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To ensure alignment with the latest regulatory requirements, Ennov follows a structured approach when
Health Authorities release new specifications. For specifications with limited technical impact, Ennov’s InSight
Business Consulting Team conducts a thorough review and updates our Best Practice documentation.

Software Release/ Revision
Version Date

Summary of Change(s)

v5.1.19 7-July-2025 Initial Authoring
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2 Document Purpose & Scope

Ennov has introduced support for Australia eCTD Validation Specification version 3.2 in the Ennov InSight
Validator version 5.1.19. This specification includes a new feature, warnings.xml, which is designed to allow
the user to provide justifications to warnings in validation in a distinct file contained within the sequence
folder. This best practice is designed to aid users in creating this file using Ennov InSight Validator.
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4 Best Practice AU v3.2 Validation

Users should follow the steps to create a warnings.xml file from InSight Validator.

4.1 Creating the Warnings.xm|

1. Open Ennov InSight Validator and select the Australia profile.

/s
e Validation

Review

Submission  C:\Users\Asus\Desktop\AU\0000

* Vesion 3.2 ~

InSight Validator

© 6

| O 8

2. Select the relevant sequence folder that the version number is set to 3.2

: . Validate Preferences Help About Exit
PF Reg
Submission Validation View Results Settings Validator
Selected Submission Details « Validation Crilenia
= Identification
Region E [4 Files/Foiders
[ ICH Backbone
DYD/sformacion [ AU Regional General
ICHOTD. 3.2 [ AU Regional Envelope
Regional DTD. 3.2 [ AU Regional Content
& sTF
Administrative Information POF Analysis
eSubmission Id 984910
e S | Valiition Resats
10_111 No. Severity Criteria Description
Approved Name(s)_1, 11 Error XML backbones identification
AAN: Approved Mame(s) 11, || 2 Error STF identification
e e 21 Error Folders must not be empty
s L’;:;’:,‘_’:‘:‘;’;;';“":‘;' 22 Warning File size limits should not be exceedsd
(3)_111 2.3 Error Unreferenced files are not allowed
ARTG Number: 123456, 234567, 348678 || 24 Warning File types (file extensions) check
2.5 Error File name syntax must be correct
Submission Number. DM-2017-124545,PV, || ; ¢ Error Folder m1 exists and no files are placed there
2.7 Error Folder util exists and contained files are correct
Sequence Type zs:“:"mmf Wew ll2s Error No other files are allowed in sequence root folder
. - 2.3 Warning Sequence folder requirements should be followed
Sequence Description m’:‘: Package 2.10 Error File warnings.xml must exist if sequence has priority validabion warnings
211 Error File warnings.xml should justify all priority validation warnings
Regulatory Activity Lead.  OTC N\
3.1 [,\,- Error File index.xml must exist
Sequmce:.. €000 3.2 Error The reference to the DTD in index.xml is directed to the DTD provided in the util folder
Related Sequence 0000 33 Error The index.xmi file must be valid
ki M ok o 3.4 Error The files referenced by the cross reference (xlink:href) must exist
3.5 Error Multiple operations on same document in same sequence are not allowed
—t gx{:x? ""'1'_:"1 35 Wwarning Replace or append should not provide content identical to the previous file
ContactEmaii@testi11.ay | 3.7 Error Leaf operation attribute
||32 Error Modified file existence
EX) Error Only relative references are being used
3.10 Information References to targets outside application
311 Information References to targets outside sequence
3.12 Error Attribute checksum-type
3.13 Error MDS Checksum
< > 314 Error MDS for Index file
—————— = =] 3.1 Error Node Extension title must not be empty
o {|3.16 Error Leaf titie must not be empty
Selected Submission Statistics 3.7 Error Element must have leaf
Previnache Validated Suhmiccnnc 2R Infarmatinn Attrihiite valiie rharke

@ Validation

Review

Submission C:\Users\Asus\Desktop\AU\0000

Application

Submission

* Verion 32 ~ %

Validate Errors Only Full
eport Report
Validation View Results

Preferences

Settings

3. Navigate to Preferences and click on it to open.

4. Tick the Generate warnings.xml checkbox. Then click OK.
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-~ Preferences X
ichecTD @AV | E=Eus ey ™uA [oJca op Tw [Qci ==mTH [HllGo <« »
File Types 2

Regional | xml, pdf

ICH | xml, pdf, jpg. 1peg. gif. png. svg, csv, txt

[V Generate warnings xml
Maxi FolderiFile Path Length | 180 Chars POF Version | 14,15.16,1.7

Folder/file path starts from ¢ Application Number (* Seguence Number

Regional Schema
Version |3_2 v] File Name MD5 Value
au-regional xsd \ efec8508c4ee0bicf686326946852a535
: xlink x5 | 52013303596e41b61d3ec1cde24be16a
xml xsd | 382b0a4f7529d2¢57b0af0as713b0a5
[t
5
5 Attribute Lists
i File Name MD5 Value Version A
f reg-activity-lead.xml | 339d926cfadf8fe23e22ae10fGeledac [ 30
[ sequence-description xm | S7T771393b0a2364b0846¢303519a272 [ 30
' sequence-type xml l 257ec45a8887dab30ME74aa725bb061 [ 30 v
I NeeS Setings U
P Reset Reset All OK Cancel

5. Click on the Validate button. If a warnings.xml has been generated before you will receive a pop-up
message confirming if you wish to overwrite the existing warnings.xml. If not, then the system will
proceed to validation. If you have made comments to an existing warnings.xml it will be lost if
you choose to overwrite it.

@
/ Validation Review

Submission C:\Users\Asus\Desktop\AU\0000 ¥ Verion 32 ~ ) N %
(s}
- InSight Validator | & Validate Erri:r: Cnly L Full Preferences
Keport Report
Validation View Results Settings

Wamings.xml was detected.

The file will be replaced and you will lose your
data. Do you want to generate a new warnings.xml
: file? I

Yes
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6. The user should now see a warnings.xml file in the output. If there are no validation criteria warnings
which are applicable, then the warnings.xml will not be generated.

)

Name Status Date modified Type Size

m1 = 07/07/2025 18:45 File folder

m2 o 07/07/2025 18:45 File folder

m3 o 07/07/2025 18:45 File folder

mé — 07/07/2025 18:46 File folder

m5 = 07/07/2025 18:46 File folder

util = 07/07/2025 18:46 File folder
"_l index.xml o 07/07/2025 18:45 XML File 63 KB
|j index-md>5.txt _ 07/07/2025 1845 Text Document 1KB
"_l warnings.xml = 07/07/2025 1845 XML File 63 KB

7. The user can now open the warnings.xml in any text editing software and provide justification for the
validation criteria warnings then save. (For illustration purposes they are highlighted in orange).

[=] warningsml # Eﬂ‘
1 <?xml versicn="1.0" encoding="utf-8"73>
<warnings-explained zmlins:x=si="http://www.w3.org/2001/XMLSchema-instance" xmlns:xad="http://vww.w3.org/2001/XMLSchema" >
<rule number="6.17">
<rule-descripticn>Hyperlinks must 'Inherit Zoom'</rules-descripticon>
<comment>Justification of warning text.</comment>
</rulex>
<rule number="6.22">
<rule-descripticn>PDF initial view must be correct</rule-descriptions
<comment>Justification of warning text.</comment:
10 </rule>
11 <fwar:1‘_ngs—explained>|

=1 @ O GO B}

T}
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4.2 Considerations when working with warnings.xm|

4.2.1 User has a pre-existing warnings.xml which they want to keep.

If the user has a pre-existing warnings.xml and does not wish for it to be overwritten, they will need to follow
the steps below. This might be the case if the user is validating through InSight Validator as a back up for
their primary validator or vice-versa.

There are two options:

1. The user can uncheck the ‘Generate warnings.xml’ option in preferences

< Preferences b'e

icHeCTD @AV =us [Blev ™uva fofjca e p Tw [Oci =m7H BllGe « »
File Types A
Regional = xml, pef

ICH | xml, pdf. jpg. ipeg. gif. png. svg. csv, txt

~ Generate warnings. xmi

Maxinlagh Folder/File Path Length | 180 Chars PDF Version | 14.15.16.17

Folder/file path starts from  Application Number (¢ Seguence Number

2. Click the 'no’ option in the pop-up which displays after clicking validate.

=3

< InSight Validator X

Wamings.xml was detected.

The file will be replaced and you will lose your
data. Do you want to generate a new warnings.xml
file? I

Yes

E
4
U
i

-

4.2.2 User has a validation 2.10 error.
In InSight Validator you may get an error for validation criteria 2.10 in the following cases.
1. Scenario: There are priority warnings but no warnings.xml file.

Solution: Complete steps in section above to generate warnings.xml

2. Scenario: There are no priority warnings but a warnings.xml files exist.
Solution: Delete the warnings.xml file from the sequence folder.
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4.2.3 Validation Criteria Groups and Warning.xml

If the user validates the submission with 1 or more validation criteria groups disabled, it is important to note
that the warnings.xml file will not be generated. To ensure generation user must have selected all validation
criteria.

Validation Critena
Identification
Files/Folders

ICH Backbone

AU Regional General
AU Regional Envelope
AU Regional Content
STF

PDF Analysis

RRRKRRRREA
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