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1 Create EAEU Submissions

The following set of procedures provides best practice guidance for creating EAEU submissions. There
are several procedures to perform when creating EAEU submissions:

e Create assembly
e Populate extended attributes for assembly leafs
e Publish

e Embed output PDFs into the submission xml

1.1 Create an Assembly

1. Runthe Create eCTD wizard, complete the envelope information and select the sections to add
to the submission.

2. Specify the number of repeatable sections and populate the metadata required for some sections.

Select the number of sets of assembly metadata to add.
Sels of Drug Solvent (3.2.A 3 Hoe

48 ECTOMOTaTeNbHLIe BeLeCTEa (BOCCTaH0BMTENW, PACTEODHTENW, Pa30aBiTeny, HocuTenn)) [q
Sels of Drug Substance (2.3.S Ofwee onucaxHue aKTWEHON GapMaLEETHYBCKON CyGCTanyun 1

Select Sats of Submission Metadata >

Specify the assembly metadata attributes.
Drug Selvent{2 2 A 3 Hozule BCNOMOraTENsHLe 281|eCTEa (EOCCTAHOBMTENM, DACTEOPUTENM, pazBasuTeni, HocuTenu))

Set#1
Solvent Name - [solvent

Solvent Manufacturer |solvent_manufacturer
Drug Substance(2.3.5 O0Wee onNMCaHUE aKTUBHOR (DaPMELesTHUECKDN CyDCTakU M)

Set#1
Drug Substance Name : * [substance

Drug Substance Manufacturer : * Isubstance_manu[acmrgd

Set Submission Metadata >

3. Finish the wizard and navigate to the new assembly.
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4. Please note that metadata populated in the wizard will be used automatically to update the output
folder names for the appropriate folders:

Folder Attributes

Lock Indicator : No

Number : 328

Owmner : adminakalenik
Due Date :

Keywords

Description :

Creation Date - 14-May-2020
Comments :

Output Folder 325-drug-sublsubstance-substance_manufacturer
Division -

Faorce Mew Volume : No

Drug Substance Name : substance

Drug Subsiance Manufaciurer - substance_manufacturer

Folder Attributes

Lock Indicator : No

Mumber : 32A3

Owner : adminakalenik

Due Date :

Keywords :

Description :

Creation Date : 14-May-2020
Comments :

Output Folder : solvent-sovent_manufacturer
Division : MINOR

Force Mew Volume : No

Solvent Name : selvent

Solvent Manufacturer : sovent_manufacturer

5. Assign documents to the assembly.
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1.2 Populate Extended Attributes for Assembly Nodes

1. Allleafs in the EAEU assembly must have an EAEU Leaf extension. If some leafs were auto-created
as a result of document assignment, they need to be updated to set the EAEU Leaf extension,
whether individually by using the Change Type menu option, or in bulk using the Mass Update
Properties functionality. When using the Mass Update Properties functionality, be sure to click

Update and Preserve.

Last Repo; Extension
| EAEU Module 1 Envelope

Creation O EAEU Leaf

Name -

Abbreviate

Titte :

LeaflD :

Numoer
Owmner : adminakalenik
Leaf Status Planned
Maodilied Leal

Modified Leaf Sequence :
Modilied File Override |
[a! i MEW

[ = & i @ o5 Moe-

[ Edit

@8 Assign Document

& DMS Synchronization

# Publishing Settings Library
4 Publish Request

&g Associate Workflow

[@ ViewFie
% Appiy Binding to all Children

5 Change Type

8 Force New Renditions And Extractions
Prepare to Publish
[ Recalculate Checksums

£ LIQUENT InSight -- Webpage Dialog

Select an Assembly Tree Element to Update

Document - |
Placeholder: [
Leaf - )
Reference Leal . []
Folder : O

Folder with Extension: jllselerj] v[
Leaf with Extension: JiiSeltml} VI

«" Refresh Tree
| 1% Expand Range

Add Folder
W Add Leaf
[& Assign Document

Extension: i v

Title LI

Owner O

Leaf Status: L|Pianned ~]
Language Lj

Application Version: L[

Version: [l |

Font Library: —|

Role O
Actuate;
Showr Oliseteay~]
Use Native Fie  LJ[Wo 7]

Dua Date: U

Link Text: L

Keywords: L .-|

Descriplion L]

21 Update and Overvrite] (&) Update and Preserve] 3 Cancel |

[} Add Placeholder

[ Mass Update Properties
Mass Insert/Update Publishing Elements
Update Overlay Settings

<& Inseri Volume

@& volumize

[3¢ Delete All Volumes

View Activities List

[# view Document List

[® Publishing Readiness Query
i) Import Assembly Wizard

Q¥ Find and Replace

<@ Export Published Output
[ Save Baseline

[ View Baseline Differences
G Run Link Inspactor
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2. All leafs in an EAEU assembly must have the following extended attributes populated:
e Registration File Indicator
e Drug Registration Document Code
e Document Creation Date

Although the Registration File Indicator and Drug Registration Document Code values are
populated for the leafs created from the template, leafs auto-created as a result of document assignment
will not have those values populated.

Values must be populated, whether individually on each leaf by using the Edit menu option, or in bulk
using the Mass Update Properties functionality.

dz LIQUENT InSight -- Webpage Dizlog X
Select an Assembly Tree Element to Update

Document : ]

Placeholder- [

Leaf ]

Reference Leaf: [

Folder - O
Folder with Extension: [[[Sefect) ]
Leaf with Extension: [ EAEU Leaf v

Registration File Indicator:

Drug Regisfration Document Code: giﬁm

Drug Registration Document Name: Of

Drug Registration File Section Uliselect]
Drug Regisiration File Code: Ofisetect]~]

Drug Registration File Name: O
Document Creation Date: M 14-May-2020 (=

Document Validity Date: =

Business Entity Name: O

Request Response Date

Reason Document Number: L

Requested Drug Registration File Section: 3!.!-3*01]
R ted Drug Regist File Code: U[isetecy

Requested Drug Registration Document Code: L]

Other Information: |

(© update and Ovenvrite] [ Undate and Preserve] |3 cancel |

Note: Please make sure you select the correct option, Update and Overwrite or Update and
Preserve, depending on if you want previously populated values to be preserved or overridden.

If Drug Registration Code is not specified, you should specify Drug Registration Document Name.
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1.3 Publish
Publishing EAEU submissions consists of 2 separate phases:

e Generate file/folder structure with the submission xml.

e Embed content of PDF documents into submission xml.

The first phase is the same as publishing any ICH eCTD submission. Once the file/folder structure and
submission xml are generated, all post-publishing activities, like linking and QCing the submission, should

be done against this output.

Only after the submission is finalized and ready to be sent to the agency, proceed to the phase of

embedding PDF documents into the submission xml.

Follow these steps to embed PDF documents into the submission xmil:

1. Select assembly. In the Publishing view, right-click on the assembly root.

2. Select Export Published Output.

3. Inthe Export Published Output window, provide the valid values for the Source Location and
Destination Location fields. For Source Location, a folder containing the index-r-022.xml file must

be specified.

4. Select Embed PDFs into EAEU XML?. Click OK. The confirmation message appears: “The export
request was successfully sent. Choose Go To | Job Requests to check the status of your request.”

5. Click OK.

1 -
| 2] LIQUENT InSight -- Webpage Dialog

Export Published Output

Source Location - DMS Content | #smb.igntlocallant_smb01/Data/CCDala/AKalenikiDE [Browse]
Destination Location : *(DMS Content | iismb.lqntiocallignt_smb01/Data/GCData/AKalenikiDE! Erowse.)
[Output Document Type : [Select] w|
|Status of Documents [Select] v
DMS Versioning Scheme - (® Minor Version
() Major Version
Embed PDFs into EAEU XML? [
Family Code 3432
Sequence Code - POOGCO
Application Code : EAEU
[ ©ok || Bcancd |

6. Go tothe Job Requests page and view the Job Message for details. Verify that everything was
exported successfully. Only the index-r-022.xml file is created in the Destination Location selected

previously in the wizard.
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2 Import EAEU Submissions into Calyx RIM

To import EAEU submissions that do not have PDFs embedded in the submission xml and are just a
file/folder structure with the submission xml, please follow the same procedures for importing any ICH
eCTD submission:

e Runthe Import eCTD wizard.
e Inthe Import Type drop-down field, select eCTD.
e Finish the wizard.
Perform the following steps to import an EAEU submission xml with embedded PDFs:
e Runthe Import eCTD wizard.
e Inthe Import Type drop-down field, select EAEU XML with embedded PDFs.
If you select EAEU XML with embedded PDFs, the following fields appear:

e EAEU XML Location: Required field. Select the application level folder (the folder that contains
subfolders 0000, 0001, etc.). Each of these subfolders should contain only one .xml file.

e Submission Folder: Required field. The selected location must be a folder.

i.92I.IQUENTInSught-InlemelExploner - o |

Import eCTD to Application

Choose the eCTD folder to import.
Import Type: * | EAEU XML with embedded PDFs v

Enter the eCTD Folder

EAEL XML Location " |DMS Contant w/|
Jismb gt locaiint_smb 1Dt CCDalAKaleniiDE [Browse. |
Clear

Submission Folder *[OMs Content v
iz iqnt lecaliqni_smb01/Daa/GCDalaAKalenkiDE Browss..]

Output Document Type:  [[Select] v|

DMS Versioning Scheme ® Minor Version
! Major Version

(Do ][k nee ]

Note: If the same path as the EAEU XML Location is indicated, the .xml file is replaced after import. All
PDFs are extracted to the Submission Folder location, where you can perform further import by
selecting eCTD as the Import type. One of the following names for the xml file must be defined:
index-r-022.xml or index.xml.

e To create each subsequent leaf, the system searches for DrugRegistrationDocCode and
creates the same structure as the one in the assembly template. If more than one folder
corresponds to this code, the random folder is taken.
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Note:

To create the assembly structure, the system searches for DrugRegistrationDocCode. If it is
absent, the leaf is created under the assembly root.

(o]

Output Document type: This field is specified only when the Submission Folder field
indicates the DMS location. Otherwise, a message prompts you to: “Select an output doc
type.”

DMS Versioning Scheme: Select the appropriate version. By default, Minor Version is
selected.

After all valid values are provided for the EAEU XML Location and Submission Folder fields,
please proceed and finish the wizard.

Go to the Job Requests page and check the Job Message for any details. Verify that everything
has been imported successfully. For the EAEU XML with embedded PDFs import type, one Job info
for each sequence (Preparing for EAEU Submission Import) and one general Job information Import)
is generated.

Each PDF file created by extracting PDF content from the xml is named based on the output file
name in the XML section. The value is taken from the attribute DocName. Files with identical
output names have an additional timecode added to the output name. Example:
2837712746383400common-info.pdf
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