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Learning Objectives

» Understand that:

» You can save a lot of time & reduce
the risk of non-compliance

» Validation is possible much earlier in
the submission process

» Many of your checks and fixes can
be automated
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Typical Submission Content Preparation Workflow
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Reaching Technical Compliance

> Why?
» It is critical for successful
submissions
» How do we reach technical
compliance?

» Following industry standards and
good authoring processes

» Creating compliant PDF from
compliant source Word document

» With the correct tools the process
can be simplified

2023-03-30
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Regulatory guidance vs. typical Word Issues

9.4 Treatments| - Headings include whitespaces

9.4.1 Treatments Administered|

The precise treatments or diagnostic agents Wf the study.
Figure 10-1 Dru Development Process _
g gQ P Link issues

i} Empty paragraphs

Drug _—— Image not in-line with text
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P Watermarks exist
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Regulatory guidance vs. typical Word Issues

In the text of the report, a brief description of the test diug(s)/mvestigational product(s) (fornnulation, strength, batch
number(s)) should be given. If more than one batch of test drug/investigational product was used, patients receiving [_—V]
each batch should be identified in appendix 16.1.6. \ __-_______-,_

Figure 14-1

—_—

Comments exist

9.1 _Clinical laboratory evaluation ,
; Y Out of sequence numbering

9.1.1 Listing of Individual Laboratory Measurements by Patient (10.2.5)

When required by regulatory authorities, the results of all safetv-related laboratory tests should be available m tabular
listings, using a display similar to the following,

A"’/ Table not set to page width

Table 3 List of Laboratory Measurements

Patient Time Age Sex Race Weight Dose SG0T SGPT  AP..X

#1 TO 70 M W 70 kg 400mg W1* Vh Vg
T1 W2 VG V10
T2 V3 VT V11
T3 V4 V8 V12

#2 T10 65 F B 50 kg  300mg V13 V18 V19
T21 V14 V17 V20
T32 V15 V18 W1

*Wn = value of a particular test
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Problems with PDF Conversion

» Problems with Word documents can cause rendering problems
» Use of not inline embedded objects/images
» Incorrect margins or paper size
» The presence of unused bookmarks in the source document
» Inconsistent or improper use of styles
» Corrupted style configuration/settings
» Invalid/damaged fields; broken links or cross-references
» Hidden/instructional text remaining in the source document
» Revised text/comments not removed

2023-03-30 DﬂCHS
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Regulatory guidance vs. typical PDF issues

Fille [kdt View Sgn Window Halp

Home Tools

B w ® 8 Q

Does the PDF
open to page 1
or TOC?

Is the first page
orientation
portrait?

Is the PDF
protected by open
password?

Does the first page
and the headers
indicate 'draft'?

2023-03-30

Test Docurnent.pdf =

® @ 1/

-

B 7 & ©

Are there any
watermarks?
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Does the PDF contain
non-configurable
annotations?

Clinical Development
Title of Siudy: Investigasing the Effectrveness of Pharmahelp Focie
Generic Name: Paracetameol
Nams of Teat Drug: Phansabeln Fore

Indication Stadied: Mild pain, faint mflammation and fever

Noume of cha Spaned - Medical Inonraos Company
Drevebepimeni Fhace of Sudy: Testing
twwdy lnitiwtien Dose: Forn potse emalled o tha 14% of Decendbo 2050
Semdy Completion Date: 10 of Sovemdar, 2022
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rpemar's revpeadbl medical offices: In Foln K Boowm
Pracesoe: |GOP), iwtbuding the snthiving of stcontial decuinents
Tue of e Repori: 2003 62. 23

Docament ype: Clisieal Srudy Baport Is the pa.ge
Dormmea safus: Deaft r|url1|:lvEfI|'l.E
Rolaave date) 2023 02, 25 continous?

Description  Security Forts  Custorn Advanced

Dezeription
Filez  Test Docurment

Title: |
Are PDF properties
: [E
bl | ) I specified?
Subject: | |
Keywords:

Created: 2023, 02. 100 15:15:40
Modified: 2023, 02. 10. 15:15:40
Application:  Wiiter
Advanced
PDF Producer:  ConvertAPl
PDF Version: 1.7 (Acrobat Bx)
Location:  Ci\Users\Eszter\Desktop\DACHS\Ti
File Se: 131,43 KB (134 585 Bybes)
Pag 827Tx 11,68 in
: No

Is the PDF
version correct?

Is the PDF optimized
for fast web view?

Number of Pages: 3
Fast Web Viewz: Mo

Is the PDF

file size too
large?

DACHS

Document Management for Life Science



Regulatory guidance vs. typical PDF issues

File Edit View Sign Window Help

Home  Tools Test Document.pdf x

B w ® 8 Q @@ 21| k MOOG «=»- {-F B L2 & O

Are there any
blank pages?

2023-03-30

This meedicinal product i for dagnostic e

1.1 Mechamism:

ue text that

Suspected analgessa by blocking pam inspdses | + ta
of prostaglanding o1 otber substances that I5 no
can neleve fever by acting ivtensvely on ihe hyperllnk

1.2 Therapentic indbcaciont:
se bquid form for childzen and panents with swvallowing dffculnes
I chibdren, be should ot tike move than 3 doses i 24 bours
This medicioe is intended for thomterm use only:
If mving more than 3 days te childnen or 7 days o mese to adults, ask te prescrbing doctor
Dio mot use with fever over 39,55 or fever lastes more than 3 days unless recommended by
your peescribing physician.
Atk patiemns if they are allergic 10 o bedfore the dmug
I pateents who cammet swallow: tablets can be crached if destiactly seeded

The tablets can be dissolved in juice, chocolste, or milk, but the dnug bas a briter taste thatis
Aificult to mask.

Tell e patiend to contimee taking their prescribed medicines even ifthey feel beber
Imetractmg pasieats to take oral medications wath food

Imnirmct patients fo inform the prescnibmg physician of any rsh, loose stooks, diarhes, or
exvidence of superinfection

External link
remained in
the text

2.3 Coniraindications:

Description  Security  Fomts  Custom  Advanced
Fonts Used in this Document

Actual Fent: TimesMNewRomanP5-BoldhT
Actual Font Type: TrueType

& |7 TimeshewRomanP5-BoldMT (Embedded)
Type: TrueType (CID)
Encodmg: ldentity-H

& [*f] TimesNewRormanPSMT
Type: TrueType
Enceding: Ansi

Are all fonts

embedded?

Actual Fent: TimesNewRomanPSMT
Actual Font Type: TrueType

& [%] TimesNewRomanPSMT (Embedded)
Type: TrueType (CID)
Encedmg: ldentity-H
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Painful Formatting Challenges Authors Face

» Reformatting external, existing content
» Using the correct template
» Using correct list formats, figure numbering
» Using correct table formats E s R |
» Manual identification and fixing of issues mm -
» Slightly different requirements imposed by u“ BT

multiple health authorities

" Deadline Break

» Repetitive tasks PE—
» Time-consuming, complicated processes ~ Date & time'
» Multiple tools required _ Quick parts
» Risk of Refusal To File neih. ¢
» Missed deadlines | .
» Slow + Complex + Risky

v

Where have YOU had the biggest issues?

2023-03-30 DﬂCHS

Document Management for Life Science



Painful Challenges QC Reviewers Face

Poor-quality documents

Manual identification and fixing of issues
Repetitive issues and tasks
Time-consuming, complicated processes
Incorrect checklist and style guide usage
Large documents

High risk of missing an issue

High risk of Refusal To File

Demanding timelines

vV vVvvvVvVvVYVYyYVYYy

v

Slow + Complex + Risky
Where have YOU had the biggest issues?

v
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Solutions for Reaching Technical Compliance

Word Templates
» PROs

» Easy to create from a good sample

» Controlled formatting elements included
(paragraph styles, table styles, numberings)

» CONs

» Hard to update existing documents
» Problematic to deploy new updates

» Word senior expertise is still required for
the application

» Usage of multiple steps could be time-
consuming (table format)

2023-03-30

Company Name
Drug/Substance Name

Nonclinical Overview

1. Cover page

Nonclinical Overview

Document title: Nonclinical Overview

Company name and address

<Name>, <Address>

Document version and date

<Document version>, <Date>

Regulatory authority(ies) and submission
identifier

<Authority> <Sub. identifier>

2. Table of contents

3. Introduction

Brief overview of the nonclinical program

Objective of the Nonclinical Overview

4. Nonelinical Pharmacology

Summary of the pharmacology studies conducted

Description of the pharmacodynamic and
pharmacokinetic properties

Discussion of any relevant findings

DACHS
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Solutions for Reaching Technical Compliance

= Document2 - Compatibility Mode - Word

File DACHS Style Home Insert Draw Design Layout References Mailings Review View Developer
7¢ Hide comments AoCI eeeeeeeee t &7 About
37 Unhide comments EES aaaaa PDF
Record Macro
%’J Create comment
Quarterly Performa Report Help Macro name:
Ll oo e [ o 3o |Hide-Cummen15 |
. Assign macro to
~
: QUARTERLY PERFORM ? - —
Hrnm
i Store macro in:
: | Documents Based On DACHS_CPR_Application.dotm
Ll
- Description:
' S DAC
- “
i Pl computing & big
N ok | caneel |
: APPLICATION 2 —
- Update the field above as the following sample {Application name} {year} {Quarter}
- % Microsoft Visual Basic for Applications - DACHS_QPR_Application - [DStyle (Code)] X
n
i % File Edit View Insert Format Debug Run  Tools  Add-Ins  Window Help g X
i WE-EJ s pou @B EE @I Lns0, con
. Instructions: ||Gene I v| |CIearCharactersty|e v|
.,-, P Usethefollowif] | 1asssssssa s a s A A AR AR R AR A AR AR R AR A A AR A AR A A AR AR R AR A AR AR R AR AT AR AR T'
i > AP M ) HideComment
Dy iption
> Alt+H: Hide text in current document marked Comment
> A+ U
LT o ' Authors:
™ »  Alt+C g Created by Zoltan Kovacs, N 01
b AR d | A A A AR AR AR AR AR AR AAR AR AR ARAAI AR NS
Sub HideComments ()
b AR+ - - -
. Dim iSelection
Page1of4 187words [§} Hungarian T isCo ntHidden Then
isCommentHidden = True
End
End If
Application.ScreenUpdating = False
Dim currentStart, currentEnd
2023—03—30 currentStart = Selection.Start
currentEnd = Selection.End
Selection.HomeKey Unit:=wdStory
With Selection.Find

Word Macros
» PROs

» Recorded macros make it easy to repeat
complex formatting tasks.

» No deep development knowledge is necessary
to make “smart” tools.

» Word expertise is not really needed for the
application of macros.

» CONs

» VBA code is really slow and unstable during
complex task execution (e.g., searching and
correction).

» VBA is an insecure coding solution, sometimes
generating a virus scanner false alert.

» It is still problematic to deploy new updates.

DACHS
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Solutions for Reaching Technical Compliance

Word Add-Ins

» Pros

» Complex tasks can be achievable

» Good performance and secure coding solution
» No Word experience is necessary for application
» Easy to distribute and update globally

» Existing documents are manageable

» Right examples for application areas
» Consistency checking - Perfectlt
» Reference handling — EndNote, Zotero

» Compliance verification and correction — OnStyle,
DocXTools

» Authoring support — OnStyle

2023-03-30
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Solutions for Reaching Technical Compliance

Automatic batch validation and correction for Word files

» Integration with another
automated processes/workflow

» Document quality checks on
multiple documents

» Automatic corrections

» Detailed report on findings and
changes

2023-03-30 DﬂCHS
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Solutions for Reaching Technical Compliance

Bookmarks ”~

Bookmark peints to the correct page

PDF Files ~riDe -
» Adobe Acrobat functions N )
» Other PDF tools, plug-ins

AAR111

» Interactive semi-automated batch e
validation (OnTrack PDF Validation)

» Automatic batch validation

Internal hyperlinks blued
Neo hyperlink points to a remote destination
TOC items point to their correct pages

No broken reference hyperlink

B RRR

No blue texts without hyperlinks

E &

No inactive hyperlink

DACHS.
Clincal Study Repont

1 Title Pay

The title page should cantain the following information:
- smdy itle

- mame of test drug investigational product

- ndication studied

~if ot apparen from the tile, a bref (1 1 2 sentences) description giving design parallel
crosseaver, blnding, randomised i duraton.

dase, and patient population

~ mime of the sponsar

- protocol identfcation (code o1 number)

- development phesie of study

~ sty mitiason date {first patient enrolled, er any other verifiable definition)

- date of carly study terminatie, if any
- study completion dale (lat patieat completed) Download Report
~ mame and affiliation of principal or coondinating investigator(s) or spansoc's responsible

medical officer

2023-03-30 DﬂCHS
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Automate Word and PDF file validation

Validate PDFs at the
earliest time

Verify compliance as soon
as you can

o
. Prepare Draft .
Author Review Approve Dossier Publish Validate

= E?..l, Text searchability
-~

s P I_—__"_ Paragraphs
- 4
- ~
- ~
~
———— ~ ~ - ~
o - ™ ~ S , i b Ny < .
- . P ~ A
, 1— Section N \ ’ & - Password ~ ~ A
’ 31— Numbering 4 \ ’ - protection N \
- \ ’ o 2 \ A
¢/ PDF version \ \ \
\ ! A}

’
!’ / ’ \ '
X E:.'/ Tables
1 I

P % s e
i , Optimized for
. PDF file size , fast web view

] "

" Bookmarks ;
1 5 ! \ ) 1
1
1 " £ ! 1 1
| L | | |
1 \ 1 1 - i ! 1 I
LY g ! AN PDF i
4 7] Check if all fonts Bookmarks/ "
W Magnification ,/ & 7
e ’

!
and zoom level ~

Images

,
7 Hyperlinks

Il

i i e

DACHS
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Create Compliant Word Documents

» Use requlatory-specific authoring tools

» Ensure that you use the right style and formatting standards
» Automate the identification of issues

» Automate issue correction
» Create PDF-ready documents by eliminating known errors

Prepare Draft

2023-03-30 DHCHS
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Save Time in QC Review

» Automate QC checks
» Get a list of findings in seconds
» Automate issue correction

» Use predefined, use-case-specific
checklists

» Create PDF-ready documents by
eliminating known errors

Prepare Draft .

2023-03-30 DﬂCHS
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Benefits for Regulatory Professionals

Reduce risk

Enforce standards
Reduce manual steps and time pressure
|dentify issues and achieve compliance earlier

>
>
>
» Make sure that technical requirements are met

Speed

>
>
>
>
>

Automate checks and corrections

Reduce rework

Work with multiple documents at once

Ease communication with comprehensive reports

Reuse content in multiple formats for multiple
Health Authorities simultaneously

Focus on the content

2023-03-30 DﬂCHS
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Challenges with Word Table Transformations

> Standard tables are very tedious to create properly from
external sources, considering

» Table borders and header rows
» Styles and font formats in cells
» Title numbering, captioning, and style
» Table sizing and alignment to margin

» Typical issues
» Non-uniform table appearance with improper font format

» Incorrect table numbering
» Irreqular table positioning

2023-03-30 DﬂCHS
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Table Transformation with Word Templates

» How can the typical issues be
detected using Word features?

» Find Tables (one by one)
» Advanced Find

» How can Word Templates help? _ |
> Prerequisite: have the correct template |z o
» Table styles e H B
> Paragraph styles S
» Apply simple border formatting i« o 4w
» Using standard table cell styles manually e
= SACHS

Document Management for Life Science



Table Transformation with Word Macros

Table 2
+

» How can the typical issues be e e v B o o e

detected using Word macro features? e

» Macro to find tables (multiple) T

» Advanced search for formatting rules
» How can a Word macro help?

» Add custom bordering and special table i T T e s s
format e e

3 Selected table formatted with:
- Header: Table Cell 11 Left V13 V16 V19

- Body: Table Cell 10 Center

» Apply table cell styles with logic #2
» Insert smart table captioning

T
- Footer: Table Cell 10 Left

Tz V14 Al V20
T

k] V15 vig Va1

*Vn = value of a particular

DACHS
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Table Transformation with OnStyle

» How can these issues be detected using OnStyle features?

» Table Not Fitting to Page Inspection Results voox
» Table Header Row Not Repeating R -
» Table with Row Break across Pages ower p
» Table with Small Font Size No fsues were found

» Incorrect Caption, Missing Caption, Orphan Caption
» Receding Caption, Empty Caption
» How can OnStyle help?
» Create a standard table
» Insert a standard table title

» Transform existing table by st - o
» Applying the selected Table Style EToc [ Header/Footer~
» Using the default table style for multiple tables | - ::;TT:'TH —
» Change the number of header rows and reformat them B Chonae o Hender o Nt

B Apply Default Table Style

B Apply Table Style

2023-03-30 Styles >



Challenges with Hyperlinks

» Hyperlink issues are very hard to detect

» Typical issues
» Wrong or missing hyperlink target
» Text looks like a hyperlink, but the link is missing
» Hyperlink looks like normal text

How can these issues be detected manually?
How can these issues be detected using Word features?

How can OnStyle help?
» Inspection and correction modules
» Export all hyperlinks
2023-03-30 DACHS

Document Management for Life Science
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Challenges with the Abbreviation Table

» Abbreviation table is mandatory in large documents

» How to create It?
» Manually, searching all used abbreviations in the document
» Copy and paste an existing table from another document

» Try to collect the abbreviations and their descriptions with regular
expression search

» Use an add-in, like OnStyle
» Challenges
» To meet all rules and requirements
» To collect automatically the abbreviation descriptions

2023-03-30 DﬂCHS
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Save Time and Reduce Risk with OnStyle

2023-03-30

Ondtyle

» Proven Word plug-in

» Customized for Life Sciences

» Controlled, supported authoring
» Automated QC checks

» Automated fixes

» Improved document quality

» Comprehensive validation report

Document Management for Life Science



How Does OnStyle Work

» Configurable Ribbon with powerful authoring tools

» Predefined authoring settings ensure that you use the right style
and formatting standards

» Automated validation identifies and lists the deviations from
standards

» The tool navigates you to the issues and gives guidance for
correction

» Controlled, automated issue correction

» Document updates to the newest standard or multiple formats
with a single click

2023-03-30 DﬂCHS
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Compliance with OnStyle

» Submission-specific inspections

» Configurable inspection sets

» Issues are listed and navigated to

» Number of found issues is indicated

» Automated correction for issue types
in bold

» Issues can be corrected one by one
or all at once

» Status of the issues is indicated

2023-03-30

[d Comments 5 Share

FF."] Paste ~ ﬁ Favorites ~ ﬁ Hyperlinks ~ & Execute Set

@ Update Fields i Basdingsland Styles) « Set |Custom Ins... |v|

Ay Proofing Language + 5] Formatting ~ Edit Inspection Group Set

| Inspections Inspection Group Madules > | LI
Placeholder Text % . =

~ Restricted Editing lm
~ Image With Incorrect Format Hice madules with na result
~" Image in Low Resolution yles

4 Heaoging mumpering Issue (1)
Efficacy and Safety... Fixed
I Heading Out of Sequence (1}
I+ Instructional Style Used (1)
Formatting
4 Embedded Object (2)
Object 4 (In line chart)
Object 6 (Embedded Word object)

4 Image Mot Inline (2)
Image 2 Fixed
Irmage 5 Fixed

i: Table Header Row Mot Repeating (5)

I+ Table Not Fitting to Page (7)

1> Table with Row Break across Pages (9)

&= Image With Incorrect Style (4)

Hyperlinks
i+ Blue Text Mot Linked ()
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OnStyle Modules with Auto-Correction Option

1) Abbreviation

2) Blue Text Not Linked

3) Character Formatting Applied
4) Character Style Applied

5) Comment Available

6) Corrupt Style Alias

7) Cross-Reference Issue

8) Document Revisions

9) Embedded Object

10) Empty Key Property

11) Empty Page

12) Empty Paragraph

13) External Link Formatting

14) Harvard Style Reference

15) Heading Numbering Issue
16) Heading or Title with Break
17) Heading Out of Sequence

18) Heading Whitespace

19) Hidden Text Available

20) Highlighted Text

21) Hyperlink to External Document
22) Hyperlink with No Hyperlink Style

23) Image in Low Resolution

24) Image Not Inline

25) Image with Incorrect Format
26) Image with Incorrect Style
27) Incorrect Caption
28)
29)
30)
31)

Incorrect List Format
Instructional Style Used

Internal Hyperlink Not Set
Internal Hyperlink Target
Mismatch

Internal Hyperlink with No Target

32)

33) Internal Reference Document
34) Invalid Symbol

35) Language Issue

36) Manual Page Break

37) Narrative Text Formatting Issue
38) Non-black Text
39)
40)
41)
42)
43)

Nonstandard Page Layout
Nonstandard Style Used
Obsolete Cross-Reference
Paragraph Formatting Applied
Placeholder Text

44) Protected Document

45) Read-Only Mode

46) Repeating Whitespaces

47) Restricted Access

48) Restricted Editing

49) Special Character

50) Special Keyword Used

51) Standard Style Modified

52) Strikethrough Text

53) Symbol in TOC

54) Table Header Row Not Repeating
55) Table Not Fitting to Page

56) Table with Row Break across Pages
57) Table with Small Font Size

58) Track Changes

59) Unused Bookmark

60) Unused Nonstandard Style

61) Watermark Available

62) Web Link Available

DACHS
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Save Time and Reduce Risk with OnTrack PDF Validation 31

» Health authority—specific PDF
validation

» Many documents validated at the
same time

» Predefined, use-case-specific
checklists

> List of findings in seconds
» Easy navigation to issues
» Manual QC support

» Comprehensive validation report
OnTrack

2023-03-30 DﬂCHS
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How Does OnTrack PDF Validation Work

Mavigation Preview Folder Configuration Validation Result Manual QC Properties

Immediate

E E Team 1 (4) — Clirlil:al Stu... 4 f40 J Failed l"d .
[3 M-5-Clinical Study Reports (3) vall atlon
[ M-4-Nonclinical Study Reports Pages resu l.t ~
| M-3-Quality First page and headers do not indicate “draft’
E| = M-2-Overview and Summary (1) Works paces a nd Bookmarks ~
- Quality Overall Summary CategO ry fO ldeI'S Bookmark points to the correct page D

3 Nondlinical Overview oo
Bookmarlk's title not found as searchable text on |_VT_|

C3J Nondlinical Summary target page - it could be present fully or partially

3 Clinical Overview

as image only

uoa ER— gt
oy samia

3 Clinical Summary
3 M-1-Admin information

3 Tabie: of conany for the nshwidsal cinicsl stedy repart
Tazke sl canimmn
™

Quality Manager-1 - 03/03/2023 10:56:38

e ——— ’ This is not an issue.

Navigation =

to |Ssues : = * 14 Appendix 1: Study Design and Schedule of
Assessments (p. 40)

Document’s
validation status

Hyperlinks ~
Internal hyperlinks blued

Clinical Study Report Quality Analyst-1
Compliant.pdf

Hyperlink appearance is not valid

® Clinical Study * 7 Introduction (p. 27) ®
10d Report__PDF_Valida e
(1).pdf BU lk fi le upload and e e : ..; No hyperlink points to a remote destination
@@ Ciica study Reg instant validation R rocienspent o e
» No broken reference hy,

PDF report

Download Report



Configurable Validation Rules in OnTrack

Mavigation Preview Folder Configuration Validation Result Manual QC Properties
B 65 Team1(3) Select All Search Identified header ranges:
03 M-5-Clinical Study Reports (4) . 2-40
[ M-4-Nonclinical Study Reports Status Verification Code Label Description Header ranges are consistent Salect W E
03 M-3-Quality
) () MAN.MARKETING- Header ranges are Header ranges should be consistent in the document.
EJ & M-2-Overview and Summary (1) TEAM1.1 consistent Artifact names are correct Select W E
C3 Quality Cverall Summary
[ Nonclinical Overview () MAN.MARKETING- Artifact names are correct  Correct Artifact should be selected and should match
L TEAM1.2 with document content, Select A E
yclinical Summary Manual OC
M u l'tl p l'e 3l Qverview () MAN.MARKETING- Attributes are completed  The attributes of each document should be correctly su o) rt
fo lders With al Summary TEAM1.3 completed, to help with accurate auto-naming (e.g. pp

Investigator Name, document date, etc).

specific

. . PDFE.ANNGOA Mo comments Document contains one ar more comments.,
validation rules
() PDEANNO.2 Mo annotations Document contains one or more annotations.
Status “ Name Owner
PDE.ANNO.3 Mo digital signatures Document contain one or more disigal signatures.

1d ::‘/) Eg::;::::lng%pod Quality Ar
' () PDRANNO.4 Mo watermark Watermark applied on pages. W .
orkspace admin
Clinical Study Quality M p .
1od ® Report_PDF_Validation_Report () PDF.EMREK.1 Bookmarks are expanded Bookmarks are not expanded until the first level or they Ca n CO nf| g U re
(1).pdf until the defined level are over expanded.

validation rule

i0d ® Clinical Study Report.pdf Quality M PDF.BMRK.10 Mo symbols in bookmark Document does not contain symbels in bookmarks Sets

-

» -

20 Medified by Quality Manager-1
Upload Delete All 3 d 5
ploa siete 28/03/2023 18:22:37 ave 0] e



Compliance Checks Performed Automatically

1) Text is searchable

2) PDF file size does not exceed
configured limit

3) PDF contents can be processed
successfully

4) PDF is not protected by open
password

5) No certificate protection

6) PDF version is correct

7) "Fast Web View" option is activated

8) No security (document access)
restriction is set

9) All used fonts have been embedded

10) No Track Changes

11) Navigation Tab Setting

12) Page Layout is set to Default

13) Magnification is set to Default

14) Document open to page 1 or TOC

15) PDF contains only pages with the
configured sizes

16) First page orientation is portrait

17) No blank page

2023-03-30
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18) Sequential page numbering

19) First page and headers do not
indicate ‘draft’

20) No text on side margins

21) Correct scan resolution

22) Bookmarks are expanded until the
defined

23) Number of bookmark levels does not
exceed maximum limit

24) Bookmark nesting is correct

25) Bookmark has title and destination

26) Magnification of the bookmarks is set
to inherit zoom

27) No multiple action bookmark

28) There are bookmarks

29) Provide bookmarks for each item
listed in TOC

30) First bookmark leads to first page

31) No symbols in bookmark

32) Bookmark points to an existing page

33) Bookmark points to the correct page

34) Internal hyperlinks blued

35) No broken reference hyperlink

36) Relative paths are used in hyperlinks

37) No external hyperlinks to websites

38) Magnification of the hyperlinks is set
to inherit zoom

39) No multiple action hyperlink

40) No blue texts without hyperlinks

41) No blue texts without hyperlinks -
ignoring text within square brackets

42) Hypertext linked TOC is included

43) No inactive hyperlink

44) Hyperlink points to an existing page

45) Hyperlink points to the correct page

46) No hyperlink points to a remote
destination

47) TOC items point to their correct pages

48) Sequential TOC section numbering

49) Provide TOC item for each bookmark

50) No comments

51) No annotations

52) No digital signatures

53) No watermark

DACHS

Document Management for Life Science



Summary

» You learned that:

» You can save a lot of time and
reduce the risk of non-
compliance.

» Early validation is feasible in the |
submission process on both
Word and PDF files.

» There are powerful automation
tools with lot of checks and
fixes.

» See OnStyle & OnTrack
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Thank you for your attention
More info: https://dachs.ch

zsuzsa.fulop@dachs.ch
zoltan.kovacs@dachs.ch
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https://dachs.ch/
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