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Agenda

, Introduction

,» Automating content preparation
, Simultaneous global PDF rendition creation
»  Automated fully compliant PDF report generation
,  Enriching PDFs with Bookmarks,

Hyperlinks, Cleanups & OCR

,Auto QC and Fixes for Word Docs
, Auto QC and Fixes for PDF Docs
, Document comparisons
, Al-Powered Translation
,  Al-Powered Redaction

»  Wrap-up
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Automating High Volume Content Preparation

a modular software platform for any-to-any format conversion, analysis & enrichment .
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What is DocShifter? (not a publishing system, more than rendering)

SNNON Word Convert to High-Fidelity NNINOWV
Software for Life Validate PDF / PDFA PDF Software for Life
InSight® Convert to Merge Header & Compllance InSight®
- m Other 9 Footer
Yeeva R N Yeevda
Paginate & eports
opentext’ | Documentum Overlay Watermark Bookmark P opentext’ | Documentum
PDF
LORENZ 4 N Hyperlink Cover Pages ToCs Content QC LORENZ 4
docuBridge @ [ 3 docuBridge
L m L
Qgenerls X Sign / Certify || Security Split PDF Prep QQEHEFIS
HTML N
53
SharePoint [ 1P3 < Image to ) SharePoint
Q Text (OCR) Al Translate Al Redact Automation Q
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Functions

...automated compliant content preparation...
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DocShifter Solutions
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DocShifter Solutions
- dfpdf+ o  Convert to compliant PDF

dfany2ony+ ¢  Convert from one to another format
dfreports+ ¢  Generate reports
dfemail- ¢  Convert emails & attachments
dfpdfualidator ¢ QC PDF content

djéupress <

dffconnectors dfdocvalidator ¢  QC & fix MS Word content
dfpdfinstruments ¢ PDF manipulation tools
dfinsights ¢  Gain insights via metrics
ql‘;docgen o Generate & populate forms
L dfocr © Perform Optical Character Recognition

o Al Translation & Redaction
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DocShifter Advanced Rendering

, Available today, alongside existing Rendering

, Can replace any rendition service of a CMS or publishing system:
, Proven record of replacing existing solutions

V
=) INO\ Veevq opentext-| Documentum LORENZ - JE
oftware for Life docuBridge
.. . o =
Q generis Q SharePoint (i‘f';'u) ﬁ

, Proven record as a replacement of InSight Rendering at Novartis, Gilead,
Biogen, Otsuka, etc.
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Ennov/InSight Advanced Publishing K2
Powered by DocShifter = (% [ov@’

ANALYSIS BUILD LAUNCH

, Engine for Ennov Publishing tasks move to DocShifter almost complete
(included in end of October DocShifter release)

, On roadmap for InSight

, All publishing tasks performed by DocShifter instead of existing
technology

,  Leverage speed & technology benefits of DocShifter
,  Zero process or user changes for publishers

Ennov Software for Life © | ennov.com
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DocShifter Advanced Rendering

[ ] @ € DocShifter Console x + -
€« - C 23 demo.docshifter.com/dsexpress & T s @B G © O Q H
,» Als tion tools
dOCJhIr(ET = Console Demonstration
g S¥ DSExpress DSExpress
‘1
d
AcrOba‘ Select a Template or a Save Set parameters values Select file(s) to be processed Processing files

Templates Shared Saves

Personal Saves }

1. Ser

Enter the template/Save name to filter

> L

< Name T Description Latest Version Last Modified

> -
1 - DSExpress - Simple PDF Create PDF via alltopdf 13 28-04-2025 21:59

) ( DSExpress - Al Redaction Select redaction method on next screen 22 14-01-2025 12:13
DSExpress - Al Translator Translate input into language selected 28 14-01-2025 12:08

) [
DSExpress - Bookmark PDF Add bookmarks to PDF & remove guidance text from source PDF files 29 23-01-2025 16:16
DSExpress - Compliant Report Generation Select a ZIP file and receive single merged, paginated PDF with TOC, cover page, etc. 33 31-01-2025 16:53
DSExpress - DOCX Validator (fix) Select .docx file(s) and receive fixed .docx files 4 31-10-2024 18:04
DSExpress - DOCX Validator (full report) Select .docx file and receive a full validation report 12 14-02-2025 09:09
DSExpress - DocShifter DOCX documentation to PDF Documentation workflow (use to convert DS documentation to PDF for customers) 3 31-10-2024 18:04
DSExpress - EU Translate + Render Translate to EU languages and render to compliant EU PDF 10 14-01-2025 12:10
DSExpress - FDA Compliant PDF Workflow to create FDA compliant rendition 78 24-01-2025 14:41

ltems per page: 10~ 1-100of 24 >
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Ci2NNOV Technology Convergence Journey

Trusted Solutions Accelerated through Unification

2028

Publishing and Dossier
Feature Parity delivering the
best regulatory features and
Continue building feature expertise in the ONLY truly
parity between InSight and unified platform
Ennov Platform Dossier
Registrations Feature Parity

between Ennov Platform
and InSight Registrations

Ennov Platform Al into
InSight

Shared Solutions:

IDMP
DocShifter Rendering Ennov Platform Al and

Gap Analysis Viewing Analytics into InSight
Validator
POC's Linking

Established Ability to
Support Large Med. Device
in Ennov Platform

ALL
ON73

MAR/APR 2025 30t NOV 2025 31 MAR 2026 30th SEP 2026 315t MAR 2027 30th SEP 2027 315t MAR 2028 30th SEP 2028

InSight

Ennov
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Benefits of Advanced Rendering with DocShifter

Flexible compliant output

Multiple compliant output
Leverage available metadata
Consistant local content processing

No native applications -
No Adobe technology -

Additional automation «
Windows or containers e

Speed & Compliance
Reliability

Word & PDF QC & fix
Al redaction / translation e * Apply publishing elements at a rendering/doc/report level
Auto links / adv bookmarks » ToCs, cover pages, headers/footers/pagination,
Reverse-render / comparison ¢ Automation watermarks, merge, split, etc.
Content detection - * Usage metrics

* OCR

Ennov Software for Life © | ennov.com
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Time-saving through automation ©

o docrhifter = Console DEMO

DocShifter

Home
m Search workflow X Workbe nCh P8 SP - Full Validation Logic Flow - Versio ...
O Workflows Configurable workflows e
_ @@ Hide unlicensed modules Automating repetitive processes ‘ ‘ Module Inspector
G= Queue Management
SharePointCloud )
- : LLLLLLLLLLLLLL W &
a0 Dashboard ~ r_l-[E All Modules 7 A R aaREE AR R e aa R s o P int Cloud o
e e F Do Sender Task data option
) Metrics A 8 O W W Varson .
O~ Input Modules 9 5P TestSite AmmmmEEEE: % sPhemoenctoend i Fiy or Not Config D
Document Counter Verson versent Version: 1 ¢
= Cara Sender ] S s
[=1] HistoryLog o Swi
R wissMedic Check (v1) |3
Documentum Sender Eélensmn et < E D’ w
R TE yalidation Routi Excel routing default route [
@ Audit Trail v Dropbox Sender me?l ztion Routing ) g O G
T, Upload module Email Sender _.--——"""'"’f_l-‘_-q_--""""-——-._________ Fix or Not Config (v.1) Do
pEEmEERRE
Setth ) E me e e aaa | " —r——1 Web Service Batch File DEm
@ ettings File system input module i e se===al [ Ny
.  Task data option C HiFi Transformetion €33 -M'”‘“"" . gasaaseazen
GO Links ~ SharePoint Cloud Sender i !
T Fixor Not Config F pemo Compliant s& PDF validation - All
Veeva Sender i version 1 F version 1 =" Checks
—— , il (Configure.
webservice input module \\\ // i

webservice realtime input a r 1 o o . Let it run !

module DAC Validation < DOC Validation 7 _ PDF Validation < Task data option

Drag & drop building blocks for

) Transformation Modules 46 T All Checks + Fix T All Checks - No Fix v 5P Vaidate Results .\ PDF Validation - Al T All Check
your Workflows' Version 2 Version 1 = Output *= Checks Version 1 Selelannipiind
L . i Version 1 Version 1
Input — where from? £ Option Modules L [ .
Transformation — what to do? | l ‘ | ‘
Logical steps — if/then/else -0 Release Modules 10 a 5 a
= sharePoint Output T sharePoint Output T sharepoint Output FE gharePoint Output T sharePoint Output
Version 1 Wersion 1 Wersion 1 ‘ersion 1 Version 1
L —— p—— . - T—— e —— | ‘ r - | —— p—— ‘ | —— | ........ ‘
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Simple automation

Linear workflow

No logic / branching included

One single route

Can include multiple transformation

steps (modules)

Ennov Software for Life © | ennov.com

SharePoint Cloud
Sender &

3= SPDemoICH
Version 2

HiFi Transformation <&

7= ICH Compliant
Version 1

ToC Generator ©

7= Default TOC Config

Version 1

Pdf Overlay C';
Transformation

T Simple Pagination
Footer
Version 1

SharePoint Cloud -a
Release

5= SharePoint Output
Version 1

c dOCJ nircel

SharePoint Cloud
(m
Sender

3= SPDemo ICH

Version 2

HiFi Transformation o

3= ICH Compliant
Version 1

SharePoint Cloud
Release -

3£ SharePoint Output
Version 1




Multi-output automation

. Workflow without Option
Modules

- Document goes through all
branches of the workflow

- One input = multiple output

Ennov Software for Life © | ennov.com
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3= PMDA Cqmpliant

Version 5

SharePoint Clpud -a
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Version 1
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Automation with logic

- Workflow with Option Modules

- Document only follows the single
route defined in the Option module

- One input = one output

<&
<
Demo Filetype Routing Configuration (Version: 0) Save  Discard
Demo Filetype Routing Specific routing for CAD and PDF files to be OCRed, rest throu gh HiFi anly
I Shaw required fields finst ]
I Hid irrslayar ! parael lars

CONFIGURATION PARAMETERS

Group Har Wal
Delault uslrgriaF il Tatan
Dperator Field Value Caonfiguration
chedadt ICH Compliant
[ PDF Dataul OCR
chwljdd CAD o FOF Caonfig

© | ennov.com

CAD
Transformation

3= CAD to PDF Config
Versien 1

HiFi Transformation

FE ICH Compliant
Version 1

©

-

SharePoint Cloud
Release

3= SharePoint Qutput

Version 1

-a

HiFiTrans!n:[guon <
3= ICH Compliant

Version 1

SharePoint Cipud
Release ==

3& SharePoi

Version 1

ht Output

chCJhlfter

3= POF Default OCR
Versicn 1

HiFi Transformation €&

£ ICH Compliant
Version 1

SharePoint Cloud -a
Release

3= SharePoint Qutput

Version 1
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Automation with logic

- Workflow with Option Modules sl

(=

- Document only follows the single i .
route defined in the Option module

Extension <
L]
- One Input = one output v e
< » Versionl
- Ll
Demo Filetype Routing Configuration (Version: 0) Bava || Ciacard s
Demo Filetype Routing Specilic routing for CAD and PDF files to be OCRed, rest through HiFi anly
CAD < HiFi Transformation €2 OCR v
I Show required felds first . TW“MIT
it 3= ICH Compliant 3= PDF Default OCR
I Hide irrslavant parsmalars %= CADto PPF Conﬁg Version 1 Version 1
Version |
CONFIGURATION PARAMETERS 1 l l
Filtes param By Fams o
HiFi Transforrpation  ©0 SharePointCloud g HiFi Transformation  ¥&
Release
o — Veian ZE ICH Compliant 3= SharePoint Output F= ICH Compliant
Versicn 1 T Version 1
Version 1
Detault ussrgriaFin Taksn i F T ee—— mlp—— ] B ] ———rr
Dperator Field Value Caonfiguration a“m v ) -0 MM -a
Release Release
chedadt ICH Compliant
3= SharePoijt Output 3= SharePoint Qutput
paf POF Default DCA H Version 1 Version 1
chwljdd CAD o FOF Caonfig

© | ennov.com
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Automation with logic X

PDF

. Workflow with Option Modules e

Sender

- Document only follows the single -
route defined in the Option module

Extension <
L]
- One Input = one output o e
& » Versionl
- L
Demo Filetype Routing Configuration (Version: 0) Bava || Ciscard
Demo Filetype Routing Specific routing for CAD and PDF files to be OCRed, rest throu gh HiFi anly —
CAD < HiFi Transformation €2 OCR v
v
I Shaw recuired figkds first . Transformation
Yy 3= ICH Compliant 3= PDF Defgult OCR
I Hida irraliavar E parsl lars = CADtoPDF Confxg Version 1 Version 1
Versicn 1
CONFIGURATION PARAMETERS ‘ l
Filtesr param by Anms o
HiFi Transformation €0/ SharePoint Cloud HiFi Transforration €&
Release
Groun Harma Vel % ICH Compliant 2= SharePoint Output 5 ICH Compliant
Versicn 1 - Version 1
Version 1
Dfault ubsOrignalFie takw i saniai e B i G B — | re—
Operator Field Value Configuration SharePoint Cloud -0 s‘mm -0
Release Release
chedadt ICH Compliant
3= SharePoint Qutput 3= SharePoiht Output
paf POF Default DCA H Version 1 Version 1
dwglldd CAD to POF Canlig —"

© | ennov.com




Multiple Global Renditions
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Simultaneous Global Renditions (leverage CMS metadata)

| Veeva Test Vault o
Veeva Sender
t}‘ vf TE Veeva Test Vault
1 1 1 1 1 1 1 3 Global Route w

Japan Check Configuration

Name * ]
mmmm====C | [Japan Check

Japan Check Canada Check 4

1 Show required fields first

Task data option

Task data option

T Canada Check

______ —

i Ja pan Check

i CONFIGURATION PARAMETERS
No processing < PMDA Compliant (%} EMATOC C HC - PDF OCR 2z
documents Routing
L Nop HiFi Transformation ] ToC Generat Gmup Name Extension option
= No processing 3= PMDA Compliant I= EMAT T= HC-PDF OCR Routing
documents P
ﬂ Default taskDataPar" / \
ieeraleie - EMA Comp The task data paramet e ek OCR default (1) ¥ HC Compliant ©
Veeva New Rendition HIF Trand8 0CR HiFi Transformation
-+ Veeva Test New = EMAC 3 OCR default (1) = HC Compliant
™ Rendition T
o HC Compliant o Veeva Test New -
Rendition
Veeva New F HiF Transformation Veeva New Rendition
g+ Veeva 5 HC Compliant 5+ Veeva Test New
= Rendil B ™ Rendition
Veeva New Object o
5 T T T 1 Veeva EXDUV’!
f = Veeva New Object
T " Output
—_——
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Configurable for Global Use

ICH Compliant Configuration

ICH Compliant

® Show required fields first

CONFIGURATION PARAMETERS

Compliant transformation based on ICH guidelines

Save  Discard ICH Compliant Configuration
ICH Compliant
[ | B Show required fields first
COMFIGURATION PARAMETERS
x

Compliant transformation based on ICH guidelines

Odocvhifter

Save Discard

Attribute Handling ~ Bookmark Handling  Configuration Files  Container Format Handling  Email Handling  Excel Specific  Field Dn-dtrh'»*

Attribute Handling ~ Bookmark Handling  Configuration Files  Container Format Handling  Email Handling

Group Name Value Group Mame Value
Bookmark Handling addBoundaryTitle trug : Container Format Handling embeddedFilefilterDefault Default E
Bookmark Handling addSummaryTables false : Container Format Handling embeddedFilefilerWhenZ|P false E
Bookmark Handling bookmarkGroupingAddEmplyTithes false : Container Format Handling embeddedFileHandling Transform and ranspose :
Bookmark Handling bookmarkOpenlevel 1 aint, Excel PDF, Email, Z1R). This parameter rec

Lewe! of bookmarks that should be shown when document opened. Minimum value is 1, only show level 1 bookmarks, ie. no bookmarks ane expanded. If not sel, no

specific expansion nor collapse is applied Container Format Handling embeddedFile0rdeningXMLFileMame
Bookmark Handling createQutlinesForHeadingsinTables trug : Container Formiat Handling embeddedTransformFailureAction Retain original (non-transform | 3
Bookmark Handling documentBoundary Text Container Format Handling retainZipFolderStructure fakse H
Bookmark Handling IgnoreQutlineLevelsOn Text falge . Container Format Handling saveEmbeddeds false E
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Configurable for Global Use

ICH Compliant Configuration save  Discard ICH Compliant Configuration Save  Discard
ICH Compliant Compliant transformation based on ICH guidelines ICH Compliant Compliant transformation based on ICH guidelines
® Show required fields first [ | B Show required fields first |
CONFIGURATION PARAMETERS COMFIGURATION PARAMETERS
i x i x
rrni! Handling  Email Handling  Excel Specific  Field Code Handling ~ FontHandling  Hyperlink Handling  Image Handling ~ PDF Specific | rrni! Handling  Email Handling  Excel Specific  Field Code Handling ~ Font Handling ~ Hyperlink Handling  Image Handling ~ PDF Specific
Hypedink Handling addBluebool inks false :
Group Name Value
Hyperlink Handling customlinkTextColour Blus H
Font Handling enableOpenTypefeatures false E
Hyperdink Hanljllng customLinkTextColowrWhenPDF false E
Font Handling forEmbedding ALL H
) Hypedink Handling custombinkTexiColourWhenTrackChanges false E
Oyptions to enable fufl or subset font embedding of fonts. Al {subset)
Hyperlink Handling customlinklUnderkine false .
Font Handling fontEmbeddingPDF None E
Hyperlink Handling dizableExtemnalLinks false :
' 5 Al (fully . :
Font Handling fontSubstittionAutomated H
. Hyperlink Handling dizabdeExternalLinksHandling Remove Destination :
Fant Handling fomSubstitwtionDefault All (Nonstandard + suset) :
) sl Hypeslink Handling dizableExternalLinksWithTooltip false :
Fant Handling fortSubstitutionUiseFontConifig All (Honstandard + full) H
Hypeslink Handling extemalLinkidentifiers hittpehitps:maitto :
Hypeslink Handling forceDestinationZoom Inheril 200m '
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Configurable for Global Use

ICH Compliant Configuration save  Discard ICH Compliant Configuration Save  Discard
ICH Compliant Compliant transformation based on ICH guidelines ICH Compliant Compliant transformation based on ICH guidelines
® Show required fields first [ | B Show required fields first |
CONFIGURATION PARAMETERS COMFIGURATION PARAMETERS
i x i x
rrni! Handling  Email Handling  Excel Specific  Field Code Handling  Font Handling  Hyperfink Handling  Image Handling  PDF Specific | rrni! Handling  Email Handling  Excel Specific  Field Code Handling  Font Handling ~ Hyperfink Handling  Image Handling ~ PDF Specific
- : . : " POF Specific allowXrefGaps true E
Image Handling imageBitDepth Leave as-is :
- PDF Specific embedinput FilelnResult falze E
Irmiage Handl rageBitonalEncodin Same as original encodin H
mage Handling Imageti oding g 9 H POF Specific NattenPDF Mo flattening, leave it alone | 2
Image Handling imageColorPalette Leawe as-is -
- PDF Specific keepOriginalPdiversion false E
Image Handling imagenPl
PDF Specific pageRange
Imiage Handling ImageGrayscaleEncading Sarme a5 original encoding H
N PODF Specific pdfacomplianceLevel PDF/A-3b H
Image Handlin imageQuality 100
? d . ! POF Specific performialidation false 5
Image Handling imageRGBEncoding :
a POF Specific performialidationAfterConversion false :
Image Handling setCompressimages false H
- POF Specific postPdfOutput 1.7 3
Set compress images, aiso use ima
: Specify the paf output as 1.4/1.5/1.6/7. 72 0/PDFA. Default- 1.7
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Configurable for Global Use

ICH Compliant Configuration save  Discard ICH Compliant Configuration Save  Discard
ICH Compliant Compliant transformation based on ICH guidelines ICH Compliant Compliant transformation based on ICH guidelines
® Show required fields first [ | B Show required fields first |
CONFIGURATION PARAMETERS COMFIGURATION PARAMETERS
i x i x
ing POF Specific  PowerPoint Specific  Rejection Handling  Revisions Handling  Sizing  System  Text Specific  Viewer Preferences | ing PDF Specific  PowerPoint Specific  Rejection Handling ~ Revisions Handling  Sizing  System  Text Specific  Viewer Preferences
Rejection Handling failJobForvalidationErrors false :
Group Hame Value
Rejection Handling onlylfEmbeddedasican false H
Revisions Handling commitReviews falge :
Rejection Handling rejectifCommentsPresent falze ' P
Revisions Handling remaveComments true H
Rejection Handling rejectifEmbeddedPresent false :
Remove comments made in word documents? in the rev_ options you can use rev_CommentDisplayMode = HIDE 35 an alternative to setting this param trve. Default:
Rejection Handling rejectifEmbeddedPreseniPDF false . fatse
Rejection Handling rejectifExtemalLinksPresent true : Revisions Handling emaveHiddenCantent i :
Refect i.e. FAIL the Transformation if there are exiemnal finks (e.g. 1o hitp./www.example.com), See aiso disablsExtemalLinke. Defaulr: faise Revisions Handling rev_CommentColor DEFAULT :
v ] d v_Cor g i Hi H
Rejection Handling rejectifFomMSubstintes false H Revisiens Hancling rev_CommentDisplayhtode ide .
vishoe i v, 2 Color FAULT .
Rejection Handling rejectifsigned false : Revisions Handling rev_Deleted TextCol DEFAULT H
vish d v = MONE H
Rejection Handling refectifTrackChengesn false H Resvigiong Handiing rev_DeietedTextEffect o .
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Configurable for Global Use

ICH Compliant Configuration save  Discard ICH Compliant Configuration Save  Discard
ICH Compliant Compliant transformation based on ICH guidelines ICH Compliant Compliant transformation based on ICH guidelines
® Show required fields first [ | B Show required fields first |
CONFIGURATION PARAMETERS COMFIGURATION PARAMETERS
i x i x
Groups: "F\ ing PDF Specific  PowerPoint Specific  Rejection Handling  Revisions Handling  Sizing  System  TextSpecific  Viewer Preferences | ing PDF Specific  PowerPoint Specific  Rejection Handling ~ Revisions Handling  Sizing  System  Text Specific  Viewer Preferences
Group Name Value Group Name Value
Sizing adjustSizeForwideEmails true : System alwaysContinuelfPdfoptimizationFail falze E
Sizing keepaspectRatio trug : System continuel fRE0ptimizationFail false :
Slzlng afientation Mone - as per original E 3_\'511"1\ continuel PEMOptEmizationFailhen
Sizing uaqesue Ad (S05xBA2=210%20Tmm) E System forceAllTaPDF true E
). Images, Emails, HTML, st specific Page Size (e A4, Letter ¢tc.). Default: None System language en
5|z||1g upScale frue s System oplimize rue E
nize POF and prepare for fast web preview, NOTE: If frue, fo gef EXACTLY the same bahawiour as before, sef sefCompressimages o frue and imageQuality to 50
uft: false
System optimizeOutput rue :
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Configurable for Global Use

ICH Compliant Configuration

ICH Compliant Compliant transformation based on ICH guidelines

® Show required fields first

Save Discand

CONFIGURATION PARAMETERS
x

inq POF Specific  PowerPoint Specific  Rejection Handling  Revisions Handling  Sizing  System  Text Specific  Viewer Preferences

Wiewer Preferences view_duplex Leawe it alane E

Viewsr Preferences view_fitWindow false E

Viewer Preferences view_hideMenubar false E

Viewer Preferences view_hideToolBar false E

viewer Preferences wiew_hidewWindowli false E

Viewer Préferences view_nonFullcreenPagehode Leawe it alane H

Viewer Preferences wigw_pageLayout Defaull H

The Page Layout 1o wse
Viewer Preferences view_pagehMade Leawe it alone E

Ennov Software for Life © | ennov.com
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Example Rendering Scenarios

« Document in A 8 Document in A 8 Document in A
« EMA compliant PDF out « EMA, FDA & PMDA compliant « Only EMA compliant PDF out or
PDFs out « Only FDA compliant PDF out or
« Only PMDA compliant PDF out
or
« EMA, FDA & PMDA compliant
PDFs out

Multiple compliant
Simple EMA compliant renditions (EMA, FDA &
workflow | PMDA) from one

Compliant renditions
for only specific

country or all countries
workflow

Ennov Software for Life © | ennov.com
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Example DocShifter Workflow

Odoc.rhifter onsole DEMC

‘ Search workflow X Europe Check Configuration Save  Discard
» d | d dul  Name * v Description
Hide unlicensed modules ) o _ i
i Europe Check Check if EMA rendition is required EEEmE;
- e
|| Taskdata opti i :
B  All Modules 72 | rxcaopion % ® Show required fields first W skdeeopion &
e a:
[y Bz £ Canada Check
"l Version1 teion 1
O~  Input Modules 9 — - - ' EaEEEEEEEEs)
/ }\ CONFIGURATION PARAMETERS \
) Transformation Modules a7 = ! - : X i i
ToC Generator A% NOP Filter param by name Extension option £,
= EMATOC Config = gé’cmzeﬂﬁmq T HC - PDF OCR Routing
o Option Modules 6 Veonz H Group R e mt
| ,,,,,, = — gi\g
Document Hash Check Option 1 I Default taskDataParam * EMA - INENEEN NP AN TN T
— Attribute from 8 5 B .
HiFi Transformation €3} . FﬁTmsfwmaﬁm %] OcR ) 0
Extension option = B mEEEp The task data parameter name to check RGPOSItOW to check... L , SEE I
3= EMA Compliant o 2= HC Compliant ||| 3= OCR default
Version 1 Version 15
0 a3 p "
n Demo  private aroup Leverage repository £ 1 member l o
HiFi Transformation <
metadata to help automate g
FE HC Compliant
O Search [ Editingridview @l Open ~ 1 Share @ Copylink | Download [i] Delete = Pintotop =P Rename #£% Automate v 53 Moveto [y Copyto - Y © e Pl
- gdocuments e to take...
Home o= 261-introduction.docx o
Demo > eCTD Test Documents > Module 2 > 26 Nonclinical Summary
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impact a company’s competitive
position if disclosed.

@ Protected Health

Information

information that can identify a
patient (names, addresses,
medical records, etc)

Ennov Software for Life © | ennov.com

Personally Identifiable e

Information o

data that can identify an
individual (contact details, birth
dates, financial information, etc)

Clinical Trial Data

details from clinical trials
(patient demographics, adverse
event reports, study results, etc)
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Automated Al redaction

>

Selectable redaction type Configuration (Version: 1) Save | Diacard

— Name" . — Description

Selectable redaction type

“Al Redaction” |
tra n Sfo rm at i O n m O d u I e 1 Show required fields first | . -.
- Preview or apply redactions .~

- Categories of content to
redact

> Al model to use o - [
- Method of redaction

- Redaction text to use ; »
- Sanitize document

- Exclude glossaries,
headers, footers, pages,
t a b I e S Configuration redactionText

Configuration sanitizeDocument ${sanitizeDocument}

B Lock Version

CONFIGURATION PARAMETERS
Filter param by name »

Default apiKey "
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Automated Al redaction results

ese NEB O9-CO B A A - & Redaction Sample Content — Saved to my Mac v e0e (DB G 5 B &3 £ A - © Redaction Sample Content (12) — Saved to my Mac ~ ese N A C S B & £& A - @ Redaction Sample Content (13) — Saved to my Mac ~ Q &
Home  Insert Draw  Design  Layout References Mailings  Review  View (D Comments /7 Editing Home  Insert Draw  Design  Layout References Mailings  Review  View (] Comments /7 Editing ~ Home  Insert Draw  Design  Layout References Mailings  Review  View (2 Comments £F Editing ~
©n " oy /o o2 s [ ! i oA
v Aptos Displ.. v 16 v v v v [ o Aptos Displ.. ~ 16~ A" A" Az~ A % . o AptosDispl.. v 18~ AT A" Aav A = o
& ptos Displ A KN hav | A As @ | ﬁ- E [ ptos Disp 3 @ i E}. m| 4 Q/ B A
Past . : v P v Av | P h | Styl Dictate | Sensitivity | Add- Edit Creat  Paste . : v £ v A .  Paragraph  Styles | Dictate  Sensitivity  Addeins  Editor  CreatePL  Paste v : v £« A .  Paagraph  Styles  Dictate  Sensitvity  Add-ins | Editor  Create PDF  Request
we ¢ B I Uva x X | AvPvA Lol 03 ctate | Sen e ™ | il g | BT Uva x, X | AvPv i and shara | g B I Uve x x|A - and share link Signatures
. 2 1 1 a 5 6 7 9 10 1 1 14 15 Wl r z 1 1 2 3 3 5 & 7 ] E] 15 16 ir 2 1 1 2 3 4 5 6 8 ] 10 1 2 3 14 5 1 17 18

Redaction Sample Content
Patient information sheet. Use this sheet to create sample content for test redaction.
[ Name: Paul Ireland

Age: 52 years old

Email: pireland@ennov.com

Tel.: +44 7393 298623

@ Address: 24 Dummy Street, London, E15 1AL, UK
Hello there, Paul Ireland actually does not come from Ireland. However, Olivier Paris

Redaction Sample Content

- Name: NN
Age:

Email: pireland@ennov.com

in Tel.: +44 7393 298623

3

Patient information sheet. Use this sheet to create sample content for test redaction.

actually does not come from Ireland. However,

Fedaction Sample Content
Patient information sheet. Use this sheet to create sample content for test redaction.
" Name:

Age:
Email: pireland@ennov.com

Tel.: +44 7393 298623

Address:
Hello there, actually does not come from Ireland. However, does actually come from
Paris and will also be there....

C D oo i — s Mac ~ C @ (=) '+« © Redaction Sample Content (15) ~ Q &
Page1of1 60words [X English (United Kingdom) 7 Accessi o Q8 e BB 4 A Lo B S T D =S R S ae C o8 CordsA TR ET ) Qg Is B =T = - c—————+ 152%
" Home Insert Draw Design Layout References Mailings Review View [J Comments /7 Editing ~ Home Insert Draw Design Layout References  Mailings Review View (J comments /£ Editing v |
1 ispl... v A A " = a0 o AptosDispl.. v 16 v AT A Aav A v v é‘ )
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Pete g | B T Uvab x © | Av v A | Peouwh | Syks | oltwte | Sonsitivy | Addie | Eer | Creteor s?gﬁ: Paste o B I Uwvah x X [Av &£+ A Pasgaph  Styles  Dictate Add-ins | Editor  Create POF Sm:‘ﬂs;s
* 2 1 4 5 3 7 ] 14 5 16 17 18 r 2 1 H 3 4 5 6 & ] 1 1 2 13 14 15 16 17 18
Fedaction Sample Content M Fedaction Sample Content
4 Patient information sheet. Use this sheet to create sample content for test redaction. 5 Patient information sheet. Use this sheet to create sample content for test redaction.
e Name: [[REDACT]] i Name: *#*&skkkxskx
Age: [[REDACT]] Age: FEHEERRE Rk
Email: pireland@ennov.com Email: pireland@ennov.com
Tel.: +44 7393 298623 Tel.: +44 7393 298623
o Address: [[REDACT]] Address:
Hello there, [[REDACT]] a not come from Ireland. However, [[REDACT]] does Hello there, *********+*+ actually does not come from Ireland. However, ***#kkiomo
does actually come from Paris and will also be there....
"Redaction Sample Content (14).docx": 291 characters (an approximate value). 3 Foeus B = = -—— ——+ % Pagelofl 49words 0¥ English (United Kingdom) 3% Accessibility: Good to go Dlfocus MEN By &= = - e o 152%
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Wrap-Up
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Reduce manual effort in content preparation
Automation does not require Al
Automate more today

Reduce risk

c docrhifter = Console DEMO

() Home
B8 Workflows

G= Queue Management

@@ Hide unlicensed modules

OF Dpashboard v g
N .
> Metrics o

[® pocument counter

History Log

Audit Trail v
Upload module

Settings

GD Links v

¥
2

-0

All Modules

Input Modules

Cara Sender
Documentum Sender
Dropbox Sender

Email Sender

File system input module
SharePoint Cloud Sender
Veeva Sender

webservice input module

webservice realtime input
module

Transformation Modules

Option Modules

Release Modules
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Task data option

Fix or Not Config (v.1 oD@
/i\ Web Service BatchFile |1 [3 @

<

4 T Fixor Not Config E

DOC Validation

B

Al Checks + Fix

Release =

FE SharePoint

Option £,
= wmm = Task data option
= ‘ Demo endtoznd Fix or Not Config &Y
Version: 1
Kunsloﬂw\m 2 SwissMedic Check (v1) D [> @
Validation Routing Ex%e routing defaultroute |1 [3 @
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