -

oA YUY AD)LICIRDEDMMD)L—)L
» Document Reuse /=< File Reuse (. ¥R AU EHA

([CHULTEITHIEE,
= Replace E£/Z(& Suspended =41/E CoU ZiBESHEHD 2 & (&

TE780\,
= [G UCode & Code Sys + Keyword DA ST THiFICoU (BUID) %=
B U. Document Reuse 9 D &S

» [Code & Code Sys + Keyword] DFEAHFENEMNERSD CoU [

C Replace (FEITAEIEE.
» Replace (& [BIUfIEFITOXNEZNET T D] &,
- SHAESDENERD (=fUEMITHERD) OTHNII.
Suspend + New 9 D &,
« CTD BEBSDIED LMD or D TFHD (I Suspend + New TBDZ &,




eCTD v4.0 XML Message - TODOMBDZEE -

*CoUS -1 T A D)LEASNDZEZED(LHEFH

* Update
« XEY1 ML (Document Title)
« F—T— RDFER%E (Keyword Definition Value @ Display Name)

» CoU DFERTRIEFE (priorityNumber) (DZESE

- EIHETHR (Review) DZEH
« HEEEOEN. D T
ARG, iR, BHEES. FEXTDDOEE

- 38 HR55 (Application Reference) (DZEE
- B EERER DI



eCTD v4.0 XML Message - update -

» Update
« XE451 ML (Document Title)

» F—T— RDFR% (Keyword Definition Value @ Display
Name)

- FiE]
- RO HZIRHMNCERET Do

« Document & Keyword Definition (&, 20D Submission Unit ¢ CoU
MNoEESBITBICENTESD,
« Update (&, TDMRDIBIRZEHI DDT. SIRULTULVD CoUD
FCICRET D,
s ZHUTWVWBETD CoU ICHBWT., XEFT MNLORRNMEESND,
- ZEBUTVBETD CoU [CHBNWT, F—TD— REBEREBHIEEEIND,

» Update (C[d updateMode BIEZ{EHT B,




eCTD v4.0 XML Message - update -

Sequence 1
Context of Use
ID = cou001 Document
, ID = docl123
Context of Use Title = X&4 1 ~LAAA
ID = cou002

S 2

Sequence 2
Context of Use SLVTE T
ID = cou004 ID =docl23
_ Title = X&4 -1 bJLBBB updateMode ="R"
e ~N e N || 7 N
Sequence 1 Sequence 1 Sequence 2
CoU001 CoU001 CoU004
XE51 BJLAAA XE451 ~JLBBB XE451 ~JLBBB
CoU002 CoU002
L NE451 MLAAA ) L XZE41 ~)LBBB 1L )

e ——



eCTD v4.0 XML Message - update -

Sequence 1 <o\

eywor

Context of Use O
ID = cou001

Value
Code = kwd123

Code System = kwd-list 001
Display Name = 7RG AAA

<O\ keyword

Context of Use O
ID = cou002

Sequence 2

Value
Code = kwd123
Code System = kwd-list 001

Display Name = Z7~%4BBB
updateMode ="R"




eCTD v4.0 XML Message - update -

e N e N || 7 N
Sequence 1 Sequence 1 Sequence 2
CoU001 (FRRFAAA) CoU001 (ZR7~%4BBB) CoU001 (FR7~%4BBB)
CoU002 (FRREAAA) CoU002 (XR7~4&BBB) CoU002 (X7~ BBB)

\_ Y, \_ J I\ Y,




eCTD v4.0 XML Message - CoU RXRIEFZEE -

= [B U [Code & Code Sys + Keyword]D#HAEDE D CoU (&, Priority Number
(PN) DRINETHIN,

 RNEFZZEZE I BI(CIE. PNOIEZZET D,
« ZEERF, updateMode="R" ZieH I B,
« PNOAEZEZE I D=1 T Submission Unit ZIX{5 UIRULNC &

Sequence 1 % Sequence 2
PN=1000 | $
Context of Use XAB
ID=A )
> ' S .
PN=2000 ] ‘ PN=900 updateMode ="R" ]
Context of Use Context of Use

ID = X { ID = X
PN=3000 | |

Context of Use
ID=B




eCTD v4.0 XML Message - BIR|BIRODZEE

(]

- EIR5ER (Review) DOEHE
« Review (C 51 T HA D) LELBE(SFRTE LR,

EARN)L—)L o ‘
. % Review BXRxNH1 Hi5EZEX L. ENENIC UUID =
5925,

« JIEEHE. BREEE DT Review EXRZTIEH I B,

OERE
» SIBFIRICEEHNTRL) Review (IR UTRUN,

. %fﬂ%*ﬁ(\:g‘%b\\@% Review (&. Review it F£TCieH 9 B,
- ZEHNRVVERGIEH T B,
. ID(Q:IEDBTd:(/\o

S7ZENM T DIFE(E. #H1F Review ZIEH T B,

=2z BT 3%&(L. Status Code & suspended [CERTE T Do
- R 72132 BfY & UzSubmissoinUnithg i (FARE,

s ROBETHA =T (ICEDETIRE T D,

Ht Okt

-

=111 =111



eCTD v4.0 XML Message - EIREHROERE -

ID & statusCode
FHEEZ0HELD ‘:(JSL D7t 3 Do

ECHTFT 5%
Review o S(LeCTDIFAE,
ID Root = UUID
Status Code = active ® FHEE uﬁ =0 b[l
Manufacturid Product BB yEsR ZmE |
Name = iR5c% o
Ingredient T RSO E
Name = —fi%%4 o
Code = —fi¥%4DIEFAE - Reviewfic F &
— - TRBROESR — Citd s,
Applicant
- ==E 7
Name = EEE%E%% e (1 Eaﬂﬁ%g ODQE
Product Category e e
Code=FHEEX> e — [ EHEH éﬁ@&%
Code Sys = 0ID




Y Fa —
Ik /7'J'
eCTD v4.0 XML Message - BIRGIRODEE -
\
Sequence 1
. I
Submission
Review Review
ID Root = rev001 ID Root = rev002
Status Code = active Status Code = active
Manufactured Product Manufactured Product
Name = PROD1 Name = PROD?2
Ingredient Ingredient
Name = ING1 Name = ING1
Code =JAN Code =JAN
Applicant Applicant
Name = PMDAZRLER Name = PMDAZRLER
Product Category Product Category
Code =1-6 Code=1-4
Code Sys = OID Code Sys = OID
\ "/

S ——



eCTD v4.0 XML Message - SIRGHROZTE -
Sequence 2 A
Submission h
Review

ID Root = rev001

Status Code = suspended
N\

\
L EUFRA(TREIR T }




eCTD v4.0 XML Message - BIRBIROZEE
Sequence 3
Submission
Review Review

ID Root = rev003
Status Code = active

Manufactured Product

Name = PROD1

Ingredient
Name = ING1
Code =JAN

Applicant
Name = PMDARIEE

Product Category
Code =1-6
Code Sys = OID

ID Root = rev002
Status Code = active

Manufactured Product

Name = PROD2

Ingredient
Name = ING1
Code =JAN

Applicant
Name = PMDAZYEE

Product Category
Code =14
Code Sys = 0ID

Product Category
Code =1-6
Code Sys = 0OID

w




eCTD v4.0 XML Message - SIRGHROZTE -
Sequence 4 A
Submission h
Review

ID Root = rev003

Status Code = suspended
N\

\
L EUFRA(TREIR T }




eCTD v4.0 XML Message - EIREHROERE -

52 (C rev002 ZHX D FFBIHE. Submission Unit
(Sequence 5) ZiIEH I DIHAE(IIRLN,

eRED . EUFREE R I UL,




\—

eCTD v4.0 XML Message - &

RSt
(i

BODZZE

1=111]!

« B93EHEEE (Application Reference) DA

= Application Reference (C 51 J B D) LHEE(IFTE LR,
» T Application HMBAD ED Application EBEL TL\BD D EEIEHE

UL IS
4 N /. I
Sequence 1 Sequence 2 /apr1 (& Seq 1_6\
——— N \\\ HSeq 2 CHERE
Application Application LTS,
ID Root = app01 ID Root = app01
ID Ext = 230525001 ID Ext = 230525001 appX2 (2 Seq1&
Application Reference Application Reference Seq 2 CREEIER
ID = appX1 ID = appX1 ER B
Reason Code = related Reason Code = related - °
Application Reference Application Reference appX3(dSeq 2 C
ID = appX2 ID = appX2 (FBEE L TLVR
Reason Code = related Reason Code = ihcihen LYy
Application Reference Application Reference
ID = appX3 ID = appX4 appX4(dSeq 2H
Reason Code = related Reason Code = related SEELUTLD,




eCTD v4.0 XML Message - Life Cycle Outline -

4 N
Wrapper ( P, )
- - R X BlEE,
Sgbm|55|on Al [ MWE—DSA T IILkEE, A
L PN=1000 P BN, &R, HIBRBIEE,
Context of Use Z:/K ﬁ%uﬁﬁ\ 'fg}ﬁ(j:zzﬁj BEo )
Z | B CID% iR
Submission 21"’\ o
. | B EEERTRE.
Review = EX T (1D & statusCode D+ )
4 \////_f =™ = A
Application L FIL D iz )
Document L SATYADIBBETFELR.
Document/File (ZEFIENBIEE,
A4 NLZEEREE, )
ﬁf S BIBAAE |
. N e :
- SRLEETLE.




H=bn

« SubmissionUnit — Submission — Application (&% ([CieH 9 B,

« BEEE D FReviewT IRH I B,

* [CoU Code & CodeSystem + Keyword | DFEHEINTEC E(CAIE
iyt =S ! —Ee

» Keyword(F, T—H —FEZDEDIZ (T DefinitionZzidgti 9 B,

* Document & Keyword Definition(&Submission Unit9t 2 S8 T

o

51 514 T)UIECoUDHTHRET DN, MOEEET]HEE,
- —EPZBRVLVCIRAI, EZo =gt 9B,
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