


Page 1 of 105

ICH eCTD v4.0

v1.3.0



Page 2 of 105

1.2.0 2017 7 5

1.3.0 2020 2 19

ICH IG v1.3



Page 3 of 105

1. ..........................................................................................................................9 
2. ....................................................................................... 9 

2.1 .......................................................................................................................9 
2.2 .............................................................................................................9 
2.3 ........................................................................................... 9 
2.4 XML ................................................................................. 10 
2.5 XML ........................................................................................ 10 

3. .............................................................................................................. 12 
3.1 eCTD ........................................................................ 12 
3.2 eCTD ...................................................... 12 
3.3 ................................................................................................ 12 

3.3.1 ............................................ 12 
3.3.2 PMDA ........................................................................ 13 

3.4 .............................................................................................................. 14 
3.5 eCTD ...................................................................................... 14 
3.6 ............................................................................................. 14 
3.7 ........................................................................... 15 

4. .......................................................................................................... 15 
4.1 ....................................................................................................... 15 
4.2 ........................................................................ 15 

5. eCTD .............................. 15 
5.1 ................................................................................................ 15 
5.2 .............................................................................................................. 16 
5.3 ........................................................................................................... 16 

6. eCTD .......................................................... 16 
7. eCTD v4.0 XML ............................................................... 17 

7.1 ...................................................................................... 17 
7.2 ............................................................................................. 17 
7.3 ................................................................. 17 
7.4 XML .......................................... 17 

7.4.1 controlActProcess .................................................................... 17 
7.4.2 submissionUnit .............................................................................................. 17 

7.4.2.1 XML .................................................................................... 18 
7.4.2.2 XML ............................................................................................... 18 
7.4.2.3 XML .................................................................................... 18 

7.4.3 priorityNumber for contextOfUse ................................................................... 20 
7.4.3.1 XML .................................................................................... 20 
7.4.3.2 XML ............................................................................................... 20 
7.4.3.3 XML .................................................................................... 20 



Page 4 of 105

7.4.4 contextOfUse ................................................................................................ 21 
7.4.4.1 XML .................................................................................... 21 
7.4.4.2 XML ............................................................................................... 21 
7.4.4.3 XML .................................................................................... 22 

7.4.5 relatedContextOfUse..................................................................................... 24 
7.4.5.1 XML .................................................................................... 24 
7.4.5.2 XML ............................................................................................... 24 
7.4.5.3 XML .................................................................................... 24 

7.4.6 documentReference ...................................................................................... 25 
7.4.6.1 XML .................................................................................... 25 
7.4.6.2 XML ............................................................................................... 25 
7.4.6.3 XML .................................................................................... 26 

7.4.7 Context of Use keyword ................................................................................ 26 
7.4.7.1 XML .................................................................................... 27 
7.4.7.2 XML ............................................................................................... 27 
7.4.7.3 XML .................................................................................... 28 

7.4.8 sequenceNumber .......................................................................................... 29 
7.4.8.1 XML .................................................................................... 29 
7.4.8.2 XML ............................................................................................... 30 
7.4.8.3 XML .................................................................................... 30 

7.4.9 submission.................................................................................................... 31 
7.4.9.1 XML .................................................................................... 31 
7.4.9.2 XML ............................................................................................... 31 
7.4.9.3 XML .................................................................................... 31 

7.4.10 review ........................................................................................................... 33 
7.4.10.1 XML .................................................................................. 33 
7.4.10.2 XML ............................................................................................. 33 
7.4.10.3 XML .................................................................................. 33 

7.4.11 manufacturedProduct .................................................................................... 35 
7.4.11.1 XML .................................................................................. 35 
7.4.11.2 XML ............................................................................................. 35 
7.4.11.3 XML .................................................................................. 36 

7.4.12 ingredientSubstance...................................................................................... 36 
7.4.12.1 XML .................................................................................. 37 
7.4.12.2 XML ............................................................................................. 37 
7.4.12.3 XML .................................................................................. 37 

7.4.13 applicant........................................................................................................ 38 
7.4.13.1 XML .................................................................................. 38 
7.4.13.2 XML ............................................................................................. 38 
7.4.13.3 XML .................................................................................. 38 

7.4.14 productCategory............................................................................................ 39 



Page 5 of 105

7.4.14.1 XML .................................................................................. 39 
7.4.14.2 XML ............................................................................................. 39 
7.4.14.3 XML .................................................................................. 39 

7.4.15 application..................................................................................................... 40 
7.4.15.1 XML .................................................................................. 40 
7.4.15.2 XML ............................................................................................. 40 
7.4.15.3 XML .................................................................................. 41 

7.4.16 applicationReference..................................................................................... 43 
7.4.16.1 XML .................................................................................. 43 
7.4.16.2 XML ............................................................................................. 43 
7.4.16.3 XML .................................................................................. 43 

7.4.17 document ...................................................................................................... 44 
7.4.17.1 XML .................................................................................. 45 
7.4.17.2 XML ............................................................................................. 45 
7.4.17.3 XML .................................................................................. 45 

7.4.18 keywordDefinition.......................................................................................... 48 
7.4.18.1 XML .................................................................................. 48 
7.4.18.2 XML ............................................................................................. 48 
7.4.18.3 XML .................................................................................. 49 

7.4.19 categoryEvent ............................................................................................... 50 
7.4.19.1 XML .................................................................................. 50 
7.4.19.2 XML ............................................................................................. 50 
7.4.19.3 XML .................................................................................. 51 

8. ..................................................................................................................... 52 
8.1 Document ............................................................................................. 52 
8.2 ................................................................................................ 52 

9. group title Keyword ................................................................................... 53 
10. ................................................................................................ 53 

10.1 ..................................................................................................................... 53 
10.2 .......................................................... 54 
10.3 eCTD ...................................................................................... 56 

10.3.1 ............................................................................ 56 
10.3.2 ................................................................................... 56 
10.3.3 eCTD v4.0 XML ............................................. 56 

10.3.3.1 1 ........................................................................... 56 
10.3.3.2 2 ........................................................................... 61 

10.4 eCTD ............................................................................................. 64 
10.4.1 ................................................................................... 64 
10.4.2 .......................................................................................... 64 
10.4.3 eCTD v4.0 XML .................................................... 64 
10.4.4 .................................................................................................... 75 



Page 6 of 105

10.4.4.1 Context of Use ................ 75 
10.4.4.2 Document ............................................................... 76 
10.4.4.3 Keyword .............................................................. 76 

10.4.5 eCTD v3.2.2 ................................................................................ 76 
10.4.6 ............................................................................... 76 

11. eCTD v4.0 XML .............. 77 
12. ................................................................................................... 80 

12.1 CoU Keyword................................................................... 80 
12.2 ........................................................................ 80 
12.3 ...................................................................................... 81 

13. ......................................................................................... 82 
14. .......................................................................................................... 82 
15. 1 1 ...................................................................................... 83 

15.1 ..................................................................................................................... 83 
15.2 ................................................................. 83 
15.3 1 ......................................................................................... 83 
15.4 .................................................................... 84 
15.5 

............................................................................................................................ 84 
16. 2 eCTD v4.0 ................... 85 

16.1 ..................................................................................................................... 85 
16.2 ................................................................. 85 
16.3 eCTD v4.0 XML .................................................... 85 

16.3.1 controlActProcess .................................................................... 86 
16.3.2 submissionUnit .............................................................................................. 86 

16.3.2.1 XML .................................................................................. 86 
16.3.3 priorityNumber for contextOfUse ................................................................... 87 

16.3.3.1 XML .................................................................................. 88 
16.3.4 contextOfUse ................................................................................................ 88 

16.3.4.1 XML .................................................................................. 88 
16.3.5 relatedContextOfUse..................................................................................... 90 

16.3.5.1 XML .................................................................................. 91 
16.3.6 documentReference ...................................................................................... 91 

16.3.6.1 XML .................................................................................. 91 
16.3.7 Context of Use keyword ................................................................................ 92 

16.3.7.1 XML .................................................................................. 92 
16.3.8 sequenceNumber .......................................................................................... 93 

16.3.8.1 XML .................................................................................. 93 
16.3.9 submission.................................................................................................... 94 

16.3.9.1 XML .................................................................................. 94 
16.3.10 application..................................................................................................... 95 



Page 7 of 105

16.3.10.1 XML ................................................................................ 95 
16.3.11 applicationReference..................................................................................... 97 

16.3.11.1 XML ................................................................................ 97 
16.3.12 document ...................................................................................................... 99 

16.3.12.1 XML ................................................................................ 99 
16.3.13 keywordDefinition........................................................................................ 101 

16.3.13.1 XML .............................................................................. 101 
16.3.14 categoryEvent ............................................................................................. 103 

16.3.14.1 XML .............................................................................. 103 
16.4 eCTD ................................................................................ 104 



Page 8 of 105

HL7 Version 3 Regulated Product Submission Release 2 Normative
HL7 Version 3

Regulated Product Submission Release 2 Normative Health Level Seven 
International®



Page 9 of 105

eCTD 3 ICH

eCTD v4.0 v1.3 ICH IG

eCTD v4.0 XML

ICH IG ICH IG

UUID Universally Unique Identifier ICH IG

OID Object Identifier ICH IG
JP CV eCTD v4.0

CTD Common Technical Document
ICH

eCTD Electronic Common Technical Document CTD 

eCTD eCTD

eCTD eCTD
eCTD v4.0 XML ICH IG

submissionunit.xml
PMDA

XML XML

XML

7



Page 10 of 105

>>

7 XML

XML 

<, =, “, “, >

XML 

id, code

XML

root, extension

XML

2.16.840.1.113883

7

a)
b)
c)

eCTD

[n..m] n m

* 0

eCTD 



Page 11 of 105

UTF-8 *

a z A Z

0 9

*

$ ' ( ) , + - . / ; : !? [ ] _ # @

JISX0208 JIS JIS

30

-

3.3.1 a) b) c)

-a)

- 3.3.1 a)

-b)

- 3.3.1 b)



Page 12 of 105

-c)

- 3.3.1 c)

eCTD

10.2 eCTD

eCTD

eCTD v4.0 XML

*

*

1) eCTD v4.0 XML ICH CTD

2) eCTD v4.0 XML 1

3) eCTD v4.0 XML

4) eCTD v4.0 XML

eCTD v4.0 XML sha256.txt

eCTD

1)

2) XML

eCTD

PMDA

27 4 27

0427 1

27 4 27



Page 13 of 105

0427001

3 eCTD a) b) c)

a)

13 6 21 899

CTD

eCTD v4.0 XML eCTD

b) a) eCTD v4.0 XML 

eCTD

c) a) CTD eCTD v4.0 XML 

eCTD

a) 1 b) c) 2

1 2

1

1 CTD

2 c) b)

eCTD 10

PMDA

PMDA eCTD

eCTD cover.pdf

"m1/jp" eCTD v4.0 XML 

PMDA PMDA

eCTD

DVD R/RW BD-R/RE

PMDA

eCTD

1. eCTD

2.

3.

4.

5.

6.



Page 14 of 105

7.

8.

9.

eCTD 2

eCTD

PMDA Web https://www.pmda.go.jp/

eCTD eCTD

eCTD

1 1 3

eCTD

eCTD

eCTD

2

eCTD

1 1 13

ICH IG /

Submission v3.2.2 v4.0 eCTD



Page 15 of 105

eCTD

ICH ICH CV

JP CV

eCTD

JP OID 

Listing JP OID Listing eCTD v4.0

eCTD eCTD v4.0 XML

sha256.txt

eCTD v4.0 XML

eCTD v4.0 XML 

ICH IG

eCTD

3 4 5

1

ICH IG

Document

CTD

eCTD



Page 16 of 105

CTD "m1" "m2" "m3" "m4" "m5"

1 15

4 5

ICH IG

"m5" "m5"

"m5"

1 5 ICH IG

eCTD v4.0 XML 

ICH IG

eCTD v4.0 XML

PDF

m5
531-biopharm
532-pkbiomat
533-humanpk
534-pd
535-eff-safe
536-pms
537-listing
54-lit
datasets

[study id/iss/ise]



Page 17 of 105

Microsoft Excel .xlsx

UTF-8

ICH IG

receiver.device.id.item@root OID eCTD

JP OID Listing

receiver.device.id.item@identifierName 128

eCTD v4.0 XML integrityCheck

integrityCheck

integrityCheck

eCTD v4.0 XML

eCTD v4.0 XML

RPS R2

HL7

eCTD v4.0 XML controlActProcess

ICH IG ICH IG

Submission Unit

Submission Unit submissionUnit



Page 18 of 105

submissionUnit ICH IG
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<subject typeCode="SUBJ">
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      <code code="jp_ctd" codeSystem=" 2.16.840.1.113883.3.989.5.1.3.3.1.1.1"/>

   <component>

        … …
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         … …
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       … …
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Priority Number Context of Use

priorityNumber Context of Use

Priority Number

priorityNumber ICH IG

priorityNumber XML

<component>

   <priorityNumber value="1000" updateMode="R"/>

   <contextOfUse>
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   </contextOfUse>

</component>
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code CTD

documentReference 1 Document

Document CTD

contextOfUse ICH IG

contextOfUse XML

<component>

   <priorityNumber value="1000"/>

   <contextOfUse>

      <id root="7c5c61fd-5b88-4018-8323-b21f1a731880"/>

      <code code="ich_3.2.s.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.2"/>



Page 22 of 105
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originalTe
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replacement
Of

[0..*]
relatedContextOfUse
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7.4.5

typeCode [1..1]
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documentReference
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ICH IG
Submission Unit

code.originalText@value 129
statusCode@code "active" "suspended"

statusCode@code "suspended" Context of Use
Priority Number updateMode

contextOfUse statusCode@code "suspended"

replacementOf
derivedFrom contextOfUse
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Context of Use
Context of Use
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b) code@code CTD 5 3

Submission Unit
c)

relatedContextOfUse Context of Use Context of Use

relatedContextOfUse Context of Use

id Context of Use

relatedContextOfUse ICH IG

relatedContextOfUse XML

<replacementOf typeCode="RPLC">

   <relatedContextOfUse>

      <id root="d981c6a9-d57a-43cc-a71b-a8e35a34a39a"/>

   </relatedContextOfUse>

</replacementOf>

relatedContextOfUse
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relatedContext
OfUse
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id [1..1] ICH IG
root [1..1] UUID

:
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a8e35a34a39a"

ICH IG

contextOfUse.statusCode@code "suspended"
priorityNumber@updateMode

Submission Unit
relatedContextOfUse

ICH IG
Submission Unit

id@root Context of Use

id@root Context of Use Submission Unit

id@root Context of Use eCTD

id@root Context of Use eCTD

a)
b)
c)

documentReference Document documentReference

Document contextOfUse code

documentReference ICH IG

<derivedFrom>

   <documentReference>

      <id root="a17b06a2-a040-431d-8e5b-1f678c83af3c"/>

   </documentReference>

</derivedFrom>
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documentReference

documentRefer
ence

[1..1] Context of Use
Document

id [1..1] ICH IG
root [1..1] UUID

:
root="a17b06a2-
a040-431d-8e5b-

1f678c83af3c"

ICH IG

contextOfUse.statusCode@code "active"
priorityNumber updateMode

documentReference
contextOfUse.statusCode@code "suspended"
priorityNumber@updateMode

Submission Unit
documentReference

ICH IG
Submission Unit

id@root Document Submission Unit
*

id@root Document 10.2
eCTD Document

documentReference contextOfUse

* eCTD v4.0 Document

a)
b)
c)

Context of Use Keyword CoU Keyword Context of 

Use CTD CoU Keyword contextOfUse

keyword 2

1) ICH Keyword

ICH Document Type JP Analysis Type

2) ICH Keyword

indication substance group title
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2) Keyword Keyword Definition

Keyword Definition 7.4.18

Keyword

Context of Use group title Keyword Keyword

Keyword group title

Context of Use keyword ICH IG

Context of Use keyword XML

1)

<referencedBy typeCode="REFR">

   <keyword>

      <code code="ich_document_type_65" codeSystem="2.16.840.1.113883.3.989.2.2.1.3.2"/>

   </keyword>

</referencedBy>

<referencedBy typeCode="REFR">

   <keyword>

      <code code="jp_cdisc_single" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.10.1"/>

   </keyword>

</referencedBy>

2)

<referencedBy typeCode="REFR">

   <keyword>

      <code code="MANU001" codeSystem="My list 001"/>

   </keyword>

</referencedBy>

<referencedBy typeCode="REFR">

   <keyword>

      <code code="SUB001" codeSystem="My list 001"/>

   </keyword>

</referencedBy>

<referencedBy typeCode="REFR">

   <keyword>
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      <code code="SDTMDATE" codeSystem="SDTMVer001"/>

   </keyword>

</referencedBy>

2) Keyword Keyword Definition

7.4.18

Context of Use keyword

keyword [1..1] Context of Use

code [1..1] ICH IG
code [1..1]

:
code="ich_route_1

"
code="MANU001"

ICH IG

codeSystem [1..1]

codeSystem="My 
list 001"

ICH IG
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ICH IG
1 CoU 

Keyword
CoU Keyword

CTD
product Keyword

3.2.P
Submission Unit

ICH CV ICH Context of Use JP CV JP Context of 
Use Keyword

Context of Use
11 2) Keyword

ICH CV ICH Context of Use JP CV JP Context of 
Use Keyword
1 Context of Use CoU Keyword

ICH Study Group Order Keyword study 
id_study title Keyword

Context of Use
Keyword

JP Study Data Category
JP Analysis Type
JP Terminology(Tabulation)
JP Terminology(Analysis)

Context of Use JP Study Data 
Category Keyword

Non-CP JP 
Analysis Type Keyword Context of Use

Document text.description

a)
b) JP Study Data Category Keyword

Submission Unit
c) JP Study Data Category Keyword Submission 

Unit

Sequeuce Number sequenceNumber

Submission Unit

Submission Unit

Submission Unit Sequence Number Submission Unit

sequenceNumber ICH IG
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sequenceNumber XML

<componentOf1>

   <sequenceNumber value="1"/ >

   <submission>

   … …

</componentOf1>

sequenceNumber

sequenceNumb
er

[1..1]
Submission Unit

value [1..1]

: value="1"

ICH IG

Sequence 
Number 1 Sequence Number

Sequence Number
Submission Unit submissionUnit.code@code

Submission Unit
1 999999 Sequence 

Number
Sequence Number

a) b) c) Sequence 
Number

Sequence Number 1
Sequence Number 

a) a) Sequence Number 1
submissionunit.xml

submissionunit.xml Sequence 
Number

b) b) Sequence Number 1
b) Sequence Number

1
c) c) Sequence Number 2

c) Sequence Number
2
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Submission submission

Submission eCTD 1 Submission

Submission Submission Unit

Submission eCTD v4.0 XML

submissionUnit submission submissionUnit

Submission submission

eCTD v4.0 XML submission

controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission

submission XML

<componentOf1>

   <sequenceNumber value="1"/ >

   <submission>

      <id>

       <item root="c4550245-fa32-444e-8433-702fbba7a8d4" extension="20160505001"/>

      </id>

   <code code="jp_original" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.5.1"/>

     … …

   </submission>

</componentOf1>

submission

submission [1..1] Submission 
Unit

id [1..1] eCTD

item [1..1] eCTD

root [1..1] UUID

:
root="c4550245-
fa32-444e-8433-
702fbba7a8d4"

Submission UUID
ICH IG
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extension [1..1]

:
extension="201605

05001"

eCTD

code [1..1] eCTD

code [1..1]

:
code="jp_original"

eCTD

JP CV JP Submission

codeSystem [1..1] OID

:
codeSystem="2.16.
840.1.113883.3.989

.5.1.3.3.1.5.1"

JP Submission
OID

subject2 [0..*] review

review
7.4.10

componentO
f

[1..1] application

application
7.4.15

Review Review
subject2 Review

7.4.10
submission

id.item@root
id.item@extension
code@code
code@codeSystem*
* code@codeSystem OID

id.item@root Submission UUID

Submission Unit
id.item@extension eCTD

a) subject2 Submission 
Unit
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b) b) subject2 subject2 b)
Submission Unit

c) subject2 Submission Unit

review 1 subject2

subject2 1 review

review eCTD v4.0 XML

controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review

review XML

<subject2>

<review>

      <id root="c2a664fc-4b41-4425-8631-46b7bf1f58a6"/>

      <statusCode code="active"/>

      <subject1>

         …[ ]…

      </subject1>

      <holder>

         …[ ]…

      </holder>

      <subject2>

         …[ ]…

      </subject2>

   </review>

</subject2>

review

review [1..1]

id [1..1] review
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root [1..1] UUID

:
root="c2a664fc-
4b41-4425-8631-

46b7bf1f58a6"

Review UUID ICH 
IG

statusCode [1..1]

code [1..1]

:
code="active"

code="suspended"

eCTD

Review
"suspended"

"active"
subject1 [0..1]

manufacturedProduct

manufacturedProduct
7.4.11

holder [0..1] applicant

applicant
7.4.13

subject2 [0..*]
productCategory

productCategory
7.4.14

statusCode@code "active"

stautsCode@code "suspended"
Submission Unit

subject1
holder
subject2

subject2
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Submission Unit
review

statusCode@code "active"
review.statusCode@code "active" "suspended"

review statusCode@code "suspended"
statusCode@code "active" review

id@root Review UUID
review

Review id@root
review
Review Review

a)
b) b) review review b)

Submission Unit
c)

manufacturedProduct 1 review 1

manufacturedProduct manufacturedProduct

manufacturedProduct manufacturedProduct

manufacturedProduct.manufacturedProduct

manufacturedProduct eCTD v4.0 XML

controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review >> subject1 >>manufacturedProduct

manufacturedProduct XML

<subject1>

   <manufacturedProduct>

      <manufacturedProduct>

         <name>

            <part value=" 10mg"/>

         </name>

         <ingredient classCode="INGR">

            …[ ]…

         </ingredient>
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      </manufacturedProduct>

   </manufacturedProduct>

</subject1>

manufacturedProduct

manufacturedPr
oduct

[1..1]

manufacture
dProduct

[1..1]

name [1..1]

part [1..1]

value [1..1]

: value="

10mg"
ingredient [1..*]

ingredientSubstance

ingredientSubstance
7.4.12

classCode [1..1]

classCode="INGR
"

ingredient

ingredient

part@value
Submission Unit

part@value 241
a)
b) b) manufacturedProduct

manufacturedProduct b) Submission Unit

c)

ingredientSubstance 1 ingredient 1

ingredientSubstance
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ingredientSubstance eCTD v4.0 XML

controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review >> subject1 >> manufacturedProduct >> manufacturedProduct >>

ingredient >> ingredientSubstance

ingredientSubstance XML

<ingredient classCode="INGR">

   <ingredientSubstance>

      <name>

         <part value=" " code="jp_jan" codeSystem="

2.16.840.1.113883.3.989.5.1.3.3.1.7.1"/>

      </name>

   </ingredientSubstance>

</ingredient>

ingredientSubstance

ingredientSubst
ance

[1..1]

name [1..1]

part [1..1]

value [1..1]

: value="
"

code [1..1]

: code="jp_jan"
JP CV

JP Substance Name 
Type

codeSystem [1..1] OID

:
code="2.16.840.1.
113883.3.989.5.1.3.

3.1.7.1"

JP Substance Name 
Type
OID
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part@value

Submission Unit
part@value 241

a)
b) b) ingredientSubstance

ingredientSubstance b) Submission Unit

c)

applicant review 1 applicant

applicant eCTD v4.0 XML

controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review >> holder >> applicant

applicant XML

<holder>

   <applicant>

      <sponsorOrganization>

         <name>

            <part value="PMDA "/>

         </name>

      </sponsorOrganization>

   </applicant>

</holder>

applicant

applicant [1..1]

sponsorOrga
nization

[1..1]

name [1..1]
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part [1..1]

value [1..1]

: value="PMDA
"

part@value
Submission Unit

part@value 241
a)
b) b) applicant applicant b)

Submission Unit
c)

productCategory review 1 subject2

subject2 productCategory 1 productCategory

1

subject2

productCategory eCTD v4.0 XML

controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

subject2 >> review >> subject2 >> productCategory

productCategory XML

<subject2>

<productCategory>

<code code="jp_1_1" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.6.1"/>

</productCategory>

</subject2>

productCategory

productCategor
y

[1..1]
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code [1..1]

code [1..1]

: code="jp_1_1" JP CV JP 
Product Category

codeSystem [1..1] OID

:
codeSystem="2.16.
840.1.113883.3.989

.5.1.3.3.1.6.1"

JP Product Category
OID

code@code

a)
b) b) productCategory productCategory

b) Submission Unit
c)

Application application

1 submission 1

application

application eCTD v4.0 XML

controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >> 

componentOf >> application

application XML

<componentOf>

   <application>

      <id>

         <item root="492462f7-81bf-46e0-9b59-b677a86c88a4" extension="sender-specified 

value"/>

      </id>

      <code code="jp_nda" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.8.1"/>

      <reference>

      …[ ]…
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      </reference>

      <component>

      …[ ]…

      </component>

      <referencedBy>

      …[ ]…

      </referencedBy>

   </application>

</componentOf>

application

application [1..1]
SubmissionUnit

Application

id [1..1] eCTD

item [1..1] eCTD

root [1..1] UUID

:
root="492462f7-
81bf-46e0-9b59-
b677a86c88a4"

Application UUID
ICH IG

extension [0..1]

:
extension="sender-

specified value"
code [1..1] eCTD

code [1..1]

: code="jp_nda"

eCTD

JP CV JP Application

codeSystem [1..1] OID

:
codeSystem="2.16.
840.1.113883.3.989

.5.1.3.3.1.8.1"

JP Application
OID
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reference [0..*]
applicationReference

applicationReference
7.4.16

component [0..*] document

document
7.4.17

referencedBy [0..*]
keywordDefinition

keywordDefinition
7.4.18

reference
Submission Unit

7.4.16
Submission Unit Document

Document component Document
7.4.17

Keyword Definition
Keyword Definition referencedBy Keyword 
Definition 7.4.18

application

id.item@root
code@code
code@codeSystem*
* code@codeSystem OID

id.item@root Application UUID

id.item@extension
eCTD v4.0 XML

2.5

Submission Unit
id.item@extension 129

a)
b)
c)
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applicationReference

eCTD

v3.2.2 v4.0 eCTD v4.0

applicationReference eCTD v3.2.2 eCTD

eCTD applicationReference

1 application 1 applicationReference

eCTD eCTD

applicationReference

applicationReference eCTD v4.0 XML

controlActProcess >> subject >> submissionUnit >> componentOf1 >> submission >>

componentOf >> application >> reference >> applicationReference

applicationReference XML

<reference>

   <applicationReference>

      <id root="20160103001"/>

      <reasonCode>

         <item code="jp_pca" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.9.1"/>

      </reasonCode>

   </applicationReference>

<reference>

applicationReference

applicationRefe
rence

[1..1]

id [1..1]

root [1..1]

:
root="2016010300

1"

eCTD

reasonCode [1..1]

item [1..*]



Page 44 of 105

code [1..1]

: code="jp_pca"

applicationReference.id@
root

JP CV
JP Application 

Reference Reason

codeSystem [1..1] OID

:
codeSystem="2.16.
840.1.113883.3.989

.5.1.3.3.1.9.1"

JP Application 
Reference Reason

OID

1 1 applicationReference
reasonCode.item

Submission Unit
2

Submission Unit
id@root eCTD Submission Unit

id@root eCTD

id@root eCTD

id@root applicationReference 1
Submission Unit

reasonCode.item@code reasonCode.item@codeSystem*
reasonCode.item 1

applicationReference
* reasonCode.item@codeSystem OID

reasonCode.item@code
reasonCode.item@codeSystem

applicationReference id@root
eCTD

a)
b)
c)

Document Document document

1 Submission Unit 0 document

1 component component

1 document
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document ICH IG

document XML

<component>

   <document>

      <id root="8505a8b2-7035-47cf-81ec-e8176e1d87be"/>

      <title value=" "/>

      <text integrityCheckAlgorithm="SHA256">

         <reference value="m3/32-prod/manuf-process-and-controls.pdf"/>

         <integrityCheck>c0d5623550c997a70b62717d95fca1cada201754d1ed9fbbbbfa97bfd64c

8ea4</integrityCheck>

      </text>

   </document>

</component>

document

document [1..1]

id [1..1] ICH IG
root [1..1] UUID

:
root="8505a8b2-
7035-47cf-81ec-
e8176e1d87be"

ICH IG

title [1..1] ICH IG
value [1..1]

:
value=" "

ICH IG

updateMod
e

[0..1]

updateMode="R"

Document
"R"

text [0..1] ICH IG
integrityCh
eckAlgorith

m

[1..1]

integrityCheckAlgo
rithm="SHA256"

ICH IG
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charset [0..1]

:
charset="jp_utf8"

Document

SAS 
XPORT .xpt

JP CV JP Japanese 
Character Code

reference [1..1] ICH IG
value [1..1]

:
value="../m3/32-

bodydata/32s-
drugsub/32s1-
geninfo.pdf"

submissionunit.xml

integrityC
heck

[1..1]

:
<integrityCheck>c
0d5623550c997a70
b62717d95fca1cad
a201754d1ed9fbbb

bfa97bfd64c
8ea4<integrityChe

ck/>

ICH IG

thumbnai
l

[0..1] ICH IG

value [1..1]

:
value="26145c7a-
3dc7-404d-91c1-

6e0e5c71f8f6"

ICH IG

descriptio
n

[0..1] ICH IG

value [1..1]

:
value="PK

ADaM "

Document
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Document text
Document title@value

title@updateMode
title@updateMode text
Submission Unit

ICH IG Submission Unit

text@language
text@mediaType
text@updateMode

ICH IG
Submission Unit

title@value 129
description@value 101
thumnail@value 129

docment title@updateMode
title@updateMode title@value

title@updateMode id@root
Document id@root

Submission Unit Context of Use
document
reference@value

integrityCheck

SAS XPORT .xpt document
text@charset

Non-CP JP
Analysis Type Keyword Context of Use

document text.description

document.text.thumbnail@value
2.5

Document UUID

a)
b) Submission Unit

reference@value

c) Submission Unit
reference@value
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Keyword Definition Keyword contextOfUse Keyword

keyword

2

(1) ICH

(2)

(1) Keyword Context of Use Keyword Definition

(2) Keyword Context of Use

Keyword Definition

keywordDefinition ICH IG

keywordDefinition XML

<referencedBy>

   <keywordDefinition>

      <code code="ich_keyword_type_3" codeSystem="2.16.840.1.113883.3.989.2.2.1.5.2"/>

      <statusCode code="active"/>

      <value>

         <item code="MANU001" codeSystem="My list 001">

            <displayName value="Big Manufacturer"/>

         </item>

      </value>

   </keywordDefinition>

</referencedBy>

<referencedBy>

   <keywordDefinition>

      <code code="jp_keyword_type_2" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.12.1"/>

      <statusCode code="active"/>

      <value>

         <item code="SDTMDATE" codeSystem="SDTMVer001">

            <displayName value="2017-01-01"/>

         </item>

      </value>

   </keywordDefinition>

</referencedBy>
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keywordDefinition

keywordDefiniti
on

[1..1] Keyword

code [1..1] ICH IG
code [1..1]

:
code="ich_keywor

d_type_1"

ICH IG ICH 
CV ICH Keyword 
Definition Type JP 
CV JP Keyword 
Definition Type

codeSystem [1..1] OID

:
codeSystem="2.16.
840.1.113883.3.989

.2.2.1.5.2"

ICH IG ICH 
CV ICH Keyword 
Definition Type OID

JP CV JP Keyword 
Definition Type OID

statusCode [1..1] ICH IG
code [1..1]

code="active"

ICH IG

value [1..1] ICH IG
item [1..1] ICH IG

code [1..1]

:
code="MANU001"

ICH IG

codeSystem [1..1]

:
codeSystem="My 

list 001"

ICH IG

display
Name

[1..1] ICH IG

value [1..1]

: value="Big 
Manufacturer"

ICH IG

Keyword

updateMod
e

[0..1]

updateMode="R"

ICH IG
Keyword

"R"

Keyword Definition displayName@value

displayName@updateMode
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ICH IG
Submission Unit

value.item@code 129
value.item@codeSystem 257
displayName@value 129

keywordDefinition displayName@updateMode

displayName@updateMode
displayName@value

value.item@code value.item@codeSsytem
Keyword Definition

displayName@updateMode
a)
b) b) Keyword Keyword Definition b)

displayName@updateMode Submission Unit
c) c) Keyword Keyword Definition b)

b) Keyword c) Keyword 
Definition b)
displayName@updateMode Submission Unit

categoryEvent Submission Unit

3.3.1 a) b) c) 1

Submission Unit 1 categoryEvent

categoryEvent eCTD v4.0 XML

controlActProcess >> subject >> submissionUnit >> componentOf2 >> categoryEvent

categoryEvent XML

<componentOf2>

   <categoryEvent>

      <code code="jp_initial" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.2.1"/>

      <component>

         <categoryEvent>

            <code code="jp_initial_a" codeSystem="2.16.840.1.113883.3.989.5.1.3.3.1.3.1"/>

         </categoryEvent>

      </component>

   </categoryEvent>
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</componentOf2>

categoryEvent

categoryEvent [1..1] Submission 
Unit

code [1..1] Submission 
Unit

code [1..1]

:
code="jp_initial"

Submission Unit

JP CV JP Category 
Event

codeSystem [1..1] OID

:
codeSystem="2.16.
840.1.113883.3.989

.5.1.3.3.1.2.1"

JP Category Event
OID

component [0..1]
Submission Unit

categoryE
vent

[1..1]
Submission Unit

code [1..1]
Submission Unit

code [1..1]

:
code="jp_initial_a

"

Submission Unit

JP CV JP Initial
Submission Type

codeSystem [1..1] OID

:
codeSystem="2.16.
840.1.113883.3.989

.5.1.3.3.1.3.1"

JP Initial Submission 
Type
OID

3.3.1 a) b) c)
component

component
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componentOf2.categoryEvent.code@code
1 eCTD

3.3.1 2
componenOf2.categoryEvent.code@code

a) Submission Unit a)
component.categoryEvent.code@code a)

b) Submission Unit b)
component.categoryEvent.code@code b)

c) Submission Unit c)
component.categoryEvent.code@code c)

eCTD v4.0 Document

Document ICH IG Document

Document ICH IG 1)

2)

1) Document Submission Unit Document

documentReference Submission Unit 10.2

2)

1. Document Submission Unit Document

documentReference Submission Unit

2.

Document

Document Document

documentReference eCTD v4.0

Document

eCTD v4.0

ICH IG
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ICH IG

Submission Unit document

Submission Unit

eCTD v4.0 XML group title Keyword

CTD group title displayName@value

group title group title

group title Context of Use CTD Context of Use

Document

group title Keyword

group title Keyword Context of Use

Keyword group title

eCTD

eCTD

"1" "2" CTD 1 5

"m1" "m2" "m3" "m4" "m5"

eCTD v4.0 eCTD v4.0 XML

eCTD

10.4

CTD
CTD
CTD

group title 
Document 
Document 
Document 
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eCTD v4.0 2

eCTD

eCTD v4.0 eCTD v4.0

1 4 82 3 5 6 7
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eCTD eCTD

eCTD

2 3 eCTD

4

5 3

CTD 1 13

Document Context of Use eCTD UUID

eCTD

2 eCTD
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3 eCTD

2 3

3

eCTD

4 5

eCTD 2 3

eCTD eCTD Context of Use

Submission Unit

2 eCTD

eCTD 1 Context of Use 2 eCTD

4 Context of 

Use

5 7 Context of Use

eCTD 16

5

eCTD v4.0 XML (submissionunit.xml)

sha256.txt

*

* 3.3.1 2

b) c) b) c)

CTD

3.3.1 1 a) 2

b) c) eCTD v4.0 XML

7

3.3.1 1

1) submissionUnit categoryEvent
<submissionUnit>
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<id root="A"/>
<code code="B" codeSystem="C"/>

------- Context of Use Submission 2) 3)
-------

<componentOf2>
<categoryEvent>

<code code="D" codeSystem="E"/>
<component>

<categoryEvent>
<code code="F" codeSystem="G"/>

</categoryEvent>
</component>

</categoryEvent>
</componentOf2>

</submissionUnit>
A: Submission Unit UUID
B: Submission Unit JP CV JP Submission Unit

C: Submission Unit B: OID
D: Submission Unit JP

CV JP Category Event
E: Category Event D: OID
F: Submission Unit 3.3.1 a) JP CV JP 

Initial Submission Type
G: Category Event F: OID

2) contextOfUse
<component>

<priorityNumber value="H"/>
<contextOfUse>

<id root="I"/>
<code code="J" codeSystem="K"/>
<statusCode code="L"/>
<derivedFrom>

<documentReference>
<id root="M"/>

</documentReference>
</derivedFrom>
<referencedBy typeCode="N">

<keyword>
<code code="O" codeSystem="P"/>

</keyword>
</referencedBy>

------- Keyword referencedBy -------

</contextOfUse>
</component>

------- Context of Use component -------
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H:

I: Context of Use UUID
J: Context of Use Document CTD ICH 

CV ICH Context of Use JP CV JP Context of Use
K: Context of Use J: OID
L: Context of Use
M: Context of Use Document id@root
N: referencedBy "REFR"
O: Context of Use Keyword
P: Context of Use Keyword OID Keyword

Definition

3) submission
<componentOf1>

<sequenceNumber value="Q"/>
<submission>

<id>
<item root="R" extension="S"/>

</id>
<code code="T" codeSystem="U"/>
<subject2>

<review>
<id root="V"/>
<statusCode code="W"/>
<subject1>

<manufacturedProduct>
<manufacturedProduct>

<name>
<part value="X"/>

</name>
<ingredient classCode="Y">

<ingredientSubstance>
<name>
   <part value="Z" code="AA" codeSystem="AB"/>
</name>

</ingredientSubstance>
</ingredient>

------- Ingredient Substance ingredient -------

</manufacturedProduct>
</manufacturedProduct>

</subject1>
<holder>

<applicant>
<sponsorOrganization>

<name>
<part value="AC"/>

</name>
</sponsorOrganization>

</applicant>
</holder>
<subject2>

<productCategory>
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<code code="AD" codeSystem="AE"/>
</productCategory>

</subject2>
</review>

------- Review subject2 -------

</subject2>

------- Application 4) -------

</submission>
</componentOf1>
Q: Submission Unit "1"
R: Submission Unit Submission UUID
S: eCTD
T: Submission JP CV 

"JP Submission"
U: Submission T: OID
V: Review UUID
W: Review "active"
X:
Y: ingredient "INGR"
Z:
AA: JP CV JP Substance Name Type

AB: Substance Name Type AA: OID
AC:
AD: JP CV JP Product Category
AE: Product Category AD: OID

4) application
<componentOf>

<application>
<id>

<item root="AF" extension="AG"/>
</id>
<code code="AH" codeSystem="AI"/>
<reference>

<applicationReference>
<id root="AJ"/>
<reasonCode>

<item code="AK" codeSystem="AL"/>
</reasonCode>

</applicationReference>
</reference>

------- Application Reference reference
-------

------- document keywordDefinition 5) 6)
-------
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</application>
</componentOf>
AF: Application UUID
AG:
AH: Application JP CV JP 

Application
AI: Application AH: OID
AJ: Application Application eCTD
AK: AJ: JP CV JP 

Application Reference Reason
AL: AK: OID

5) document
<component>

<document>
<id root="AM"/>
<text integrityCheckAlgorithm="AN">

<reference value="AO"/>
<integrityCheck>AP</integrityCheck>

</text>
</document>

</component>

------- Document component -------

AM: Document UUID
AN: Document "SHA256"

AO: Document submissionunit.xml

AP: Document sha256

6) keywordDefinition
<referencedBy>

<keywordDefinition>
<code code="AQ" codeSystem="AR"/>
<statusCode code="AS"/>
<value>

<item code="AT" codeSystem="AU">
<displayName value="AV"/>

</item>
</value>

</keywordDefinition>
</referencedBy>

------- keywordDefinition referencedBy -------

AQ: Keyword Definition Keyword
ICH CV ICH Keyword Definition Type JP CV JP 

Keyword Definition Type
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AR: Keyword Definition Keyword AQ:
OID

AS: Keyword Definition "active"
AT: Keyword Definition Keyword

AU: Keyword Definition Keyword
AT:

OID

AV: Keyword Definition Keyword

3.3.1 2

3.3.1 2 eCTD b)

1) submissionUnit categoryEvent
<submissionUnit>

<id root="AW"/>
<code code="AX" codeSystem="AY"/>

------- contextOfUse submission 2) 3) -------

<componentOf2>
<categoryEvent>

<code code="AZ" codeSystem="BA"/>
<component>

<categoryEvent>
<code code="BB" codeSystem="BC"/>

</categoryEvent>
</component>

</categoryEvent>
</componentOf2>

</submissionUnit>
AW: Submission Unit UUID
AX: Submission Unit JP CV JP Submission Unit

AY: Submission Unit AX: OID
AZ: Submission Unit JP

CV JP Category Event
BA: Category Event AZ: OID
BB: Submission Unit 3.3.1 b) JP CV JP 

Initial Submission Type
BC: Category Event BB: OID

2) contextOfUse
<component>

<priorityNumber value="BD"/>
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<contextOfUse>
<id root="BE"/>
<code code="BF" codeSystem="BG"/>
<statusCode code="BH"/>
<derivedFrom>

<documentReference>
<id root="BI"/>

</documentReference>
</derivedFrom>
<referencedBy typeCode="BJ">

<keyword>
<code code="BK" codeSystem="BL"/>

</keyword>
</referencedBy>

------- Keyword referencedBy -------

</contextOfUse>
</component>

------- Context of Use component -------

BD:

BE: Context of Use UUID
BF: Context of Use Document CTD ICH CV 

ICH Context of Use JP CV JP Context of Use
BG: Context of Use BF: OID
BH: Context of Use
BI: Context of Use Document id@root
BJ: referencedBy "REFR"
BK: Context of Use Keyword
BL: Context of Use Keyword OID Keyword 

Definition

3) submission
<componentOf1>

<sequenceNumber value="BM"/>
<submission>

<id>
<item root="BN" extension="BO"/>

</id>
<code code="BP" codeSystem="BQ"/>

------- application 4) -------

</submission>
</componentOf1>
BM: Submission Unit "1"
BN: Submission UUID
BO: eCTD
BP: Submission JP CV "JP 

Submission"
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BQ: Submission BP: OID

4) application
<componentOf>

<application>
<id>

<item root="BR" extension="BS"/>
</id>
<code code="BT" codeSystem="BU"/>

------- document keywordDefinition 5) 6)
-------

</application>
</componentOf>
BR: Application UUID
BS:
BT: Application JP CV JP Application

BU: Application BT: OID

5) document
<component>

<document>
<id root="BV"/>
<text integrityCheckAlgorithm="BW">

<reference value="BX"/>
<integrityCheck>BY</integrityCheck>

</text>
</document>

</component>

------- Document component -------

BV: Document UUID
BW: Document "SHA256"

BX: Document submissionunit.xml

BY: Document sha256

6) keywordDefinition
<referencedBy>

<keywordDefinition>
<code code="BZ" codeSystem="CA"/>
<statusCode code="CB"/>
<value>

<item code="CC" codeSystem="CD">
<displayName value="CE"/>

</item>
</value>
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</keywordDefinition>
</referencedBy>

------- keywordDefinition referencedBy -------

BZ: Keyword Definition Keyword
ICH CV ICH Keyword Definition Type JP CV JP Keyword 

Definition Type
CA: Keyword Definition Keyword BZ:

OID
CB: Keyword Definition "active"
CC: Keyword Definition Keyword

CD: Keyword Definition Keyword
CC:

OID
CE: Keyword Definition Keyword

3.3.1 2 eCTD c)

10.3.3.1 a) 2 10.3.3.1

F: Submission Unit 4.3 c) JP CV JP 
Initial Submission Type
Q: Submission Unit "2"

5

eCTD

eCTD v4.0 XML (submissionunit.xml)

sha256.txt

eCTD 3.3.1 a)

ICH IG eCTD v4.0 XML
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eCTD v4.0 XML

7

1) submissionUnit categoryEvent
<submissionUnit>

<id root="CF"/>
<code code="CG" codeSystem="CH"/>

------- contextOfUse submission 2) 3) -------
<componentOf2>

<categoryEvent>
<code code="CI" codeSystem="CJ"/>

</categoryEvent>
</componentOf2>

</submissionUnit>
CF: Submission Unit UUID Submission Unit UUID

Submission Unit
CG: Submission Unit JP CV JP Submission Unit

CH: Submission Unit CG: OID
CI: Submission Unit JP CV 

JP Category Event
CJ: Category Event CI: OID

2) contextOfUse

Context of Use

10.3.3.1 2)

Context of Use CoU Keyword

Document

Document Context of Use

Context of Use Context of Use Document

Document

Context of Use

<component>
<priorityNumber value="CK"/>
<contextOfUse>

<id root="CL"/>
<statusCode code="CM"/>

</contextOfUse>
</component>
CK:

Context of Use Priority Number

Context of Use Priority Number Submission Unit
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CL: Context of Use UUID
CM: Context of Use Context of Use "suspended"

Context of Use

4

(1)

(2)

(3)

(4)

(1)
<component>

<priorityNumber value="CN"/>
<contextOfUse>

<id root="CO"/>
<code code="CP" codeSystem="CQ"/>
<statusCode code="CR"/>
<replacementOf typeCode="CS">

<relatedContextOfUse>
<id root="CT"/>

</relatedContextOfUse>
</replacementOf>
<derivedFrom>

<documentReference>
<id root="CU"/>

</documentReference>
</derivedFrom>

------- Context of Use Keyword Keyword
Keyword 10.3.3

Context of Use Keyword
-------

</contextOfUse>
</component>
CN:

Context of Use Priority Number
Context of Use

Context of Use Priority Number
Priority Number priorityNumber@updateMode

CO: Context of Use UUID
CP: Context of Use Document CTD

ICH CV ICH Context of Use JP CV JP Context of Use
Context of Use

CQ: Context of Use CP: OID
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Context of Use OID

CR: Context of Use "active"
CS: replacementOf "RPLC"
CT: Context of Use UUID
CU: CoU Document id@root

(2)
<component>

<priorityNumber value="CV"/>
<contextOfUse>

<id root="CW"/>
<code code="CX" codeSystem="CY"/>
<statusCode code="CZ"/>
<replacementOf typeCode="DA">

<relatedContextOfUse>
<id root="DB"/>

</relatedContextOfUse>
</replacementOf>
<derivedFrom>

<documentReference>
<id root="DC"/>

</documentReference>
</derivedFrom>

------- Context of Use Keyword Keyword
Keyword 10.3.3

Context of Use Keyword
-------

</contextOfUse>
</component>
<component>

<priorityNumber value="DD"/>
<contextOfUse>

<id root="DE"/>
<code code="DF" codeSystem="DG"/>
<statusCode code="DH"/>
<replacementOf typeCode="DI">

<relatedContextOfUse>
<id root="DJ"/>

</relatedContextOfUse>
</replacementOf>
<derivedFrom>

<documentReference>
<id root="DK"/>

</documentReference>
</derivedFrom>

------- Context of Use Keyword Keyword
Keyword 10.3.3

Context of Use Keyword
-------
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</contextOfUse>
</component>

------- 2 Congtext of Use 1 Context of Use
Context of Use Context of Use

Context of Use component -------

CV:
Context of Use Priority Number

Context of Use
Context of Use Priority Number

Priority Number priorityNumber@updateMode
Context of Use 1 Context of Use

Context of Use 1 Context of Use Priority 
Number

CW: Context of Use UUID
CX: Context of Use Document CTD

ICH CV ICH Context of Use JP CV JP Context of Use
Context of Use

CY: Context of Use CP: OID
Context of Use OID

CZ: Context of Use "active"
DA: replacementOf "RPLC"
DB: Context of Use UUID Context of Use Context of Use

Context of Use DB:
DJ:

DC: CoU Document id@root
DD: CV:
DE: CW:
DF: CX:
DG: CY:
DH: CZ:
DI: DA:
DJ: DB:
DK: DC:

(3) 1
<component>

<priorityNumber value="DL"/>
<contextOfUse>

<id root="DM"/>
<code code="DN" codeSystem="DO"/>
<statusCode code="DP"/>
<replacementOf typeCode="DQ">

<relatedContextOfUse>
<id root="DR"/>

</relatedContextOfUse>
</replacementOf>
<replacementOf typeCode="DS">

<relatedContextOfUse>
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<id root="DT"/>
</relatedContextOfUse>

</replacementOf>
<replacementOf typeCode="DU">

<relatedContextOfUse>
<id root="DV"/>

</relatedContextOfUse>
</replacementOf>
<derivedFrom>

<documentReference>
<id root="DW"/>

</documentReference>
</derivedFrom>

------- Context of Use Keyword Keyword
Keyword 10.3.3

Context of Use Keyword
-------

</contextOfUse>
</component>

DL:
Context of Use Priority Number

Context of Use
Context of Use Priority Number

Priority Number priorityNumber@updateMode

DM: Context of Use UUID
DN: Context of Use Document CTD

ICH CV ICH Context of Use JP CV JP Context of Use
Context of Use

DO: Context of Use DN: OID
Context of Use OID

DP: Context of Use "active"
DQ: replacementOf "RPLC"
DR: Context of Use UUID Context of Use

Context of Use replacementOf
DS: DQ:
DT: DR:
DU: DQ:
DV: DR:
DW: CoU Document id@root

(4)
<component>

<priorityNumber value="DX"/>
<contextOfUse>

<id root="DY"/>
<code code="DZ" codeSystem="EA"/>
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<statusCode code="EB"/>
<replacementOf typeCode="EC">

<relatedContextOfUse>
<id root="ED"/>

</relatedContextOfUse>
</replacementOf>
<replacementOf typeCode="EE">

<relatedContextOfUse>
<id root="EF"/>

</relatedContextOfUse>
</replacementOf>
<derivedFrom>

<documentReference>
<id root="EG"/>

</documentReference>
</derivedFrom>

------- Context of Use Keyword Keyword
Keyword 10.3.3

Context of Use Keyword
-------

</contextOfUse>
</component>
<component>

<priorityNumber value="EH"/>
<contextOfUse>

<id root="EI"/>
<code code="EJ" codeSystem="EK"/>
<statusCode code="EL"/>
<replacementOf typeCode="EM">

<relatedContextOfUse>
<id root="EN"/>

</relatedContextOfUse>
</replacementOf>
<replacementOf typeCode="EO">

<relatedContextOfUse>
<id root="EP"/>

</relatedContextOfUse>
</replacementOf>
<derivedFrom>

<documentReference>
<id root="EQ"/>

</documentReference>
</derivedFrom>

------- Context of Use Keyword Keyword
Keyword 10.3.3

Context of Use Keyword
-------

</contextOfUse>
</component>
DX:

Context of Use Priority Number
Context of Use
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Context of Use Priority Number
Priority Number priorityNumber@updateMode

DY: Context of Use UUID
DZ: Context of Use Document CTD

ICH CV ICH Context of Use JP CV JP Context of Use
Context of Use

EA: Context of Use DZ: OID
Context of Use OID

EB: Context of Use "active"
EC: replacementOf "RPLC"
ED: Context of Use UUID Context of Use

Context of Use replacementOf
EE: EB:
EF: ED:
EG: CoU Document id@root
EH: DX:
EI: DY:
EJ: DZ:
EK: EA:
EL: EC:
EM: EC:
EN: ED:
EO: EC:
EP: ED:
EQ: EG:

Context of Use

Context of Use Context of Use

Context of Use

Submission Unit

3) submission

submission

<componentOf1>
<sequenceNumber value="ER"/>
<submission>

<id>
<item root="ES" extension="ET"/>

</id>
<code code="EU" codeSystem="EV"/>

------- Application 4) -------
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</submission>
</componentOf1>
ER: Submission Unit Submission Unit

sequenceNumber@value 1
ES: Submission Unit Submission UUID submission.id.item@root

ET: eCTD eCTD
EU: Submission JP CV JP 

Submission code@code

EV: Submission EU: OID
code@codeSystem

submission
<componentOf1>

<sequenceNumber value="EW"/>
<submission>

<id>
<item root="EX" extension="EY"/>

</id>
<code code="EZ" codeSystem="FA"/>
<subject2>

<review>
<id root="FB"/>
<statusCode code="FC"/>

</review>
</subject2>

------- Review statusCode "active"
-------

------- Review -------

</submission>
</componentOf1>
EW: Submission Unit Submission Unit

sequenceNumber@value 1
EX: Submission Unit Submission UUID

submission.id.item@root
EY: eCTD eCTD
EZ: Submission JP CV "JP 

Submission" code@code

FA: Submission EZ: OID
code@codeSystem

FB: Review UUID
FC: Review Review "active"

eCTD

submission
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eCTD

eCTD

eCTD
<componentOf1>

<sequenceNumber value="FD"/>
<submission>

<id>
<item root="FE" extension="FF"/>

</id>
<code code="FG" codeSystem="FH"/>
<subject2>

<review>
<id root="FI"/>
<statusCode code="FJ"/>

</review>
</subject2>

------- subject2 Review
statusCode "suspended" -------

------- Review -------

</submission>
</componentOf1>
FD: Submission Unit Submission Unit

sequenceNumber@value 1
FE: Submission Unit Submission UUID

submission.id.item@root
FF: eCTD eCTD
FG: Submission JP CV "JP 

Submission" code@code

FH: Submission FG: OID
code@codeSystem

FI: Review UUID
FJ: Review Review "suspended"

submission
<componentOf1>

<sequenceNumber value="FK"/>
<submission>

<id>
<item root="FL" extension="FM"/>

</id>
<code code="FN" codeSystem="FO"/>
<subject2>

<review>
<id root="FP"/>
<statusCode code="FQ"/>
<subject1>
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------- subject1
subject1

updateMode -------

</subject1>
</review>

</subject2>

------- Review
-------

------- Review -------

</submission>
</componentOf1>
FK: Submission Unit Submission Unit

sequenceNumber@value 1
FL: Submission Unit Submission UUID submission.id.item@root

FM: eCTD eCTD
FN: Submission JP CV "JP 

Submission" code@code

FO: Submission FN: OID
code@codeSystem

FP: Review UUID
FQ: Review Review "active"

4) application
<componentOf>

<application>
<id>

<item root="FR" extension="FS"/>
</id>
<code code="FT" codeSystem="FU"/>
<reference>

<applicationReference>
<id root="FV"/>
<reasonCode>

<item code="FW" codeSystem="FX"/>
</reasonCode>

</applicationReference>
</reference>

------- Application Reference reference
-------

------- document keywordDefinition 5) 6)
-------

</application>
</componentOf>
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FR: Application UUID
FS:
FT: Application JP CV JP Application

code@code
FU: Application FT: OID

code@codeSystem
FV: Application eCTD
FW: FV: JP CV JP Application 

Reference Reason
FX: FW: OID

5) document

Document

10.3.3

Document eCTD

10.4.4.2

6) keywordDefinition

Keyword Definition

10.3.3

Keyword Definition displayName@value

eCTD

10.4.4.3

1) Context of Use

2) Document

3) Keyword

eCTD

Context of Use priorityNumber@value

eCTD

Context of Use ICH IG
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document.title@value Document

eCTD Document

ICH IG Document

document.id@root Submission Unit Submission Unit

Submission Unit

document.id@root Document

Document

Document

Keyword Definition displayName@value Keyword

eCTD

Keyword ICH IG Keyword

Submission Unit

Submission Unit Keyword

Keyword Definition Keyword

eCTD v3.2.2 eCTD v4.0

eCTD

v3.2.2 leaf ID v4.0

UUID 1 Context of Use Review Document code codeSystem

1 Keyword Definition Submission Unit

1 Context of Use contextOfUse

contextOfUse Submission Unit
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NG

<component>

   <priorityNumber value="1000"/>

   <contextOfUse>

      <id root= "7c5c61fd-5b88-4018-8323-b21f1a731880" />

      <statusCode code="suspended"/>

   </contextOfUse>

</component>

<component>

   <priorityNumber value="2000" updateMode="R"/>

   <contextOfUse>

      <id root= "7c5c61fd-5b88-4018-8323-b21f1a731880" />

      <statusCode code="active"/>

   </contextOfUse>

</component>

eCTD v4.0 XML

7 eCTD v4.0 XML

eCTD v4.0 XML

eCTD v4.0 XML

1) Context of Use study id_study title Keyword

study id ID

2) Context of Use CoU Keyword

JP Study Data Category

JP Analysis Type

SDTM JP Terminology(Tabulation)

ADaM JP Terminology(Analysis)

contextOfUse

contextOfUse
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3) Document /

/

document.text.description@

value

SAS XPORT .xpt document.text@charset JP CV JP Japanese 

Character Code

4) Context of Use ICH Document Type Keyword

Context of 

Use Context of Use ICH Document

Type Keyword

5) Context of Use

Context of Use

5)-1 study id_study title Keyword code@code code@codeSystem

5)-2 Context of Use

Context of Use 1 *1

Context of Use code@code code@codeSystem *2

CoU Keyword code@code code@codeSystem

ICH Study Group Order*2

indication

*1

CTD

Context of Use

Context of Use

*2 Context of Use ICH Study Group Order Keyword code@codeSystem

OID

3.3.1 2 eCTD b)

Context of Use eCTD

c) 5)-1, 5)-2

10.2 eCTD Context of Use

Context of Use eCTD
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6) ID*

ID

ID

1 ID ID

ID

* Context of Use study id_study title Keyword

study id ID

7)

"m5/datasets"

eCTD

Context of Use "m5/datasets"

Context of Use

Context of Use

Submission Unit "m5/datasets"

Context of Use

Context of Use Context of Use

"m5/datasets"

8) Document 8.1

8.2

Document Context of Use

Document "m5/datasets"

Submission Unit

Document

Document "m5"
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"misc"

Document Document

"misc"

9) Document Context of Use

priorityNumber@value

priorityNumber@updateMode

document.title@value

document.title@updateMode

CTD 5 Context of Use ICH CV ICH 

Document Type

1

Context of Use "ich_document_type_2"

Context of Use E3-Reference

Code

1 Context of Use Context of Use

Document Context of Use Context of Use

Keyword code codeSystem 1

codeSystem ICH CV JP CV OID

OID

code codeSystem

Context of Use Context of Use

Context of Use 1 Context of Use 2

contextOfUse

@code
jp_m1.1 jp_m1.1

contextOfUse

@codeSystem
2.16.840.1.113883.3.989.2.2.1.1.1 2.16.840.1.113883.3.989.2.2.1.1.2
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M4 JP 

CV JP Context of Use CTD 3.2.s.2.3-1

1) Document Label contextOfUse.code.originalText@value

Context of Use code.originalText@value Context of Use

Document Document Label Document 

Label Document

Document Label

<contextOfUse>

   <id root="7c5c61fd-5b88-4018-8323-b21f1a731880"/>

   <code code="ich_3.2.s.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.2">

      <originalText value="3.2.s.2.3-1"/>

   </code>

   <statusCode code="active"/>

… …

</contextOfUse>

2) ICH Study Group Order Keyword

ICH Study Group Order Keyword study id_study title Keyword

Keyword Document

ID ICH Study Group Order 

Keyword ICH Study Group Order Keyword Document 

Label ICH Study Group Order Keyword

Context of Use

<contextOfUse>

   <id root="7c5c61fd-5b88-4018-8323-b21f1a731880"/>

   <code code="ich_5.3.1.1" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.2"/>

   <statusCode code="active"/>

      <referencedBy typeCode="REFR"/>

         <keyword>

            <code code="ich_study_group_order_1" codeSystem="2.16.840.1.113883.3.98

9.2.2.1.12.1"/>

         </keyword>

      </referencedBy>

      <referencedBy typeCode="REFR"/>

         <keyword>

            <code code="STUDYID_TITLE001" codeSystem="StudyID list 001"/>
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         </keyword>

      </referencedBy>

… …

</contextOfUse>

ICH IG eCTD

eCTD PMDA Web

https://www.pmda.go.jp/ eCTD v4.0

eCTD v4.0

ectd@pmda.go.jp
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eCTD v4.0 eCTD CTD 1 5 1 eCTD v4.0 

XML 1 Context of Use

CTD Context of Use eCTD 

v4.0 XML 

1

"jp"

m1/jp

1

1.1-1 1 1 m1-01-01.pdf eCTD

1.1-2 m1-01-02.pdf
1.2 m1-02-XX.pdf
1.3 m1-03-XX.pdf
1.4 m1-04-01.pdf
1.5 m1-05-01.pdf
1.6 m1-06-01.pdf
1.7 m1-07-01.pdf
1.8 m1-08-01.pdf
1.9 m1-09-01.pdf
1.10 m1-10-01.pdf
1.11 m1-11-01.pdf
1.12-1 PDF m1-12-01.pdf
1.12-2 MS Excel m1-12-02.xlsx
1.13.1-1 m1-13-01-01.pdf

15.4

1.13.1-2 m1-13-01-02.pdf

15.4

1.13.1-3 m1-13-01-03.pdf

15.4

1.13.1-4 m1-13-01-04.pdf

15.4
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1.13.2 m1-13-02-XX.pdf
1.13.3 ( )

( )
m1-13-03-XX.pdf

1.13.4.1.1
/

m1-13-04-01-01.pdf

1.13.4.1.2-1 m1-13-04-01-02-01.pdf

1.13.4.1.2-2 m1-13-04-01-02-02.pdf
1.13.4.1.2-3 m1-13-04-01-02-03.pdf
1.13.4.1.2-4 m1-13-04-01-02-04.pdf
1.13.4.1.2-XX

XX
m1-13-04-01-02-XX.pdf

1.13.4.1.3 m1-13-04-01-03.pdf
1.13.4-2 m1-13-4-2.pdf

CTD 1

CTD 

1) "m1/jp" Document Context of Use

CTD

2) Document Context of Use CTD

3) Application Reference id@root eCTD

3) 1) 2)

eCTD 1

5
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eCTD 

v4.0

eCTD v4.0

eCTD

eCTD

1 15 eCTD eCTD

eCTD

eCTD

eCTD

eCTD eCTD

eCTD "1" "2"

eCTD eCTD eCTD

"3" eCTD eCTD

"4"

"m5"

"m5"

eCTD

eCTD

eCTD

m5
datasets

[study id/iss/ise]

eCTD
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eCTD v4.0 XML controlActProcess

eCTD 7.4.1

eCTD Submission Unit

eCTD Submission Unit

eCTD

eCTD submissionUnit

submissionUnit [1..1]

id [1..1] ICH IG
root [1..1] UUID

:
root="cb454b90-
9405-454a-add0-
ac473bc389fc"

ICH IG

code [1..1] ICH IG
code [1..1]

:
code="jp_response

"

Submission Unit

JP CV JP 
Submission Unit

eCTD

codeSystem [1..1] OID

:
codeSystem="2.16.
840.1.113883.3.989

.5.1.3.3.1.1.1"

JP CV JP Submission 
Unit
OID

title [0..1] ICH IG
value [1..1]

:
value="Response 

on 16 Feb"

ICH IG
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component [1..*] contextOfUse

contextOfUse
16.3.4

componentO
f1

[1..1]
sequenceNumber

submission

sequenceNumber
16.3.8

submission
16.3.9

componentO
f2

[1..1] categoryEvent

categoryEvent
16.3.14

Context of Use Context of Use
Context of Use component

Context of Use 16.3.4

submissionUnit.title

eCTD
ICH IG

Submission Unit
submissionUnit

submissionUnit
title@value 129
component

submissionUnit.statusCode
eCTD

submissionUnit.title@value
2.5

eCTD Priority Number

Priority Number priorityNumber eCTD Priority 

Number eCTD
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eCTD priorityNumber

priorityNumber [1..1] Priority Number

Context of Use

value [1..1]

: value="1000"
contextOfUse

priorityNumber@value
eCTD Context of Use priorityNumber@value

eCTD
ICH IG

Submission Unit
1

Context of Use Priority Number
priorityNumber@updateMode

Context of Use Priority Number

Context of Use
priorityNumber@value Context of Use Priority 
Number

Context 
of Use Priority Number Submission Unit

Context of Use Context of Use
Context of Use

Context of Use Priority Number
Priority 

Number priorityNumber@updateMode

eCTD Context of Use

eCTD Context of Use eCTD

eCTD contextOfUse
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contextOfUse [1..1]

CTD

id [1..1] ICH IG
root [1..1] UUID

:
root="73a24e2d-
0ace-4f41-b483-
957e96284a73"

ICH IG

code [0..1] ICH IG
code [1..1]

:
code="ich_5.3.1.1"

ICH IG ICH 
CV ICH Context of 
Use JP CV JP 
Context of Use

codeSystem [1..1] OID

:
codeSystem="2.16.
840.1.113883.3.989

.2.2.1.1.2"

ICH IG ICH 
CV ICH Context of 
Use OID JP CV

JP Context of Use
OID

originalTe
xt

[0..1] ICH IG

value [1..1]

: value="5.3.1.1-
1"

ICH IG

statusCode [1..1] ICH IG
code [1..1]

:
code="active"

code="suspended"

ICH IG
Context of Use

active

suspended

replacement
Of

[0..*]
relatedContextOfUse

relatedContextOfUse
16.3.5

typeCode [1..1]

typeCode="RPLC"

replacementOf
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derivedFrom [0..1]
documentReference

documentReference
16.3.6

referencedBy [0..*] keyword

keyword
16.3.7

typeCode [1..1]

typeCode="REFR"

referencedBy

contextOfUse.statusCode@code "active"

code@code
code@codeSystem
derivedFrom

contextOfUse.statusCode@code "suspended"
Submission Unit

code@code
code@codeSystem
replacementOf
derivedFrom
referencedBy

1 Context of Use Context of Use
Context of Use replacementOf Context 

of Use 16.3.5
1 Context of Use Keyword
Keyword referencedBy Context of Use

Keyword 16.3.7

eCTD
ICH IG

Submission Unit
code.originalText@value 129
statusCode@code "active" "suspended"

contextOfUse
statusCode@code "suspended"
code@code CTD 5 3

Context of Use id@root
contextOfUse

Context of Use Context of Use

eCTD Related Context of Use Context of Use Context of Use

eCTD Related Context of Use eCTD
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relatedContextOfUse

relatedContext
OfUse

[1..1]
Context of Use

id [1..1] ICH IG
root [1..1] UUID

:
root="97664b8f-
df6e-47fb-8976-
b4c702619c4b"

ICH IG

contextOfUse.statusCode@code "suspended"
Submission Unit

relatedContextOfUse

eCTD
ICH IG

Submission Unit
id@root Context of Use

id@root Context of Use Submission Unit

id@root Context of Use eCTD

id@root Context of Use eCTD

eCTD Document Reference Document eCTD Document

Reference eCTD

eCTD documentReference

documentRefer
ence

[1..1] Context of Use
Document

id [1..1] ICH IG
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root [1..1] UUID

:
root="b56cb652-
860a-474f-a089-
1c87c9c2ade6"

ICH IG

contextOfUse.statusCode@code "active"

documentReference
contextOfUse.statusCode@code "suspended"

Submission Unit
documentReference

eCTD
ICH IG

Submission Unit
id@root Document Submission Unit

eCTD CoU Keyword

eCTD CoU Keyword eCTD

eCTD Context of Use keyword

keyword [1..1] Context of Use

code [1..1] ICH IG
code [1..1]

:
code="ich_route_1

"
code="MANU001"

ICH IG

codeSystem [1..1]

codeSystem="My 
list 001"

ICH IG
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eCTD
ICH IG

Submission Unit
CoU Keyword 
JP Study Data Category Keyword

Non-CP JP 
Analysis Type Keyword Context of Use

Document text.description

ICH CV ICH Context of Use JP CV JP Context of 
Use Keyword

11 2) Keyword
ICH CV ICH Context of Use JP CV JP Context of 
Use Keyword
1 Context of Use CoU Keyword

ICH Study Group Order Keyword study 
id_study title Keyword

eCTD Sequeuce Number Submission Unit

Sequence Number eCTD eCTD

eCTD Sequence Number eCTD

eCTD sequenceNumber

sequenceNumb
er

[1..1]
Submission Unit

value [1..1]

: value="3"

ICH IG
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eCTD
Submission Unit Sequence 

Number 1 Sequence Number
Sequence Number

Submission Unit submissionUnit.code@code

Submission Unit
2 999999 Sequence 

Number
Sequence Number
Sequence Number 1

Sequence Number 

eCTD Submission

eCTD eCTD

Submission eCTD Submission

eCTD

eCTD submission

submission [1..1] Submission 
Unit
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CTD 2 5

4.1
XML XML

eCTD v4.0 Document
eCTD v4.0 XML document.text

5

4.2
eCTD v4.0

XML
XML

ICH
OID

XML
6 XML

ICH M8 M2
eCTD v4.0 7

7 ESTRI
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6.2

4.3 ICH eCTD v4.0 XML
ICH eCTD v4.0

ESTRI

1

HL7 
Version 3

datatypes-rX-cs.xsd
hl7-r2_datatypes.xsd
infrastructureRoot-r2.xsd
NarrativeBlock.xsd
voc-r2.xsd

2 RPS

eCTD v4.0
RPS

PORP_IN000001UV.xsd

PORP_MT000001UV01.xsd

MCAI_MT700201UV02.xsd

MCCI_MT000100UV02.xsd

3
8

RPS

CMET

COCT_MT030203UV07.xsd
COCT_MT040203UV09.xsd
COCT_MT070000UV01.xsd
COCT_MT090100UV01.xsd
COCT_MT090108UV.xsd
COCT_MT090300UV01.xsd
COCT_MT090303UV01.xsd

COCT_MT150000UV02.xsd
COCT_MT150003UV03.xsd
COCT_MT150007UV.xsd 
COCT_MT710000UV07.xsd
COCT_MT960000UV05.xsd 

4.4 eCTD v4.0 XML
eCTD v4.0 ICH eCTD v4.0

1 Submission Unit 1
XML

4.5 OID UUID
OID UUID 2 ICH eCTD v4.0 OID

UUID

8 RPS R2 Common Product Model
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4.5.1
OID

OID ASN.1 9 OID

2.16.840.1.113883
{joint-iso-itu-t(2) country(16) us(840) organization(1) hl7(113883)}

ICH OID
ich-estri – 2.16.840.1.113883.3.989
ich-estri-msg-stds – 2.16.840.1.113883.3.989.2 
ich-estri-msg-stds-m8-ectd – 2.16.840.1.113883.3.989.2.2
ich-estri-msg-stds-m8-ectd-code-lists – 2.16.840.1.113883.3.989.2.2.1
ich-estri-msg-stds-m8-ectd-code-list-valueset-version – 2.16.840.1.113883.3.989.2.2.1.x.y

ICH eCTD v4.0 ICH
OID OID

OID OID
6.5

OID x code system y code system version

4.5.2
UUID 8-4-4-4-12 32 4

16 10 UUID ISO/IEC 11578:1996 ITU-T Rec X.667 | ISO/IEC 
9834-8:2005 UUID

25635f23-a3a4-4ce0-9994-99c5f074960f

ICH eCTD v4.0 UUID root UUID
id

4.6
eCTD v4.0 XML

Text – UTF-8
Alpha – A Z
Alpha Numeric – A Z 0 9

XML W3C
Numeric – 0 9.E+-
Boolean – true false
nullFlavor – Null Flavor HL7

XML eCTD v4.0
Null Flavor

9 x680 – Abstract Syntax Notation One ASN.1
10 x667 – – OSI

UUID ASN.1
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HL7 RPS ISO 21090 --
eCTD v4.0

XML

4.7

1

ICH eCTD v4.0
XML XML

ICH ESTRI

4.7.1

application
o subject.reviewProcedure
o reference.applicationReference
o holder.applicant (

10.5.14.3 )
o informationRecipient.territorialAuthority

submission
o subject2.review

subject1.manufacturedProduct
holder.applicant
author.territorialAuthority
subject2.productCategory
subject3.regulatoryStatus

o subject3.mode
o subject4.regulatoryReviewTime
o subject5.submissionGroup

componentOf2.categoryEvent
o component.categoryEvent

4.7.2 ICH
ICH eCTD v4.0 XML

id
creationTime
interactionId
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processingCode
processingModeCode
acceptAckCode
sender.device.id

XML
6: XML

XML

document
o referencedBy.Keyword

submission
o subject1.regulatoryStatus

XML

4.8

–

/ – Submission Unit Submission Application

Grouped Submission –
Grouped Submission

o Submission Submission Unit

o 1 Submission Unit Submission
1 Submission Unit

5.
XML

5.1 Submission Unit
Submission Unit
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1: Submission Unit

Region Specified Folder /

Sequence Number Folder
Submission Unit Sequence Number Sequence 
Number 999 Submission Unit Submission

2

submissionunit.xml Submission Unit ICH eCTD v4.0
XML

v4.0 util XML
8.1

XML eCTD submissionunit.xml sha256.txt

XML eCTD
1 5 Submission Unit

o m1
o m2 m5 5.4

1111

o XML
12

o 13

submissionunit.xml v3.2.2
index regional STF XML

CTD

11

12

13
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5.2
eCTD v4.0 2 5

11

14

1

1

5.2.1
IETF Uniform Resource Locator URL

5:

$
-
_

+
!
'
(
)

IETF Uniform Resource Identifier (URI): Generic Syntax RFC 3986

5.2.2

64
64

1 180

180

= 3 4

14
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5.3
/

m2/23-qos/introduction.pdf submissionunit.xml

5.4

3

2: 3

2 5 10.5.20

7
6

ISO9660 8

5.5
eCTD v4.0

ICH
eCTD

5.6
eCTD v4.0 XML document.text.integrityCheck

SHA-256 Submission Unit document

XML

5.7
1

zip tar.gz
2 5
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6.
4.2 eCTD v4.0

eCTD v4.0

ICH eCTD v4.0
ICH 6.1

genericode
ICH

ICH
OID

3.5

6.1 ICH
ICH M8 eCTD v4.0

ICH eCTD v4.0 
genericode

eCTD v4.0 – Context of Use Context of Use
CTD 2 5

Context of Use

eCTD v4.0 – Keyword Keyword

Keyword Definition

eCTD v4.0 – Keyword Definition keywordDefinition Keyword

keyword Keyword Definition
6.5 Keyword Definition

Keyword Definition

eCTD v4.0 – Media Types

Media Types
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6.2
eCTD v4.0 codeSystem

OID

eCTD v4.0 – Application

Application

eCTD v4.0 – Application Reference Reason

Application Reference Reason

eCTD v4.0 – Category Event

Category Event

eCTD v4.0 – Contact Party

Contact Party

eCTD v4.0 – Context of Use CTD
1

Context of Use

eCTD v4.0 – Keyword Keyword

Keyword

eCTD v4.0 – Keyword Definition Keyword
Keyword

Keyword Definition

eCTD v4.0 – Ingredient Role

Ingredient Role

eCTD v4.0 – Manufactured Product
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Manufactured Product

eCTD v4.0 – Media Types

Media Types

eCTD v4.0 – Mode

Mode

eCTD v4.0 – Place

Place

eCTD v4.0 – Product Category

Product Category

eCTD v4.0 – Regulatory Status

Regulatory Status

eCTD v4.0 – Regulatory Review Time

Regulatory Review Time

eCTD v4.0 – Review Procedure

Review Procedure

eCTD v4.0 – Submission

Submission

10.5.12.1.2

eCTD v4.0 – Submission Unit

Submission Unit

10.5.4.2.2
eCTD v4.0 – Substance
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Substance

eCTD v4.0 – Territorial Authority Role

Territorial Authority Role

eCTD v4.0 – Territorial

Territorial

6.3 HL7
HL7

HL7 Document Type HL7 Version 3
XML typeCode XML

typeCode XML
typeCode codeSystem OID typeCode

8.2

HL7 Status HL7 Version 3 XML
statusCode XML

statusCode.code Status Code codeSystem OID Status
HL7 ICH 15

HL7 Update Mode HL7 Version 3
XML updateMode
updateMode updateMode

Update Mode
8.2.2.3

HL7 RPS

GUI
GUI

6.4
ICH ICH HL7

15 HL7 Version 3 RPS R2 ICH eCTD v4.0
genericode
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ISO – 2 2
ISO 639.1 text@language

ISO – 2 ISO 3166-1

6.5

XML

6.5.1 Keyword Definitions
keywordDefinitions.value.item.code

code codeSystem
4.5.1 OID

OID
OID 1 Application

Application keyword

Application

Application Context of Use Keyword
Application Keyword Definition

7. ICH ECTD V4.0 XML
7.1

ICH eCTD v4.0 XML
ICH eCTD v4.0

7.1.1 InfrastructureRoot-r2

7.1.2 iso-21090hl7-r2_datatypes
ISO-21090

ISO-21090

7.1.3 Voc-r2
eCTD v4.0 

XML
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7.2 eCTD v 4.0
eCTD v4.0

eCTD v4.0

7.2.1 eCTD v 4.0
XML 3

7.2.1.1 Submission Unit Sent (PORP_IN000001UV.xsd)Submission Unit
PORP_IN000001UV.xsd

submission unit eCTD v4.0

7.2.1.2 Transmission Wrapper (MCCI_MT0001000UV01.xsd)
MCCI_MT0001000UV01.xsd

eCTD v4.0

8.1

7.2.1.3 MCAI_MT700201UV01.xsd

7.2.2 eCTD v4.0

7.2.2.1 PORP_MT000001UV01.xsd
eCTD v4.0 eCTD v4.0

8. ECTD V4.0 XML
eCTD v4.0 XML

CTD 2 5

8.1

ICH

8.1.1 XML
XML

6: XML
XML
<PORP_IN000001UV ITSVersion="XML_1.0" xmlns="urn:hl7-org:v3"
xmlns:xsi="http://www.w3.org/2001/XMLSchema-instance" xsi:schemaLocation="urn:hl7-org:v3 
PORP_IN000001UV.xsd ">
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<id/>
<creationTime/>
<interactionId/>
<processingCode/>
<processingModeCode/>
<acceptAckCode/>
<receiver>

<device classCode="DEV" determinerCode="INSTANCE">
<id>

<item root="" identifierName=""/>
</id>

</device>
</receiver>
<sender>

<device classCode="DEV" determinerCode="INSTANCE">
<id/>

</device>
</sender>

8.1.2

ITSVersion XML_1.0
xmlns urn:hl7-org:v3
xmlns:xsi http://www.w3.org/2001/XMLSchema-instance
xsi:schemaLocation

xsi:schemaLocation="urn:hl7-org:v3 PORP_IN000001UV.xsd"
receiver@typeCode RCV
receiver.device@classCode DEV
receiver.device@determinerCode INSTANCE

2 id.item
o receiver.device.id.item@root

OID
o receiver.device.id.item@identifierName

sender@typeCode SND
sender.device@classCode DEV
sender.device@determinerCode INSTANCE

8.1.2.1 XML
id XML receiver.device.id 

<id/>
<creationTime/>
<interactionId/>
<processingCode/>
<processingModeCode/>
<acceptAckCode/>
<receiver>

<device classCode="DEV" determinerCode="INSTANCE">
<id>

<item root="2.16.840.1.113883.3.989.2.2.1.11.1" identifierName="ICH eCTD v4.0 IG 
v1.2"/>

sender.device.id (
8.1.2)

receiver.device.id (
8.1.2)
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<item root="OID for Regional IG" identifierName="Regional/Module1 IG Version 
Number"/>

</id>
</device>

</receiver>
<sender>

<device classCode="DEV" determinerCode="INSTANCE">
<id/>

</device>
</sender>

8.2
eCTD v4.0 XML HL7 Version 3 RPS Release 2 Normative standard

XML

8.2.1
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3:

8.2.2
8.2.3

8.2.2.1
XML

controlActProcess@classcode ACTN
conrtolActProcess@moodCode EVN
controlActProcess.subject@typecode SUBJ

8.2.2.2
XML

0..1 0..*

Submission Unit – 1 eCTD 

Priority Number – Context of 
Use

Context of Use – CTD

Document Reference – CTD

Document

Context of Use Keyword – 
CTD

Related Context of Use – 

Sequence Number – eCTD

Submission – 
Submission Unit

Application – 
Submission

Application
Document – 

Keyword Definition – 
Keyword

Category Event – 
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8.2.2.3 Update Mode
eCTD XML Submission Unit
updateMode updateMode Update Mode

updateMode
Update 

Mode

8.2.3 XML
eCTD v4.0 XML XML

controlActProcess submissionUnit
submission application
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7: v4.0 XML
XML
eCTD v4.0 XML controlActProcess

8.2.1 submissionUnit
<controlActProcess classCode="ACTN" moodCode="EVN">

<subject typeCode="SUBJ">
submissionUnit Context of Use

component.contextOfUse
o primaryInformationRecipient.TerritorialAuthority
o replacementOf.relatedContextOfUse
o derivedFrom.documentReference
o subjectOf.submissionReference
o referencedBy.keyword

<submissionUnit>
<id/>
<code/>
<title/>
<statusCode/>
<component>

<priorityNumber value=""/>
<contextOfUse>

<id/>
<code/>
<statusCode/>
<primaryInformationRecipient>

<territorialAuthority>
<governingAuthority>

<id/>
<name/>

</governingAuthority>
</territorialAuthority>

</primaryInformationRecipient>
<replacementOf typeCode="RPLC">

<relatedContextOfUse>
<id/>

</relatedContextOfUse>
</replacementOf>
<derivedFrom>

<documentReference>
<id/>

</documentReference>
</derivedFrom>
<subjectOf>

<submissionReference>
<id><item/></id>

</submissionReference>
</subjectOf>
<referencedBy typeCode="REFR">

<keyword>
<code/>

</keyword>
</referencedBy>

</contextOfUse>

keyword 8.2.9

submissionUnit 8.2.4

priorityNumber 8.2.5

contextOfUse 8.2.6

primaryInformationRecipient.terr
itorialAuthority

replacementOf.relatedContextOfU
se 8.2.7

derivedFrom.documentReference
8.2.8

submissionReference
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</component>
XML submission Submission

sequenceNumber submissionUnit Submission
callBackContact.contactParty
subject1.regulatoryStatus
subject2.review

o subject1.manufacturedProduct
o holder.applicant
o author.territorialAuthority
o subject2.productCategory
o subject3.regulatoryStatus

subject3.mode
subject4.regulatoryReviewTime
subject5.submissionGroup

<componentOf1>
<sequenceNumber/>
<submission>

<id/>
<code/>
<callBackContact>

<contactParty>
<id/>
<code/>
<statusCode/>
<contactPerson>

<name/>
<asAgent>

<representedOrganization>
<id/>
<name/>

</representedOrganization>
</asAgent>

</contactPerson>
</contactParty>

</callBackContact>
<subject1>

<regulatoryStatus>
<code/>

</regulatoryStatus>
</subject1>
<subject2>

<review>
<id/>
<statusCode/>
<effectiveTime/>
<subject1>

<manufacturedProduct>
<manufacturedProduct>

<name/>
</manufacturedProduct>

</manufacturedProduct>
</subject1>

sequenceNumber.submission 8.2.12

submission

callBackContact

regulatoryStatus
ICH eCTD v4.0

review

manufacturedProduct
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<holder>
<applicant/>

</holder>
<author>

<territorialAuthority/>
</author>
<subject2>

<productCategory>
<code/>

</productCategory>
</subject2>
<subject3>

<regulatoryStatus>
<code/>

</regulatoryStatus>
</subject3>

</review>
</subject2>
<subject3>

<mode>
<code/>

</mode>
</subject3>
<subject4>

<regulatoryReviewTime>
<code/>

</regulatoryReviewTime>
</subject4>
<subject5>

<submissionGroup>
<id/>

</submissionGroup>
</subject5>

XML
XML application Application

holder.applicant
informationRecipient.territorialAuthority
subject.reviewProcedure
reference.applicationReference
component.document
referencedBy.keywordDefinition

<componentOf>
<application>

<id>
<item/>

</id>
<code/>
<holder>

<applicant>
<sponsorOrganization>

<id></id>
<name></name>

</sponsorOrganization>
</applicant>

</holder>

review.holder

review.territorialAuthority

productCategory

regulatoryStatus

mode

regulatoryReviewTime

submissionGroup

application
8.2.14

holder.applicant
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<informationRecipient>
<territorialAuthority>

<governingAuthority>
<id/>
<name/>

</governingAuthority>
</territorialAuthority>
</informationRecipient>
<subject>

<reviewProcedure>
<code/>

</reviewProcedure>
</subject>
<reference>

<applicationReference>
<id/>

</applicationReference>
</reference>
<component>

<document>
<id/>
<title/>
<text integrityCheckAlgorithm="" mediaType="" language="">

<reference/>
<integrityCheck/>

</text>
<referencedBy typeCode="REFR">

<keyword>
<code/>

</keyword>
</referencedBy>

</document>
</component>
<referencedBy>

<keywordDefinition>
<code/>
<statusCode/>
<value>

<item code="" codeSystem="">
<displayName/>

</item>
</value>

</keywordDefinition>
</referencedBy>

</application>
</componentOf>

</submission>
</componentOf1>

eCTD v4.0 Submission Unit
Category Event Submission componentOf2.categoryEvent

component.categoryEvent

informationRecipient.territoria
lAuthority

reviewProcedure

applicationReference

document
8.2.15

keyword
ICH eCTD v4.0

keywordDefinitio
n
8.2.18
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<componentOf2>
<categoryEvent>

<code/>
<component>

<categoryEvent>
<code/>

</categoryEvent>
</component>

</categoryEvent>
</componentOf2>

</submissionUnit>
</subject>

</controlActProcess>
</PORP_IN000001UV>

eCTD v4.0 XML

8.2.4 Submission Unit
Submission Unit 1 submissionUnit
1 eCTD v4.0 XML Submission Unit

1 1

submissionUnit

8.2.4.1 XML
XML submissionUnit

controlActProcess >> subject >> submissionUnit

XML 7: v4.0 XML

8.2.4.2 XML
submissionUnit XML

classCode moodCode eCTD v4.0 XML classCode
ACT moodCode EVN

XML

submissionUnit
submissionUnit 1

8.2.4.2.1 submissionUnit.id 

id [1..1]
Submission Unit

root [1..1] UUID id root
submissionUnit

subject.categoryEvent
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id@root
id@root submissionUnit

/ eCTD v4.0
id@controlInformationExtension
id@controlInformationRoot
id@displayable
id@extension
id@flavorId
id@identifierName
id@nullFlavor
id@reliabiity
id@scope
id@updateMode
id@validTimeHigh
id@validTimeLow
id@xsi:type

8.2.4.2.2 submissionUnit.code

code [1..1] Submission Unit

code [1..1]

regional_sub_un
it_type_1

submissionUnit

original

codeSystem [1..1] OID codeSystem

OID

code codeSystem
submissionUnit
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/ eCTD v4.0 
code.displayName
code.originalText
code.translation
code.source
code@codeSystemName
code@codeSystemVersion
code@codingRationale
code@controlInformationExtension
code@controlInformationRoot
code@flavorId
code@id
code@nullFlavor
code@updateMode
code@validTimeHigh
code@validTimeLow
code@valueSet
code@valueSetVersion
code@xsi:type

8.2.4.2.3 submissionUnit.title

title [0..1]
Submission 

Unit
value [0..1]

Presubmission

title value
Submission Unit

title
title Submission Unit
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/ eCTD v4.0
title.data
title.xml
title.reference
title.integrityCheck
title.thumbnail
title.description
title.translation
title@charset
title@compression
title@controlInformationExtension
title@controlInformationRoot
title@flavorId
title@language
title@integrityCheckAlgorithm
title@nullFlavor
title@mediaType
title@updateMode
title@validTimeHigh
title@validTimeLow
title@xsi:type

8.2.4.2.4 submissionUnit.statusCode

statusCode [0..1] Submission Unit

code [1..1]

active
suspended

statusCode code
Submission Unit

statusCode code
Status Code active suspended
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/ eCTD v4.0
statusCode@controlInformationExtension
statusCode@controlInformationRoot
statusCode@flavorId
statusCode@nullFlavor
statusCode@updateMode
statusCode@validTimeHigh
statusCode@validTimeLow
statusCode@xsi:type

8.2.4.3
ICH genericode

16

8.2.4.4
submissionUnit

8.2.5 Context of Use Priority Number
Priority Number Context of Use
priorityNumber Context of Use
contextOfUse.code@code keyword.code@code

priorityNumber

8.2.5.1 XML
XML priorityNumber

controlActProcess >> subject >> submissionUnit>> component>> priorityNumber

XML 7: v4.0 XML

8.2.5.2 XML
component.priorityNumber XML

typeCode eCTD v4.0 XML typeCode COMP
XML

priorityNumber

Context of Use contextOfUse.code Priority Number
1 Application Submission Unit Submission Unit

Context of Use Keyword Context of Use Keyword
Priority Number

16 ESTRI
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8.2.5.2.1 priorityNumber

priorityNumber [1..1] Priority Number

value [1..1]
1000 2000

3000

priorityNumber value
Context of Use

updateMode [0..1]
R = Replace

updateMode Context of 
Use priorityNumber

priorityNumber@value
contextOfUse Priority Number

6 1 999999 Context of Use
Keyword contextOfUse

Context of Use keyword Context 
of Use submission 1000 1000

2000 3000 Context of Use
/ 1 10 100

Priority Number Context of 
Use Context of Use

Priority Number Context of Use Keyword
Context of Use Keyword

Priority Number Priority Number

Context of Use Keyword Context of Use
Priority Number

Context of Use
priorityNumber updateMode

updateMode ="R" Context of Use
updateMode Context of Use Priority 
Number Update Mode

8.2.10
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/ eCTD v4.0
priorityNumber.expression
priorityNumber.originalText
priorityNumber.uncertainty
priorityNumber.uncertainRange
priorityNumber@controlInformationExtension
priorityNumber@controlInformationRoot
priorityNumber@flavorId
priorityNumber@nullFlavor
priorityNumber@uncertaintyType
priorityNumber@validTimeHigh
priorityNumber@validTimeLow

8.2.5.3

8.2.5.4
priorityNumber

8.2.6 Context of Use
Context of Use contextOfUse.code
Document Context of Use

submissionUnit 1 submission

Context of Use document documentReference Submission Unit
1

contextOfUse 1 submission unit 1
XML contextOfUse

contextOfUse priorityNumber Context of Use
priorityNumber

contextOfUse.code@code keyword.code@code
contextOfUse

8.2.6.1 XML
XML contextOfUse

controlActProcess>> subject>> submissionUnit>>component>>priorityNumber> contextOfUse

XML 7: v4.0 XML

8.2.6.2 XML
contextOfUse XML
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classCode moodCode eCTD v4.0 XML classCode
DOC moodCode EVN

XML

contextOfUse
1 contextOfUse 1 submissionUnit

8.2.6.2.1 contextOfUse.id

id [1..1] contextOfUse

root [1..1] UUID id root contextOfUse

id@root
id@root contextOfUse

/ eCTD v4.0
id@controlInformationExtension
id@controlInformationRoot
id@displayable
id@extension
id@flavorId
id@identifierName
id@nullFlavor
id@reliabiity
id@scope
id@updateMode
id@validTimeHigh
id@validTimeLow
id@xsi:type

8.2.6.2.2 contextOfUse.code

code [0..1] contextOfUse

code [1..1]

ich_3.2.p.2.3

code
ICH
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codeSystem [1..1] OID codeSystem

OID

code.originalText value [0..1]

3.2.P.8.3-1

value Document
Document Label

code code codeSystem
code Context of Use

contextOfUse.statusCode suspended priorityNumber
code originalText

originalText@value Context of Use Context of Use
Document

priorityNumber value
originalText@updateMode
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/ eCTD v4.0
code.displayName
code.translation
code.source
code@codeSystemName
code@codeSystemVersion
code@codingRationale
code@controlInformationExtension
code@controlInformationRoot
code@flavorId
code@id
code@nullFlavor
code@updateMode
code@validTimeHigh
code@validTimeLow
code@valueSet
code@valueSetVersion
code@xsi:type
code.originalText.data
code.originalText.description
code.originalText.integrityCheck
code.originalText.reference
code.originalText.thumbnail
code.originalText.transtation 
code.originalText.xml
code.originalText@charset
code.originalText@compression
code.originalText@controlInformationExtension
code.originalText@controlInformationRoot
code.originalText@ flavorId
code.originalText@integrityCheckAlgorithm
code.originalText@languange
code.originalText@mediaType
code.originalText@nullFlavor
code.originalText@updateMode
code.originalText@validTimeHigh
code.originalText@validTimeLow
code.originalText@xsi:type

8.2.6.2.3 contextOfUse.statusCode
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statusCode [1..1]

Context of Use

code [1..1]

active
suspended

code Context of Use

Context of Use statusCode
statusCode@code

status code obsolete XML
Context of Use active obsolete

/ eCTD v4.0
statusCode@controlInformationExtension
statusCode@controlInformationRoot
statusCode@flavorId
statusCode@nullFlavor
statusCode@updateMode
statusCode@validTimeHigh
statusCode@validTimeLow
statusCode@xsi:type

8.2.6.3
ICH genericode

17

8.2.6.4
contextOfUse

8.2.7 Related Context of Use Context of Use
relatedContextOfUse contextOfUse 1
relatedContextOfUse replacementOf Context 
of Use

8.2.7.1 XML
XML relatedContextOfUse

controlActProcess>> subject>> submissionUnit>>component>>priorityNumber> 
contextOfUse>> replacementOf>> relatedContextOfUse

XML 7: v4.0 XML

17 ESTRI
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8.2.7.2 XML
relatedContextOfUse XML

classCode moodCode eCTD v4.0 XML classCode
DOC moodCode EVN

XML

relatedContextOfUse
contextOfUse 1 relatedContextOfUse

XML

8.2.7.2.1 relatedContextOfUse.id

id [1..1] relatedContextOfUse

root [1..1] UUID id root
relatedContextOfUse

id@root
1 contextOfUse 1 relatedContextOfUse

/ eCTD v4.0
id@controlInformationExtension
id@controlInformationRoot
id@displayable
id@extension
id@flavorId
id@identifierName
id@nullFlavor
id@reliabiity
id@scope
id@updateMode 
id@validTimeHigh
id@validTimeLow
id@xsi:type

8.2.7.3
ICH genericode

18

8.2.7.4
relatedContextOfUse

18 ESTRI
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8.2.8 Document Reference
Document Context of Use documentReference

contextOfUse Document Submission Unit
Document Document CTD

Context of Use active 1
Document

8.2.8.1 XML
XML documentReference

controlActProcess>> subject>> submissionUnit>>component>>priorityNumber> 
contextOfUse>> derivedFrom>> documentReference

derivedFrom 1 replacementOf

XML 7: v4.0 XML

8.2.8.2 XML
documentReference XML

classCode moodCode eCTD v4.0 XML classCode
DOC moodCode EVN

XML

documentReference

contextOfUse 0 1 documentReference Context of 
Use Document
contextOfUse.statusCode@code = "active" documentReference
contextOfUse.statusCode@code = "suspended" documentReference

8.2.8.2.1 documentReference.id

id [1..1] Document

root [1..1] UUID root document

documentReference id@root
id@root Submission Unit Document Submission Unit

Document
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/ eCTD v4.0
id@controlInformationExtension
id@controlInformationRoot
id@displayable
id@extension
id@flavorId
id@identifierName
id@nullFlavor
id@reliabiity
id@scope
id@updateMode 
id@validTimeHigh
id@validTimeLow
id@xsi:type

8.2.9 Context of Use Keyword
keyword contextOfUse keyword

keywordDefinition

8.2.9.1 XML
Context of Use XML keyword

controlActProcess>> subject>> submissionUnit>>component>>priorityNumber> 
contextOfUse>> referencedBy>> keyword

referencedBy primaryInformationRecipient replacementOf derivedFrom
subjectOf

XML 7: v4.0 XML

8.2.9.2 XML
keyword XML

classCode moodCode eCTD v4.0 XML classCode
ACT moodCode EVN

XML
eCTD v4.0 XML typeCode typeCode REFR

XML

keyword

contextOfUse 0 keyword

contextOfUse Keyword
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8.2.9.2.1 keyword.code

code [1..1] keyword

code [1..1]

ich_route_1,
MANU001

MFR_001

keyword
code

codeSystem [1..1]

OID

codeSystem

code codeSystem
keyword 1
ICH keyword
codeSystem OID keyword

OID

code
/ eCTD v4.0

code.displayName
code.originalText
code.translation
code.source
code@codeSystemName
code@codeSystemVersion
code@codingRationale
code@controlInformationExtension
code@controlInformationRoot
code@flavorId
code@id
code@nullFlavor
code@updateMode
code@validTimeLow
code@validTimeHigh
code@valueSet
code@valueSetVersion
code@xsi:type
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8.2.9.3
ICH genericode

19

8.2.9.4
keyword

8.2.10 Keyword
keyword

8.2.10.1 Keyword Study Group Order
ID keyword

"study group order" keyword
keyword

study group order keyword ICH Context of 
Use ID
keyword

ID keyword study group order keyword

keyword Keyword Definition 8.2.18.5.1

8.2.10.2 Keyword

keyword keyword Keyword 
Definition 8.2.16.1

8.2.11 XML Context of Use

8.2.11.1 Context of Use /Context of Use Keyword
Context of Use XML contextOfUse submissionUnit component

Component Priority Number

<component>
<priorityNumber value="1000"/>
<contextOfUse>

<id root="1f080afd-f5d4-4cec-8d09-2bf0ea6bec66"/>
<!—Original Text Context of Use -->
<code code="ich_3.2.s.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1">

<originalText value="3.2.s.2.3-1"/>
</code>
<statusCode code="active"/>

…
[
contextOfUse.primaryInformationRecipient ]
…

19 ESTRI
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<replacementOf typeCode="RPLC">
              <relatedContextOfUse>

<id root="25fdfdcb-a2a2-4f2b-a2aa-9ccb4c096acb"/>                           
</relatedContextOfUse>

</replacementOf >
<derivedFrom>

<documentReference>
<id root="8dc27e78-41ef-4b8d-960d-2626b743f194"/>

</documentReference>
</derivedFrom>

…
[ subjectOf.submissionReference

]
…

<referencedBy typeCode="REFR">
<keyword>

<code code="MANU001" codeSystem="2.16.840.1.113883.3"/>
</keyword>

</referencedBy>
<referencedBy typeCode="REFR">

<keyword>
<code code="SUB001" codeSystem="2.16.840.1.113883.3"/>

</keyword>
</referencedBy>

</contextOfUse>
</component>

Context of Use keyword
ICH M4

CTD

Document Label Document
Context of Use originalText

XML

Context of Use contextOfUse.code@code keyword@code
Priority Number Context of Use

XML Context Group Priority Number

<component>
<priorityNumber value="1000"/>
<contextOfUse>

<id root="27c069e1-8fec-4b07-907e-cf691543cf66"/>
<code code="ich_3.2.s.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
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<!--"Controls for Material YYY" -->
<documentReference>

<id root="26a7e20a-b7b6-4729-adcf-75fb90097d68"/>
</documentReference>

</derivedFrom>
<referencedBy typeCode="REFR">

<keyword>
<code code="MANU001" codeSystem="2.16.840.1.113883.3 "/>

</keyword>
</referencedBy>
<referencedBy typeCode="REFR">

<keyword>
<code code="SUB001" codeSystem="2.16.840.1.113883.3 "/>

</keyword>
</referencedBy>

</contextOfUse>
</component>
<component>

<priorityNumber value="2000"/>
<contextOfUse>

<id root="749e6f91-797b-4aeb-89c6-7cf7b9402c15"/>
<code code="ich_3.2.s.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<!--"Analytical Method #234" -->

<documentReference>
<id root="57e00a6f-5425-4c0e-98ad-ca4b2e0befea"/>

</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">

<keyword>
<code code="MANU001" codeSystem="2.16.840.1.113883.3"/>

</keyword>
</referencedBy>
<referencedBy typeCode="REFR">

<keyword>
<code code="SUB001" codeSystem="2.16.840.1.113883.3"/>

</keyword>
</referencedBy>

</contextOfUse>
</component>

Context of Use keyword
ICH M4

CTD
XML

8.2.11.2 XML Stugy Group Order Keyword
keyword study group order

Priority Number

<component>
<priorityNumber value="2000"/>
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<contextOfUse>
<id root="3b60de11-5277-4a62-be4a-6ac87e046e1b"/>
<code code="ich_4.2.3.1" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>

<documentReference>
<id root="be916755-a4bc-454a-b1c1-b1c0b2cf76cd"/>

</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">

<keyword>
<code code="STDY1-TITLE1" codeSystem="2.16.840.1.113883.3.989"/>

</keyword>
</referencedBy>
<referencedBy typeCode="REFR">

<keyword>
<code code="ich_document_type_4"

codeSystem="2.16.840.1.113883.3.989.2.2.1.3.2"/>
</keyword>

</referencedBy>
<referencedBy typeCode="REFR">

<keyword>
<code code="ich_species_2" codeSystem="2.16.840.1.113883.3.989.2.2.1.7.1"/>

</keyword>
</referencedBy>
<!—Study Group Order keyword -->
<referencedBy typeCode="REFR">

<keyword>
<code code="ich_study_group_order_1"

codeSystem="2.16.840.1.113883.3.989.2.2.1.12.1"/>
</keyword>

</referencedBy>
<referencedBy typeCode="REFR">

<keyword>
<code code="ich_route_1" codeSystem="2.16.840.1.113883.3.989.2.2.1.6.1"/>

</keyword>
</contextOfUse>

</component>

Context of Use keyword
ICH M4

CTD

keyword
Study Group Order Priority Number

XML
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8.2.11.3 Context of Use
contextOfUse contextOfUse id

contextOfUse ICH

Context of Use 2 Context of Use
Keyword

Context of Use contextOfUse
relatedContextOfUse

contextOfUse

Context of Use Document documentReference
Document contextOfUse

Context of Use Submission Context of Use
Submission Unit statusCode Context of Use

Keyword Context of Use Keyword
Context of Use Keyword Context of Use

Context of Use Keyword Definition Display Name
Keyword

8.2.11.3.1 Context of Use

submissionUnit contextOfUse Keyword Context of Use
component Priority Number contextOfUse

<component>
<priorityNumber value="1000"/>
<contextOfUse>

<id root="fd28ce84-651a-437f-b7f0-5171ad21057d"/>
<code code="ich_3.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<!-- #1-->

<documentReference>
<id root="0ac0295e-766f-4567-9d63-40b8180de0c0"/>

</documentReference>
</derivedFrom>

</contextOfUse>
</component>
<component>

<priorityNumber value="2000"/>
<contextOfUse>

<id root="d27a4269-eebc-449f-9f33-645907f964984"/>
<code code="ich_3.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<!-- #2-->
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<documentReference>
<id root="839235d5-1409-46c6-a144-e4fc3988e313"/>

</documentReference>
</derivedFrom>

</contextOfUse>
</component>

Submission Unit contextOfUse.code
Context of Use

contextOfUse.code@code keyword.code@code Context of Use

Priority Number Context of Use
2 Context of Use

Context of Use
<component>

<priorityNumber value="1500"/>
<contextOfUse>

<id root="d5528cfc-15f8-479e-ab59-562c0aa3a5d8"/>
<code code="ich_3.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>

<!-- #3-->
<documentReference>

<id root="1982f2bf-bd82-45c6-83d7-8838598c971f"/>
</documentReference>

</derivedFrom>
</contextOfUse>

</component>
XML

8.2.11.3.2 Context of Use

contextOfUse

Context of Use Context of Use
contextOfUse

Context Of Use contextOfUse
contextOfUse.priorityNumber@updateMode

Context of Use
contextOfUse contextOfUse.priorityNumber@updateMode

Context of Use
Context of Use contextOfUse.code documentReference.id keyword.code

Priority 
Number 5000 contextOfUse

Submission Unit
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<component>
<priorityNumber value="900" updateMode="R"/>
<contextOfUse>

<id root="d5528cfc-15f8-479e-ab59-562c0aa3a5d8"/>
<statusCode code="active"/>

</contextOfUse>
</component>

Context of Use Keyword Priority 
Number Priority Number 1000 Context of Use

Keyword
m3.2.s.2.3

<component>
<priorityNumber value="1500" updateMode="R"/>
<contextOfUse>

<id root="1f080afd-f5d4-4cec-8d09-2bf0ea6bec66"/>
<statusCode code="active"/>

</contextOfUse>
</component>

XML

8.2.11.3.3 Context of Use

Submission Unit Context of Use
Context of Use Context of Use Context of 
Use active

Context of Use
<component>

<priorityNumber value="900"/>
<contextOfUse>

<id root="d5528cfc-15f8-479e-ab59-562c0aa3a5d8"/>
<statusCode code="suspended"/>

</contextOfUse>
</component>

v3.2.2 v4.0 Application
v4.0 Context of Use Keyword

8.2.16.4

XML

8.2.11.3.4 Context of Use

Submission Unit contextOfUse contextOfUse
2

1.
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2. *

* Context of Use
Document

contextOfUse
relatedContextOfUse Context of Use

relatedContextOfUse
relatedContextOfUse obsolete

8.2.7 obsolete Context of Use
obsolete Context of Use

relatedContextofUse ) priorityNumber

Priority Number

<component >
<priorityNumber value="1000"/>
<contextOfUse>

<id root="b205bb7c-a222-4557-a954-0363dc122ca8"/>
<code code="ich_2.7.1" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<replacementOf typeCode="RPLC">
<relatedContextOfUse>

<id root="78b2f721-25f0-474d-914b-5efb026cc7f7"/>
</relatedContextOfUse>

</replacementOf>
<derivedFrom>
<!--Document-->

<documentReference>
<id root="6ee97feb-8cd1-4991-8c38-002f16102fca"/>

</documentReference>
</derivedFrom>

</contextOfUse>
</component>

Context of Use relatedContextOfUse
Context of Use Priority Number

v3.2.2 v4.0 Application Context of Use
Keyword Context of Use

8.2.16.4

XML

8.2.12 Sequence Number
sequenceNumber@value 1

Submission 1 Application
Sequence Number v4.0
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Sequence Number

8.2.12.1 XML
XML sequenceNumber

controlActProcess >> subject >> submissionUnit >> componentOf1 >> sequenceNumber

componentOf subject component

XML 7: v4.0 XML

8.2.12.2 XML
componentOf1.sequenceNumber XML

typeCode eCTD v4.0 XML
typeCode COMP XML

8.2.12.2.1 sequenceNumber

sequenceNumber [1..1] Sequence Number 

value [1..1]

1 2 3

sequenceNumber value
submission

Submission Unit

sequenceNumber@value
sequenceNumber 1 1

999999
/ eCTD v4.0

sequenceNumber.expression
sequenceNumber.originalText
sequenceNumber.uncertainty
sequenceNumber.uncertainRange
sequenceNumber@controlInformationExtension
sequenceNumber@controlInformationRoot
sequenceNumber@flavorId
sequenceNumber@nullFlavor
sequenceNumber@uncertaintyType
sequenceNumber@updateMode
sequenceNumber@validTimeHigh
sequenceNumber@validTimeLow
sequenceNumber@xsi:type
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8.2.12.3

8.2.12.4
sequenceNumber

8.2.13 XML Submission Unit
Submission Unit Submission Unit

<subject typeCode="SUBJ">
<submissionUnit>

<id root="0d84467e-f20b-42ad-a69a-63e61a4f7ea7"/>
<code code="regional_sub_unit_type_1" codeSystem="2.16.840.1.113883.3.989.x.x.x"/>
<title value="Original Submission for pain medication - acetyl salicylic acid tablets"/>
<statusCode code="active"/>

…
[ statusCode title code

Submission Unit subject compoenet
]

…
<componentOf1>

<sequenceNumber value="1"/>
<submission>

…
[submission

]
…
<componentOf>
…
[application
8.2.14 ]
…
</componentOf>

</submission>
</componentOf1>
<componentOf2>

…
[categoryEvent

]
…

</componentOf2>
</submissionUnit>

</subject>
XML

codeSystem OID
OID
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Sequence Number
1 Submission Unit Submission

8.2.14 Application
application XML document keywordDefinition

application

Application

8.2.14.1 XML
XML application

controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>> 
componentOf>>application

XML 7: v4.0 XML

8.2.14.2 XML
Application XML Application submission

componentOf

…
[Application XML Submission Application

]
…
<componentOf>

<application>
<id>

<item root="f23c558f-cd58-41bc-bf6f-c6d230d3d665" extension="NDA987654"/>
…
<!--item -->
…
</id>
<code code="us_application_type_1" codeSystem="2.16.840.1.113883.3.989.5.1.2.2.1.1"/>

…
[ Application component

referencedBy informationRecipient reference subject holder
application.code ]

…
</application>

</componentOf>

XML

application XML
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classCode moodCode eCTD v4.0 XML classCode ACT
moodCode EVN XML

8.2.14.2.1 application.id

id [1..1] item

id.item [1..*]
Application

Application

Application
1 id.item

root [1..1] OID or 
UUID

id.item root
application

extension [0..1]

NDA123456 
(Sample U.S. 
NDA value)
NDA123456 

NDA

id.item extension
Application

id.item@root application
Application OID UUID id.item@root

application.id.item@root OID
application.id.item@extension
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/ eCTD v4.0
id.item@identifierName
id.item@scope
id.item@reliability
id.item@displayable
id@validTimeLow
id@validTimeHigh
id@controlInformationRoot
id@controlInformationExtension
id@nullFlavor
id@flavorId
id@updateMode

8.2.14.2.2 application.code

code [1..1] Application

code [1..1]

us_application_
type_1

code
NDA

MAA Art-8-3 Art-10-1
Application

codeSystem [1..1] OID codeSystem

OID

Application code@code 1
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/ eCTD v4.0
code.displayName
code.originalText
code.translation
code.source
code@codeSystemName
code@codeSystemVersion
code@codingRationale
code@controlInformationExtension
code@controlInformationRoot
code@flavorId
code@id
code@nullFlavor
code@updateMode
code@validTimeLow
code@validTimeHigh
code@valueSet
code@valueSetVersion
code@xsi:type

8.2.14.3
ICH genericode

20

application

8.2.14.4
application

8.2.15 Document
document Application Document
Document PDF
Document 1 Document contextOfUse

1 Documen Submission Unit

Document / Document
Document

Document

8.2.15.1 XML
XML document

20 ESTRI



Page 59

controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>> 
componentOf>>application>> component >> document

component holder subject reference

XML 7: v4.0 XML

8.2.15.2 XML
document XML

classCode moodCode eCTD v4.0 XML classCode
DOC moodCode EVN

XML

document

1 document application

8.2.15.2.1 document.id

id [1..1] Document

root [1..1] UUID id root document

id@root
id@root document
id@root 2 Document

Document
Document Document

/ eCTD v4.0
id@controlInformationExtension
id@controlInformationRoot
id@displayable
id@extension
id@flavorId
id@identifierName
id@nullFlavor
id@reliability
id@scope
id@updateMode
id@validTimeLow
id@validTimeHigh
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8.2.15.2.2 document.title

title [1..1] Document title

value [1..1]

General 
Information

title value
Document

document

updateMode [0..1]

R = Replace

document.title
updateMode

title@value Document
title

title title@updateMode R
Document updateMode

updateMode

document.title 8.2.17.2

/ eCTD v4.0
title.translation 
title@controlInformationExtension 
title@controlInformationRoot
title@flavorId
title@language
title@nullFlavor
title@validTimeLow
title@validTimeHigh

8.2.15.2.3 document.text

text [0..1] Document
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integrityChec
kAlgorithm

[0..1]

SHA256

integrityCheck

integrityCheckAlgorithm

language [0..1]

2

ISO639.1

Document
language

mediaType [0..1]

send sdtm
adam

mediaType

charset [0..1]

"jp_utf8"
"jp_shift_jis"

charset Document

updateMode [0..1]

R = Replace

updateMode text

text.reference [0..1] Document text
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value [1..1]

Document 

../m3/32-
bodydata/

32s-drugsub/
32s1-geninfo.

pdf

text.reference value
Document

text.integrityCheck [0..1]

618102bf0706
5bc

c1250594201fe4
485

15f0fa61

integrityCheck Document

text.thumbnail [0..1] thumbnail
Document 

value [1..1]

26145c7a-
3dc7-404d-91c1-
6e0e5c71f8f6
(UUID) 
A1234567 (

)

Document
value

text.description [0..1] description
Document

value [1..1]

SDTM
ADaM

SAS

Doument
value
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Document
text

o text@IntegrityCheckAlgorithm
o reference@value
o text.integrityCheck

Document text document

Document text@integrityCheckAlgorithm
text.integrityCheck document text
text@integrityCheckAlgorithm text.integrityCheck

Document text.reference
document

text.thumbnail value
text.thumbnail

text.description@value Document

text@language text@charset text@mediaType
text 8.2.17.2.2

document
reference@value text@IntegrityCheckAlgorithm text.integrityCheck
text reference@value

Submission Unit
Submission Unit Sequence Number

Application Number
text.reference 8.2.17.3

/ eCTD v4.0
text.data
text.xml
text.translation
text@compression
text@controlInformationExtension
text@controlInformationRoot
text@flavorId
text@nullFlavor
text@validTimeHigh
text@validTimeLow
text@value
text@xsi:type
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8.2.15.3
ICH genericode

21

8.2.15.4
document

8.2.15.5 XML Document
XML Application document

<document>
<id root="973d9293-77b9-4f45-b62e-aae62d7ce814"/>
<title value="Process and Controls"/>
<text integrityCheckAlgorithm="SHA256" mediaType="sdtm" language="jp" charset="jp_utf8">

<reference value="m3/32-prod/manuf-process-and-controls.pdf"/>
<thumbnail value="identifier for document from sender's document management system"/>
<description value="Additional description of the document contents"/>
<integrityCheck>c0d5623550c997a70b62717d95fca1cada201754d1ed9fbbbbfa97bfd64c8ea4</int

egrityCheck>
</text>

</document>
XML

8.2.16
Context of Use Keyword Keyword

1 Context of Use
contextOfUse

4:

Keyword 1 Context of Use
1 Context of Use 1

21 ESTRI

( )
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Context of Use 1

8.2.16.1 Keyword
Keyword Context of Use

CTD
contextOfUse 1

Keyword Context of Use Keyword 1

<component>
<priorityNumber value="1000"/>
<contextOfUse>

<id root="1f271446-8d56-4ddc-b730-eaee208c7053"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<!— Document "Analytical Procedure 1" -->
<derivedFrom>

<documentReference>
<id root="164af1e4-f625-4621-8d69-ca56b8f7dc7b"/>

</documentReference>
</derivedFrom>
<!--C001 Keyword Definition "PVDC Blister Pack"

-->
<referencedBy typeCode="REFR">

<keyword>
<code code="C001" codeSystem="2.16.840.1.113883.3 "/>

</keyword>
</referencedBy>
<!--GT001 Keyword Definition "Analytical

Procedures" keyword -->
<referencedBy typeCode="REFR">

<keyword>
<code code="GT001" codeSystem="2.16.840.1.113883.3 "/>

</keyword>
</referencedBy>

</contextOfUse>
</component>
<component>

<priorityNumber value="2000"/>
<contextOfUse>

<id root="4a5c97e1-4448-47e2-90ff-2d6a264167c0"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<!— Document "Analytical Procedure 2" -->
<derivedFrom>

<documentReference>
<id root="0127b8b6-5510-45c5-93fd-9a3a6e9735aa"/>

</documentReference>
</derivedFrom>
<!--C001 Keyword Definition "PVDC Blister Pack"

-->
<referencedBy typeCode="REFR">

<keyword>
<code code="C001" codeSystem="2.16.840.1.113883.3 "/>

</keyword>
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</referencedBy>
<!--GT001 Keyword Definition "Analytical

Procedures" keyword -->
<referencedBy typeCode="REFR">

<keyword>
<code code="GT001" codeSystem="2.16.840.1.113883.3 "/>

</keyword>
</referencedBy>

</contextOfUse>
</component>

Context of Use keyword
ICH M4

CTD

XML

8.2.16.2
1 Document Document

1
Submission Unit Context of Use Document

Context of Use

<component>
<priorityNumber value="1000"/>
<contextOfUse>

<id root="1f271446-8d56-4ddc-b730-eaee208c7053"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<!— Document "Analytical Procedure 1" -->
<derivedFrom>

<documentReference>
<id root="164af1e4-f625-4621-8d69-ca56b8f7dc7b"/>

</documentReference>
</derivedFrom>

</contextOfUse>
</component>

2
Context of Use 2 Context of Use

Context of Use Document
2 Document Document Document

Document Related Context 
of Use Context of Use

1 Document 2 Document
2 Context of Use Priority Number

Priority Number

<component>
<priorityNumber value="1000"/>
<contextOfUse>

<id root="0c0abab8-cbfa-4d2f-9793-2b30ea51b8f5"/>
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<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<replacementOf typeCode="RPLC">

<relatedContextOfUse>
<id root="1f271446-8d56-4ddc-b730-eaee208c7053"/>

</relatedContextOfUse>
</replacementOf>
<!— Document "Analytical Procedure 1" -->
<derivedFrom>

<documentReference>
<id root="164af1e4-f625-4621-8d69-ca56b8f7dc7b"/>

</documentReference>
</derivedFrom>

</contextOfUse>
</component>
<component>

<priorityNumber value="2000"/>
<contextOfUse>

<id root="4a5c97e1-4448-47e2-90ff-2d6a264167c0"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<replacementOf typeCode="RPLC">

<relatedContextOfUse>
<id root="1f271446-8d56-4ddc-b730-eaee208c7053"/>

</relatedContextOfUse>
</replacementOf>
<!-- Document "Analytical Procedure 2" -->
<derivedFrom>

<documentReference>
<id root="0127b8b6-5510-45c5-93fd-9a3a6e9735aa"/>

</documentReference>
</derivedFrom>

</contextOfUse>
</component>

XML

8.2.16.3
1
contextOfUse

Document 1
1

1 - document
Document 2 contextOfUse

<component>
<priorityNumber value="1000"/>
<contextOfUse>

<id root="0c0abab8-cbfa-4d2f-9793-2b30ea51b8f5"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<!-- Document "Analytical Procedure 1" -->
<derivedFrom>

<documentReference>
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<id root="164af1e4-f625-4621-8d69-ca56b8f7dc7b"/>
</documentReference>

</derivedFrom>
</contextOfUse>

</component>
<component>

<priorityNumber value="2000"/>
<contextOfUse>

<id root="4a5c97e1-4448-47e2-90ff-2d6a264167c0"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<!-- Document "Analytical Procedure 2" -->
<derivedFrom>

<documentReference>
<id root="0127b8b6-5510-45c5-93fd-9a3a6e9735aa"/>

</documentReference>
</derivedFrom>

</contextOfUse>
</component>

2 - Document
2 Context of Use 1 Document

1 Context of Use Document
2 Document

contextOfUse Priority Number Priority 
Number

<component>
<priorityNumber value="1000"/>
<contextOfUse>

<id root="49e18e35-fe1b-4929-bf30-ea58c81ec30f"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<replacementOf typeCode="RPLC">

<relatedContextOfUse>
<id root="0c0abab8-cbfa-4d2f-9793-2b30ea51b8f5"/>

</relatedContextOfUse>
</replacementOf>
<replacementOf typeCode="RPLC">

<relatedContextOfUse>
<id root="4a5c97e1-4448-47e2-90ff-2d6a264167c0"/>

</relatedContextOfUse>
</replacementOf>
<!-- Document "Analytical Procedure Consolidated" -->
<derivedFrom>

<documentReference>
<id root="e8e44446-de99-4324-ba9c-502fe8d729ba"/>

</documentReference>
</derivedFrom>

</contextOfUse>
</component>

XML
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8.2.16.4
eCTD CTD

eCTD CTD
ICH CTD

CTD Context of Use
Keyword

8.2.16.4.1 CTD

CTD

o Context of Use Keyword

o CTD Keyword

o

o 8.2.11.3.3

o Context of Use Keyword

o active CTD
Keyword active

o

CTD / Keyword

o 8.2.11.3.3

o CTD Keyword Document
Context of Use

o CTD Keyword
related Context of Use Context of Use

o CTD Keyword

8.2.16.4.2 CTD

CTD CTD

CTD
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o Context of Use Keyword

o CTD Keyword

o

o 8.2.11.3.3

o Context of Use Keyword

o active CTD
Keyword active

o

CTD / Keyword

o 8.2.11.3.3

o CTD Keyword Document
Context of Use

o CTD Keyword
related Context of Use Context of Use

o CTD Keyword

8.2.17 Document

8.2.17.1 Document
Application 1 Document

Document eCTD v4.0 Document
Context of Use

Document

Document
Document

Document Document

1 Submission Unit
document 1 contextOfUse

Document

XML Document 2 contextOfUse

1
Context of Use
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<component>
<priorityNumber value="1000"/>
<contextOfUse>

<id root="7480bc1a-6486-4714-8d32-a3bd41de9be6"/>
<code code="ich_3.2.s.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>

<documentReference>
<id root="3d1084fb-56c6-4923-a1e5-8a15e4fdc9c5"/>
</documentReference>

</derivedFrom>
</contextOfUse>

</component>

Document
<document>

<id root="3d1084fb-56c6-4923-a1e5-8a15e4fdc9c5"/>
<title value="Excipients X"/>
<text integrityCheckAlgorithm="SHA256">

<reference value="m3/32-prod/excipients.pdf"/>
<integrityCheck>c0d5623550c997a70b62717d95fca1cada201754d1ed9fbbbbfa97bfd64c8ea4</int

egrityCheck>
</text>

</document>

2
Context of Use
<component>

<priorityNumber value="2000"/>
<contextOfUse>

<id root="47939431-1ac1-4e17-b44d-dcea7ce43050"/>
<code code="ich_3.2.s.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>

<documentReference>
<id root="3d1084fb-56c6-4923-a1e5-8a15e4fdc9c5"/>

</documentReference>
</derivedFrom>

</contextOfUse>
</component>

XML

Document
document Submission Unit Document 1

Document Application Application
Document

document.id
1

document.id

document.id
1
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8.2.17.2 Document
document

Document
document

document
<document>

<id root="ceb05f3d-ebb0-4547-9734-056efa134a7a"/>
<title value="Process and Controls"/>
<text integrityCheckAlgorithm="SHA256" mediaType="sdtm" language="en" >

<reference value="m3/32-prod/manuf-process-and-controls.pdf"/>
<integrityCheck>a4c828974a7d177137d69aedfc45379a694611ef317c6c1741a935aa9555c57d</in

tegrityCheck>
</text>

</document>

Document Document text
text

text@integrityCheckAlgorithm text.integrityCheck reference@value
/ text

Document

8.2.17.2.1 Document

document.title document
Document document.title

updateMode Document

document.title@value Document id@root
Document Document

<document>
<id root="ceb05f3d-ebb0-4547-9734-056efa134a7a"/>
<title value="Manufacturing Process and Controls" updateMode="R"/>

</document>

document.title@value
Document

8.2.17.2.2 Document Text

mediaType language updateMode

document.text@mediaType document.text@language
Document id@root

<component>
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<document>
<id root="ceb05f3d-ebb0-4547-9734-056efa134a7a"/>
<text mediaType="sdtm" language="en" updateMode="R"/>

</document>
</component>

Document text updateMode R

mediaType language

8.2.17.2.3 Document

Document title text

document.title@value document.text@mediaType document.text@language
Document id@root

<component>
<document>

<id root="ceb05f3d-ebb0-4547-9734-056efa134a7a"/>
<title value="Manufacturing Process and Controls" updateMode="R"/>
<text mediaType="sdtm" language="en" updateMode="R"/>

</document>
</component>

XML

8.2.17.3
1 document document contextOfUse

Document
Document

document
document.text

1
Document 8.2.17.1

document
Submission Application

Application
Application

Submission Unit

Submission Unit
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Submission Application

XML Report for Study 1 document

<component>
<document>

<id root="bab246ef-7d8e-4042-bd8b-ad9769f4589b"/>
<title value="Report for Study 1"/>
<text integrityCheckAlgorithm="SHA256" language="en">

<reference value="../m5/531-biopharm/report1.pdf"/>
<integrityCheck>5b94eb14cd31031a4d4539d0bcfbef028a91c04d2d2575990c4422947a9f437a

</integrityCheck>
</text>

</document>
</component>

document Document
document Submission Unit

<component>
<document>
<id root="79da2f37-02a8-4dcd-8552-54565b093c08"/>

<title value="Summary Report for Study 1"/>
<text integrityCheckAlgorithm="SHA256" language="en">

<reference value="../sequencefolder/m5/531-biopharm/report1.pdf"/>
<integrityCheck>5b94eb14cd31031a4d4539d0bcfbef028a91c04d2d2575990c4422947a9f437a

</integrityCheck>
</text>

</document>
</component>

XML

8.2.18 Keyword Definition
keywordDefinition Keyword

Keyword Definition
Keyword Keyword

Keyword Definition Context of Use Keyword
Application Keyword Definition

Application Keyword Definition

8.2.18.1 XML
Keyowrd Definition XML keywordDefinition
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controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>> 
componentOf>>application>> referencedBy> >keywordDefinition

referencedBy informationRecipient holder reference subject

XML 7: v4.0 XML

8.2.18.2 XML
keywordDefinition XML

ClassCode moodCode eCTD v4.0 XML classCode
ACT moodCode EVN

XML

keywordDefinition keywordDefinition
keywordDefinition eCTD v4.0 1
keywordDefinition 1

keywordDefinition

application 0 keywordDefinition

Keyword keywordDefinition

keywordDefinition Application 1
Keyword Definition 1 Application

keywordDefinition Application

8.2.18.2.1 keywordDefinition.code

code [1..1] Keyword Definition

code [1..1]

ich_keyword_
type_1

ICH 

Keyword Definition
code
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codeSystem [1..1] OID codeSystam

OID

code codeSystem
code ICH Keyword

/ eCTD v4.0
code.displayName
code.originalText
code.translation
code.source
code@codeSystemName
code@codeSystemVersion
code@codingRationale
code@controlInformationExtension
code@controlInformationRoot
code@flavorId
code@id
code@nullFlavor
code@updateMode
code@validTimeLow
code@validTimeHigh
code@valueSet
code@valueSetVersion
code@xsi:type

8.2.18.2.2 keywordDefinition.statusCode

statusCode [1..1] keywordDefinition

code [1..1]

active
statusCode

code active
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/ eCTD v4.0
statusCode@controlInformationExtension
statusCode@controlInformationRoot
statusCode@flavorId
statusCode@nullFlavor
statusCode@updateMode
statusCode@validTimeHigh
statusCode@validTimeLow
statusCode@xsi:type

8.2.18.2.3 keywordDefinition.value

value [1..1] keywordDefinition
Keyword

value.item [1..1] Keyword

code [1..1]

MANU001
MFR_001

Keyword
code

codeSystem [1..1]

codeSystem

value.item.displayNam
e

[1..1] displayName

displayName
keywordDefinition

value [1..1]

Big 
Manufacturer

Keyword
value displayName

.

updateMode [0..1]

R = Replace

updateMode Keyword 
Definition
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keywordDefinition.value

value.item@code value.item@codeSystem value.item.displayName@value

keywordDefinition.value.item@code
keywordDefinition.value.item.displayName

updateMode
displayName@value

keywordDefinition Keyword 1

displayName@value Keyword Definitoin
displayName@updateMode R

displayName@value updateMode
update mode

ID keyword
8.2.18.5.1

/ eCTD v4.0
displayName@controlInformationExtension
displayName@controlInformationRoot
displayName@flavorId
displayName@language
displayName@nullFlavor
displayName@validTimeHigh
displayName@validTimeLow

8.2.18.3
ICH genericode

22

8.2.18.4
keywordDefinition

8.2.18.5 Keyword Definition
Keyword Definition

8.2.18.5.1 Study Id Study Title

ID keyword ID_$ 2
_$

keyword definition

22 ESTRI
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<referencedBy>
<keywordDefinition>

<code code="ich_keyword_type_8"
codeSystem="2.16.840.1.113883.3.989.2.2.1.5.2"/>
<statusCode code="active"/>
<value>

<item code="STDYID_TITLE001" codeSystem="2.16.840.1.113883.3">
<displayName value="Study0001_$StudyABC"/>

</item>
</value>

                 </keywordDefinition>
              </referencedBy>

8.2.18.6 XML Keyword Definition 
Keyword 1 Application

Submission Keyword Definition
Application Keyword

XML

8.2.18.6.1 Keyword Definition

XML keywordDefinition Manufacturer

<referencedBy>
<keywordDefinition>

<code code="ich_keyword_type_3"
codeSystem="2.16.840.1.113883.3.989.2.2.1.5.2"/>
<statusCode code="active"/>
<value>

<item code="MANU001" codeSystem="2.16.840.1.113883.3">
<displayName value="Big Manufacturer"/>

</item>
</value>

                 </keywordDefinition>
              </referencedBy>

item eCTD v4.0 1
Keyword Definition 1

XML

8.2.18.6.2 Keyword Definition

Keyword Definition Keyword Definition

Keyword Definition

1

<referencedBy>
<keywordDefinition>
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<code code="ich_keyword_type_3" codeSystem="2.16.840.1.113883.3.989.2.2.1.5.2"/>
<statusCode code="active"/>
<value>

<item code="MANU001" codeSystem="2.16.840.1.113883.3">
<displayName value="Ace Manufacturer"/>

</item>
</value>

                 </keywordDefinition>
              </referencedBy>

2

<referencedBy>
<keywordDefinition>

<code code="ich_keyword_type_3" codeSystem="2.16.840.1.113883.3.989.2.2.1.5.2"/>
<statusCode code="active"/>
<value>

<item code="MANU001" codeSystem="2.16.840.1.113883.3">
<displayName value="Acme Manufacturer" updateMode="R"/>

</item>
</value>

</keywordDefinition>
</referencedBy>

Application Submission Unit
Application Submission Unit

Submission Unit Keyword Definition

8.2.18.7 Submission Unit Keyword Definition
1 Keyword Definition

Keyword Application Submission Unit
Keyword Definition

1 1 Application

1
1 Keyword

<referencedBy>
<keywordDefinition>

<code code="ich_keyword_type_3"
codeSystem="2.16.840.1.113883.3.989.2.2.1.5.2"/>
<statusCode code="active"/>
<value>

<item code="MANU003" codeSystem="2.16.840.1.113883.3">
<displayName value="Simple Manufacturer"/>

</item>
</value>

                 </keywordDefinition>
              </referencedBy>

displayName
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1 Context of Use Keyword Definition

<component>
<priorityNumber value="1000"/>
<contextOfUse>

<id root="8c590801-c4ca-4940-bb4d-5a4cd32685d7"/>
<code code="ich_3.2.s.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<!--"Controls for Material YYY" -->

<documentReference>
<id root="d0c6463c-7538-4ac8-827d-65b083c3893d"/>

</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">

<keyword>
<code code="MANU003" codeSystem="2.16.840.1.113883.3 "/>

</keyword>
</referencedBy>
<referencedBy typeCode="REFR">

<keyword>
<code code="SUB001" codeSystem="2.16.840.1.113883.3 "/>

</keyword>
</referencedBy>

</contextOfUse>
</component>

Context of Use keyword
ICH M4

CTD

XML

3 Keyword
Keyword Definition XML 1

MANU003 Simple Manufacturer

3 Context of Use Keyword Definition
<component>

<priorityNumber value="2000"/>
<contextOfUse>

<id root="64e51fb8-4608-4c3a-af52-68b5cc02345b"/>
<code code="ich_3.2.s.2.3" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>
<!--"Controls for Material BCD" -->

<documentReference>
<id root="23967c61-99bf-4090-863c-15b524ee242e"/>

</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">

<keyword>
<code code="MANU003" codeSystem="2.16.840.1.113883.3 "/>
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</keyword>
</referencedBy>
<referencedBy typeCode="REFR">

<keyword>
<code code="SUB001" codeSystem="2.16.840.1.113883.3 "/>

</keyword>
</referencedBy>

</contextOfUse>
</component>

Context of Use keyword
ICH M4

CTD

XML

9.
Submission Unit Submission Application

eCTD v4.0
Submission Unit
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10. ECTD V3.2.2
eCTD v3.2.2 eCTD v4.0

RPS R2 Normative
v4.0

/ /
1 v3.2.2 v4.0

2
o eCTD Context of Use

o eCTD Application Application Document

v3.2.2
v3.2.2

10.1
v3.2.2 v4.0 Application Current View

1
v4.0 Current View

append
v3.2.2 index.xml

regional xml
CTD

v3.2.2 index.xml
regional.xml

2 submissionunit.xml sha256.txt
10.3

Application v3.2.2
v4.0 v4.0 Document

Current View
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Current View 1 v3.2.2

5:

Current View

1

/

rejection warning
Rejections
Warnings

1 Rejection Warnings

1

eCTD v4.0

eCTD v4.0
eCTD v4.0

Warning
Warning

Warninig eCTD v4.0

/

Warning

eCTD 3.2

Rejection

Warninig

v4.0

Rejection



Page 85

eCTD v4.0
eCTD v4.0

Rejection Warning
Rejection Warning
Submission Unit Sequence 

Number

eCTD v3.2.x

Current View Warninig
v4.0

v3.2.x
)

Rejection Warining

v3.2.x
/Submission Unit

Sequence Number
Current View

v3.2.x
Current View

v4.0

10.2
RPS

v4.0

10.3
XML submissionunit.xml

sha256.txt
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submissionunit.xml v3.2.2
index regional STF XML

6:

Sequence Number

10.4

XML

8: XML
XML Structure
<PORP_IN000001UV ITSVersion="XML_1.0" xmlns="urn:hl7-org:v3"
xmlns:xsi="http://www.w3.org/2001/XMLSchema-instance" xsi:schemaLocation="urn:hl7-org:v3 
PORP_IN000001UV.xsd ">

<id/>
<creationTime/>
<interactionId/>
<processingCode/>
<processingModeCode/>
<acceptAckCode/>
<receiver>

<device classCode="DEV" determinerCode="INSTANCE">
<id>

<item root="" identifierName=""/>
</id>

</device>
</receiver>
<sender>

<device classCode="DEV" determinerCode="INSTANCE">
<id/>

</device>
</sender>

10.4.1

ITSVersion XML_1.0
xmlns urn:hl7-org:v3
xmlns:xsi http://www.w3.org/2001/XMLSchema-instance
xsi:schemaLocation

xsi:schemaLocation="urn:hl7-org:v3 PORP_IN000001UV.xsd"

sender.device.id (
10.4.1.1)

receiver.device.id (
10.4.1.1)



Page 87

receiver@typeCode RCV
receiver.device@classCode DEV
receiver.device@determinerCode INSTANCE

2 id.item
o receiver.device.id.item@root

OID
o receiver.device.id.item@identifierName

sender@typeCode SND
sender.device@classCode DEV
sender.device@determinerCode INSTANCE

10.4.2 XML
id XML receiver.device.id

<id/>
<creationTime/>
<interactionId/>
<processingCode/>
<processingModeCode/>
<acceptAckCode/>
<receiver>

<device classCode="DEV" determinerCode="INSTANCE">
<id>

<item root="2.16.840.1.113883.3.989.2.2.1.11.1" identifierName="ICH eCTD v4.0 IG 
v1.2"/>

<item root="OID for Regional IG" identifierName="Regional/Module1 IG Version 
Number"/>

</id>
</device>

</receiver>
<sender>

<device classCode="DEV" determinerCode="INSTANCE">
<id/>

</device>
</sender>

10.5
eCTD v4.0 XML HL7 Version 3 RPS Release 2 Normative

XML

10.5.1 TMM 
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7:

v3.2.2 v4.0

o receiver.device.id
SubmissionUnit
o id 
o code
Context of Use
o priority number Context of Use Keyword
o id
o code

Application – 
Submission

Application

Submission Unit – 1 eCTD 

Priority Number – Context of 
Use

Context of Use – CTD

Document Reference – CTD

Document
Context of Use Keyword – 
CTD

Related Context of Use – 

Sequence Number – eCTD

Submission –
Submission Unit

Document – 

Keyword Definition – 
Keyword

Category Event – 

Contact Party – Submission

Contact Party – 

Organization – 
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o status code
o document reference
o keyword
Sequence Number
Submission
o id
o code
Contact Party for Technical Contact
o Contact Party type
o Person identifier
o Person name
o Person telecom
Application
o id 
o code 
Applicant
o id
o name
Document
o Id version 4.0
o Reference value 
o Leaf reference URI SequenceNumber.xmltype.leafId 

0032.ich#NLAS57D17EB601C9EDCA
Keyword Definition
o Code – type
o Code for keyword value
o Status Code
o Value for display name

10.5.2

10.5.2.1
XML

controlActProcess@classcode ACTN
conrtolActProcess@moodCode EVN
controlActProcess.subject@typecode SUBJ

10.5.3 XML
TMM XML XML

controlActProcess submissionUnit
submission application
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9:
XML Structure

XML controlActProcess
10.4 submissionUnit

<controlActProcess classCode="ACTN" moodCode="EVN">
<subject typeCode="SUBJ">

submissionUnit Context of Use
component.contextOfUse

o primaryInformationRecipient.TerritorialAuthority
o replacementOf.relatedContextOfUse
o derivedFrom.documentReference
o subjectOf.submissionReference
o referencedBy.keyword

<submissionUnit>
<id/>
<code/>
<title/>
<statusCode/>
<component>

<priorityNumber value=""/>
<contextOfUse>

<id/>
<code/>
<statusCode/>
<primaryInformationRecipient>

<territorialAuthority>
<governingAuthority>

<id/>
<name/>

</governingAuthority>
</territorialAuthority>

</primaryInformationRecipient>
<replacementOf typeCode="RPLC">

<relatedContextOfUse>
<id/>

</relatedContextOfUse>
</replacementOf>
<derivedFrom>

<documentReference>
<id/>

</documentReference>
</derivedFrom>
<subjectOf>

<submissionReference>
<id><item/></id>

</submissionReference>
</subjectOf>
<referencedBy typeCode="REFR">

<keyword>
<code/>

</keyword>
</referencedBy>

submissionUnit ( 10.5.4)

priorityNumber ( 10.5.5)

contextOfUse ( 10.5.5.3)

primaryInformationRecipient.territ
orialAuthority

replacementOf.relatedContextOfUse 
–

derivedFrom.documentReference 
( 10.5.6.3)

submissionReference

keyword ( 10.5.7.3)
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</contextOfUse>
</component>

XML submission Submission

sequenceNumber (submissionUnit submission )
callBackContact.contactParty 
subject1.regulatoryStatus 
subject2.review 

o subject1.manufacturedProduct
o holder.applicant
o author.territorialAuthority
o subject2.productCategory
o subject3.regulatoryStatus

subject3.mode 
subject4.regulatoryReviewTime 
subject5.submissionGroup

<componentOf1>
<sequenceNumber/>
<submission>

<id/>
<code/>
<callBackContact>

<contactParty>
<id/>
<code/>
<statusCode/>
<contactPerson>

<name/>
<asAgent>

<representedOrganization>
<id/>
<name/>

</representedOrganization>
</asAgent>

</contactPerson>
</contactParty>

</callBackContact>
<subject1>

<regulatoryStatus>
<code/>

</regulatoryStatus>
</subject1>
<subject2>

<review>
<id/>
<statusCode/>
<effectiveTime/>

sequenceNumber.submission ( 10.5.11)

submission ( 10.5.12 )

callBackContact (
10.5.12.2)

regulatoryStatus –

review –
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<subject1>
<manufacturedProduct>

<manufacturedProduct>
<name/>

</manufacturedProduct>
</manufacturedProduct>

</subject1>
<holder>

<applicant/>
</holder>
<author>

<territorialAuthority/>
</author>
<subject2>

<productCategory>
<code/>

</productCategory>
</subject2>
<subject3>

<regulatoryStatus>
<code/>

</regulatoryStatus>
</subject3>

</review>
</subject2>
<subject3>

<mode>
<code/>

</mode>
</subject3>
<subject4>

<regulatoryReviewTime>
<code/>

</regulatoryReviewTime>
</subject4>
<subject5>

<submissionGroup>
<id/>

</submissionGroup>
</subject5>

XML Structure
XML application Application

holder.applicant
informationRecipient.territorialAuthority
subject.reviewProcedure
reference.applicationReference
component.document
referencedBy.keywordDefinition

<componentOf>
<application>

<id>
<item/>

</id>
<code/>

submissionGroup –

manufacturedProduct –

review.holder –

review.territorialAuthority –

productCategory –

regulatoryStatus –

mode –

regulatoryReviewTime –

application (
10.5.14)



Page 93

<holder>
<applicant>

<sponsorOrganization>
<id></id>
<name></name>

</sponsorOrganization>
</applicant>

</holder>
<informationRecipient>

<territorialAuthority>
<governingAuthority>

<id/>
<name/>

</governingAuthority>
</territorialAuthority>

</informationRecipient>
<subject>

<reviewProcedure>
<code/>

</reviewProcedure>
</subject>
<reference>

<applicationReference>
<id/>

</applicationReference>
</reference>
<component>

<document>
<id/>
<title/>
<text integrityCheckAlgorithm="" mediaType="" language="">

<reference/>
<integrityCheck/>

</text>
<referencedBy typeCode="REFR">

<keyword>
<code/>

</keyword>
</referencedBy>

</document>
</component>
<referencedBy>

<keywordDefinition>
<code/>
<statusCode/>
<value>

<item code="" codeSystem="">
<displayName/>

</item>
</value>

</keywordDefinition>
</referencedBy>

</application>
</componentOf>

</submission>
</componentOf1>

holder.applicant (
10.5.14.3)

informationRecipient.territor
ialAuthority –

reviewProcedure –

applicationReference –

document (
10.5.17)

keyword -

keywordDefinitio
n (
10.5.18)
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<componentOf2>
<categoryEvent>

<code/>
<component>

<categoryEvent>
<code/>

</categoryEvent>
</component>

</categoryEvent>
</componentOf2>

</submissionUnit>
</subject>

</controlActProcess>
</PORP_IN000001UV>

10.5.4 Submission Unit
Submission Unit

submissionUnit.id
submissionUnit.code

Submission Unit

title
statusCode
componentOf2.CategoryEvent

Submission Unit

10.5.4.1 XML
XML submissionUnit

controlActProcess >> subject >> submissionUnit

XML 9

10.5.4.2 XML
submissionUnit XML

ClassCode moodCode eCTD v4.0 XML classCode
ACT moodCode EVN

XML

subject.categoryEvent –
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10.5.4.2.1 submissionUnit.id

id [1..1]
Submission Unit

root [1..1] UUID id root
submissionUnit

id@root
id@root submissionUnit

10.5.4.2.2 submissionUnit.code

code [1..1] Submission Unit

code [1..1]

ich_sub_unit_1

code Submission Unit

codeSystem [1..1] OID

codeSystem OID

OID

code@code Submission Unit 1
Submission Unit

10.5.4.3
ICH genericode

23

10.5.4.4
submissionUnit

10.5.5 Context of Use Priority Number
Priority Number Priority Number

10.5.5.1 XML
XML priorityNumber

23 ESTRI
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controlActProcess >> subject >> submissionUnit>> component>> priorityNumber

XML 9

10.5.5.2 XML
component.priorityNumber XML

typeCode eCTD v4.0 XML typeCode COMP
XML

10.5.5.2.1 priorityNumber

priorityNumber [1..1] Priority Number

value [1..1]
1000

2000 3000

priorityNumber value
Context of Use

priorityNumber@value
contextOfUse Priority Number

6 1 999999 Context of Use
Keyword contextOfUse

Context of Use Keyword Context 
of Use Submission 1000 1000

2000 3000 Context of Use
/ 1 10 100

Context of Use Keyword Priority Number
Priority Number

Context of Use Keyword Context of Use
Priority Number

10.5.5.3

10.5.5.4
priorityNumber

10.5.6 Context of Use
Context of Use eCTD v4.0

Context of Use
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10.5.6.1 XML
XML contextOfUse

controlActProcess>> subject>> submissionUnit>>component>>priorityNumber> contextOfUse

XML 9

10.5.6.2 XML
contextOfUse XML

classCode moodCode eCTD v4.0 XML classCode
DOC moodCode EVN

XML

10.5.6.2.1 contextOfUse.id

id [1..1] contextOfUse

root [1..1] UUID id root contextOfUse

id@root
id@root contextOfUse

10.5.6.2.2 contextOfUse.code

code [1..1] contextOfUse

code [1..1]

ich_3.2.p.2.3

code
ICH

codeSystem [1..1] OID codeSystem

OID
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code codeSystem

Context of Use Keyword
Study ID Study Title

10.5.20

code Context of Use
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10.5.6.2.3 contextOfUse.statusCode

statusCode [1..1]

Context of Use

code [1..1]

active

code Context of Use

statusCode active
statusCode@code

10.5.6.3
ICH genericode

24

10.5.6.4
contextOfUse

10.5.7 Document Reference
Submission Unit

Submission Unit Document

10.5.7.1 XML
XML documentReference

controlActProcess>> subject>> submissionUnit>>component>>priorityNumber> 
contextOfUse>> derivedFrom>> documentReference

derivedFrom 1 replacementOf

XML 9

10.5.7.2 XML
documentReference XML

classCode moodCode eCTD v4.0 XML classCode
DOC moodCode EVN

XML

24 ESTRI
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10.5.7.2.1 documentReference.id

id [1..1] Document

root [1..1] UUID root id
Document

id@root
id@root Submission Unit

Submission Unit Document

10.5.7.3

10.5.7.4
documentReference

10.5.8 Context of Use Keyword
v3.2.2 Keyword referencedBy Context of Use

Keyword
Keyword Type

Keyword Definition
Keyword Definition

1 Keyword Definition
1 Context of Use

v4.0 Keyword

10.5.8.1 XML
Context of Use XML keyword

controlActProcess>> subject>> submissionUnit>>component>>priorityNumber> 
contextOfUse>> referencedBy>> keyword

referencedBy primaryInformationRecipient replacementOf derivedFrom
subjectOf

XML 9

10.5.8.2 XML
keyword XML
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classCode moodCode eCTD v4.0 XML classCode
ACT moodCode EVN

XML

eCTD v4.0 XML typeCode typeCode REFR
XML

10.5.8.2.1 keyword.code

code [1..1] Keyword

code [1..1]

ich_route_1
MANU001

MFR_001

Keyword
code

codeSystem [1..1]

OID

codeSystem

OID

code codeSystem
Keyword 1
code

Context of Use Keyword
Study ID Study Title

10.5.20

10.5.8.3
ICH genericode

25

10.5.8.4
keyword

10.5.9 XML Context of Use Keyword
Context of Use Keyword XML

25 ESTRI
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10.5.9.1 Keyword Context of Use
<component>

<priorityNumber value="1000"/>
<contextOfUse>

<id root="d82eb3db-04ed-48d8-85db-4a83ba1efb6d"/>
<code code="ich_3.2.p.7" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>

<documentReference>
<id root="3452ada4-7f91-49dd-be9d-fee71d0ca3e8"/>

</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR"

<keyword>
<code code="PRD-001" codeSystem="2.16.840.1.113883.3 "/>

</keyword>
</referencedBy>
<referencedBy typeCode="REFR">

<keyword>
<code code="DOSE-001" codeSystem="2.16.840.1.113883.3 "/>

</keyword>
</referencedBy>

</contextOfUse>
</component>

Context of Use keyword
ICH M4

CTD

XML

10.5.10 Context of Use
v3.2.2 ID

v4.0 Keyword 
10: TMM

Study Tagging File 

m4.2.3.1 index.xml STF
idm42111

8: index.xml
<leaf checksum-type="MD5"
version="stf version 2.2" xlink:type="simple"
checksum="421e55366d62fad0e9510f6aed005272" operation="new"
xlink:href="m4/42-stud-rep/423-tox/4231-single-dose-tox/stf-jm-12-345.xml"
ID="idm42111">

<title>Study No. JM-12-345 STF</title>
</leaf>
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9: v3.2.2
<study-identifier>

<title>Single dose oral toxicity study in the mouse and dog</title>
<study-id>jm-12-345</study-id>
<category name="species" info-type="ich">mouse</category>
<category name="species" info-type="ich">dog</category>
<category name="route-of-admin" info-type="ich">oral</category>

</study-identifier>
<study-document>

<doc-content xlnk:href="../../../index.xml#m42111">
<file-tag name="study report body" info-type="ich"/>

</doc-content>
</study-document>

site-id m5.3.5.1 leaf Property Context of Use
Keyword Keyword Definition

10: v3.2.2 Property
<study-identifier>

<title>Wonderdrug Study S107</title>
<study-id>S107</study-id>
<category name="type-of-control" info-type="ich">placebo</category>

</study-identifier>
<study-document>

<doc-content xlink:href="../../../../../index.xml#r345">
<file-tag name="synopsis" info-type="ich"/>

</doc-content>
<doc-content xlink:href="../../../../../index.xml#r346">

<file-tag name="study-report-body" info-type="ich"/>
</doc-content>
<doc-content xlink:href="../../../../../index.xml#r347">

<property name="site-identifier" info-type="us">11</property>
<file-tag name="case-report-forms" info-type="ich"/>

</doc-content>
</study-document>

STF DTD STF ../../../../../ STF

v4.0 Current View
STF STF

codeSystem keyword info-type

10: TMM
v3.2.2 / v4.0 /
Leaf leaf

m4.2.3.1
v4.0

Context of Use

contextOfUse.code@code v3.2.2 
leaf

CTD
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v3.2.2 / v4.0 /
Study Identifier
Title keyword.code@code v3.2.2

STF

Keyword Definition

ID
1

10.5.20

Study -id ID keyword.code@code v3.2.2
STF

ID

ID

Keyword Definition

ID

1

10.5.20

Category ICH

Keyword
duration route of 
administration
species

Category

keyword.code@code 1
1 Keyword

v3.2.2 STF
Category

1 Keyword

Study Doc
File-tag leaf

leaf

keyword.code@code Document 
Type Keyword
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v3.2.2 / v4.0 /

Property leaf
site-id

keyword.code@code site-id 
Keyword

site-id
Keyword 

Definition

STF

Current View

11: STF
<study-identifier>

<title>Single dose oral toxicity study in the rat and dog</title>
<study-id>jm-12-345</study-id>
<category name="species" info-type="ich">rat</category>
<category name="species" info-type="ich">dog</category>
<category name="route-of-admin" info-type="ich">oral</category>

</study-identifier>

9 11 Context of Use
Species Keyword mouse rat

10.5.10.1 XML
Context of Use Keywords XML

<component>
<priorityNumber value="2000"/>

<contextOfUse>
<id root="3b60de11-5277-4a62-be4a-6ac87e046e1b"/>
<code code="ich_4.2.3.1" codeSystem="2.16.840.1.113883.3.989.2.2.1.1.1"/>
<statusCode code="active"/>
<derivedFrom>

<documentReference>
<id root="be916755-a4bc-454a-b1c1-b1c0b2cf76cd"/>

</documentReference>
</derivedFrom>
<referencedBy typeCode="REFR">

<keyword>
<code code="STDY1-TITLE1" codeSystem="2.16.840.1.113883.3.989"/>

</keyword>
</referencedBy>
<referencedBy typeCode="REFR">
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<keyword>
<code code="ich_document_type_4"

codeSystem="2.16.840.1.113883.3.989.2.2.1.3.2"/>
</keyword>

</referencedBy>
<referencedBy typeCode="REFR">

<keyword>
<code code="ich_species_2" codeSystem="2.16.840.1.113883.3.989.2.2.1.7.1"/>

</keyword>
</referencedBy>
<referencedBy typeCode="REFR">

<keyword>
<code code="ich_species_6" codeSystem="2.16.840.1.113883.3.989.2.2.1.7.1"/>

</keyword>
</referencedBy>
<referencedBy typeCode="REFR">

<keyword>
<code code="ich_route_1" codeSystem="2.16.840.1.113883.3.989.2.2.1.6.1"/>

</keyword>
</contextOfUse>

</component>

Keyword Keyword Definition
ID keyword 10.5.20

10.5.11 Sequence Number
sequenceNumber Submission Submission

1 Application
Sequence Number

Sequence Number Sequence Number

10.5.11.1 XML
XML sequenceNumber

controlActProcess >> subject >> submissionUnit >> componentOf1 >> sequenceNumber

componentOf subject component

XML 9

10.5.11.2 XML
componentOf1.sequenceNumber XML

typeCode eCTD v4.0 XML typeCode COMP
XML
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10.5.11.2.1 sequenceNumber

sequenceNumber [1..1] Sequence Number

value [1..1]

1 2 3

sequenceNumber value
submission Submission 

Unit

sequenceNumber@value
sequenceNumber

Sequence
999999

10.5.11.3

10.5.11.4
sequenceNumber

10.5.11.5 XML Sequence Number
XML Sequence Number

<componentOf1>
<sequenceNumber value="100"/>
<submission>

…
[submission

]
…

<componentOf>
…
[application
10.5.14 ]

…
</componentOf>

</submission>
</componentOf1>

10.5.12 Submission 
submission Current View

id code
Submission ICH

10.5.12.1 XML
submission XML
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classCode moodCode eCTD v4.0 XML classCode
ACT moodCode EVN

10.5.12.1.1 submission.id

id [1..1]

id.item [1..1]

Submission .
root [1..1] UUID id root

id.item@root submission
Submission

eCTD v4.0

10.5.12.1.2 submission.code

code [1..1] Submission

code [1..1]

ich_sub_1

code Submission

codeSystem [1..1] OID codeSystem

OID

Submission code@code
Submission

10.5.12.2
ICH genericode

26

26 ESTRI
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10.5.12.3
submission

10.5.13

10.5.13.1 XML
contactParty XML

callBackContact@typeCode eCTD v4.0 XML typeCode
CALLBCK

XML

ContactParty@classCode eCTD v4.0 XML classCode
CON XML

ContactPerson@classCode eCTD v4.0 XML classCode
PSN XML

asAgent@classCode eCTD v4.0 XML classCode
AGNT XML

representedOrganization@classCode eCTD v4.0 XML
classCode ORG

XML

10.5.13.1.1 callBackContact.contactParty.id

id [1..1] Contact Party

root [1..1] UUID id root contactParty

Contact Party

10.5.13.1.2 callBackContact.contactParty.code

code [1..1] Contact Party
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code [1..1]

regional_sub_c
ontact_type_2

Contact Party

codeSystem [1..1] OID codeSystem

OID

Contact Party

10.5.13.1.3 callBackContact.contactParty.statusCode

code [1..1] Contact Party

code [1..1]

active

HL7
Contact 

Party

code

10.5.13.1.4 callBackContact.contactParty.contactPerson.name

name.part [1..1]

type [1..1]

GIV

value [1..1]

Jane
Contact Party
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name name.part@type HL7

10.5.13.1.5 callBackContact.contactParty.contactPerson.telecom

telecom xsi:type BAG_TEL

item [1..1] Contact Party
E

value [1..1]

tel:+1(111)9
99-9999

Contact Party
E

15 tel:+
( ) 3 - 4

; postd: 10
o tel:+1(111)999-9999;postd:12345

20 tel:+
( ) ; postd: 10

o tel:+011(123)1234567890
tel:+011()1234567890

E
value mailto:johndoe@acme.com

10.5.13.1.6 callBackContact.contactParty.contactPerson.asAgent.representedOrganiza
tion.name

name.part [0..1] Contact Person

value [1..1]

Acme 
Pharmaceuticals, 

Inc.

Contact Person

Contact Person
value Contact Person
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10.5.13.2 XML
XML

<callBackContact>
<contactParty>

<id root="20b45e49-a226-4bd4-a716-bb54eba3b0ec"/>
<code code="regional_sub_contact_type_2" codeSystem="2.16.840.1.11

3883.3.989.x.x.x"/>
<statusCode code="active"/>
<contactPerson>

<name>
<part type="GIV" value="Joe"/>
<part type="FAM" value="Smith"/>

</name>
<telecom xsi:type="BAG_TEL">

<item value="tel:+1(111)999-9999"/>
<item value="mailto:johndoe@acme.com"/>

</telecom>
<asAgent>

<representedOrganization>
<name>

<part value="Acme Pharmaceuticals, Inc."/>
</name>

</representedOrganization>
</asAgent>

</contactPerson>
</contactParty>

</callBackContact>

XML

10.5.14 Application
application Application

10.5.14.1 XML
XML application

controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>> 
componentOf>>application

XML 9

10.5.14.2 XML
application XML

classCode moodCode eCTD v4.0 XML classCode
ACT moodCode EVN

XML
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10.5.14.2.1 application.id

id [1..1]
Application

id.item [1..*]
Application

Application

Application
1 id.item

root [1..1] UUID id.item root
application

extension [0..1]

NDA123456 
NDA

id.item extension
Application

id.item@root application
Application

application.id.item@root OID
application.id.item@extension

10.5.14.2.2 application.code

code [1..1] Application

code [1..1]

us_application_
type_1

code
NDA

MAA Art-8-3 Art-10-1
Application
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codeSystem [1..1] OID codeSystem

OID

Application code@code 1
Application

10.5.14.3
ICH genericode

27

application

10.5.14.4
application

10.5.15 Applicant
Applicant Application

Applicant

10.5.15.1 XML
XML applicant

controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>> 
componentOf>>application>> holder>>applicant

XML 9

10.5.15.2 XML
applicant XML

classCode eCTD v4.0 XML classCode SPNSR
XML

27 ESTRI
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10.5.15.2.1 applicant. sponsoringOrganziation.id

id [1..1]
Applicant

id.item [1..*]
Applicant

root [1..1] OID

1.3.6.1.4.1.519.1

id.item root
OID

extension [1..1]

999999999

id.item extension

id.item@root applicant
Application Applicant

10.5.15.2.2 applicant. sponsoringOrganziation.name

name.part [1..1] Applicant

value [1..1]

Acme
Applicant

name.part@value
Applicant

10.5.15.3

10.5.15.4

applicant.sponsoringOrganization.addr
applicant.sponsoringOrganization.telecom

Contact Party 10.5.12.2
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10.5.16 XML Application Applicant
Application Applicant

<componentOf>
<application>

<id>
<item root="f23c558f-cd58-41bc-bf6f-c6d230d3d665" extension="987654"/>

…
<!--item -->

…
</id>
<code code="regional_application_type_1" codeSystem="2.16.840.1.113883.3.989.x.x.x"/>
<holder>

<applicant>
<sponsorOrganization>

<id>
<item root="2.16.840.1.113883.3.989.x.x.x" extension="999999999"/>

</id>
<name>

<part value="Acme"/>
</name>

</sponsorOrganization>
</applicant>

</holder>
…
[ Application component referencedBy
informationRecipient reference subject application.code

]

…
</application>

</componentOf>

XML

10.5.17 Document
document v3.2.2 v4.0 Document

v3.2.2 Application Application
Document

Document
Document 1 1 Document

Document Document
Document Application

v4.0 v 4.0 Document

10.5.17.1 XML
XML document

controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>> 
componentOf>>application>> component >> document
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component holder subject reference

XML 9

10.5.17.2 XML
document XML

ClassCode moodCode eCTD v4.0 XML classCode
DOC moodCode EVN

XML

10.5.17.2.1 document.id

id [1..1] Document

root [1..1] UUID id root document

id@root
id@root document id@root

2 Document

10.5.17.2.2 document.text

text [1..1] Document

text.reference [1..1] Document text

value [1..1]

URI

valid 
xmltypes

ICH 
code list

reference value
Document URI

Document
text

o reference@value
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text URI
SequenceNumber.xmltype#leafId 0032.ich#NLAS57D17EB601C9EDCA

URI Application Current View

10.5.17.3
ICH genericode

28

10.5.17.4
document

10.5.17.5 XML Document
Document XML

Document
<component>

<document>
<id root="fe5fcddd-397b-4042-8fc8-c6163e76bab2"/>
<text>

<reference value="0032.ich#NLAS57D17EB601C9EDCA"/>
</text>

</document>
</component>

XML

10.5.18 Keyword Definition
v3.2.2 3.2.2

Keyword keywordDefinition

10.5.18.1 XML
Keyowrd Definition XML keywordDefinition

controlActProcess>> subject>> submissionUnit>>componentOf1>>submission>> 
componentOf>>application>> referencedBy> >keywordDefinition

referencedBy informationRecipient holder reference subject

XML 9

28 ESTRI
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10.5.18.2 XML
keywordDefinition XML

classCode moodCode eCTD v4.0 XML classCode
ACT moodCode EVN

XML

keywordDefinition keywordDefinition
keywordDefinition

1 keywordDefinition 1

10.5.18.2.1 keywordDefinition.code

code [1..1] Keyword Definition

code [1..1]

ich_keyword_
type_1

Keyword Definition
code

codeSystem [1..1] OID codeSystem

OID
.

code codeSystem
code ICH Keyword

ID
ID keyword 10.5.20

10.5.18.2.2 keywordDefinition.statusCode

statusCode [1..1] keywordDefinition

code [1..1]
active

statusCode

code active
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10.5.18.2.3 keywordDefinition.value

value [1..1] keywordDefinition
Keyword

value.item [1..1] Keyword

code [1..1]

MANU001
MFR_001

Keyword
code

codeSystem [1..1]

codeSystem

value.item.displayNam
e

[1..1] displayName
displayName

keywordDefinition

value [1..1]

Big 
Manufacturer

Keyword
value displayName

keywordDefinition.value
value.item@code value.item@codeSystem value.item.displayName@value

keywordDefinition Keyword 1
1 1

value.item@code value.item.displayName@value v3.2.2

10.5.18.3
ICH genericode

29

10.5.18.4
keywordDefinition

29 ESTRI
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10.5.19 XML Keyword Definition
keywordDefinition Product Name

<referencedBy>
<keywordDefinition>

<code code="ich_keyword_type_4"
codeSystem="2.16.840.1.113883.3.989.2.2.1.95.2"/>
<statusCode code="active"/>
<value>

<item code="PRD-001" codeSystem="2.16.840.1.113883.3">
<displayName value="Product A"/>

</item>
</value>

                 </keywordDefinition>
              </referencedBy>

1 Keyword Definition
1

XML
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10.5.20 XML ID
ID keywordDefinition XML ID

_$ STF
"Study-001" "Title A" "Study-

001_$Title A" _$

<referencedBy>
<keywordDefinition>

<code code="ich_keyword_type_8"
codeSystem="2.16.840.1.113883.3.989.2.2.1.95.2"/>
<statusCode code="active"/>
<value>

<item code=" STDY1-TITLE1" codeSystem="2.16.840.1.113883.3">
<displayName value="Study-001_$Title A"/>

</item>
</value>

                 </keywordDefinition>
              </referencedBy>

item TMM 1
Keyword Definition 1

XML
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11. 1 2 5
eCTD v4.0 Document

2 5

11.1 2
2 m2

m2 12: 2

12: 2

11.2 3
3 m3 3

m3 13: 3

13: 3

CTD

3.2.A 32-app

3.2.P 32-prod

3.2.R 32-reg

3.2.S 32-sub

3.3 33-lit



Page 124

11.3 4
4 m4 4

m4 14: 4

14: 4

CTD

4.2.1 421-phm

4.2.2 422-pk

4.2.3 423-tox

4.3 43-lit

15:
study-id-1

15:

11.4 5
5 m5 5

CTD 5.3.7

eCTD v4.0 5.4

m5 16: 5
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16: 5

CTD

5.3.1 531-biopharm

5.3.2 532-pkbiomat

5.3.3 PK 533-humanpk

5.3.4 PD 534-pd

5.3.5 535-eff-safe

5.3.6 536-pms

5.3.7 537-listing

5.4 54-lit

17:
study-id-1

17:
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12. 2 ECTD V4.0
eCTD v4.0 ICH eCTD v4.0

eCTD v4.0 8.2
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