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Forward-Looking Statements R

This presentation may contain forward-looking statements based on current
assumptions and forecasts made by Bayer Group or subgroup management.

Various known and unknown risks, uncertainties and other factors could lead to
material differences between the actual future results, financial situation,
development or performance of the company and the estimates given here.
These factors include those discussed in Bayer’s public reports which are
available on the Bayer website at www.bayer.com.

The company assumes no liability whatsoever to update these forward-looking
statements or to conform them to future events or developments.
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Agenda

== |ntroduction

== Common approaches to create merged files with
additional features

== Adobe Acrobat

* Setup of environment

* Use of JavaScript to manipulate bookmarks and to create
table of content (TOC)
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Creating a merged PDF 5
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JavaScript
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=
[P Table 5.1-Incidence of TEAEs for All Subj-Safety Set

[P Table 5.2-Incidence of TEAES for All Subj-Safety Set
Listing 5.1-All AEs-Safety Set

BAYER

aAmM<>Wm

features

Pharma Company
Compound / Indication
ABC1234

CONFIDENTIAL

Final

Table 5.1
Incidence of TEAEs for All Subjects
Znalysis Set: Safety Set

Weight group Weight group Weight group
MedDRA v18.0 10 - <20kg 20 - <40kg >=40kyg Total
System Organ Class N=11 N=57 N=90 N=158
Preferred Term n (%) [#] n (%) [#] n (%) [#] n (%) [#]

MedDRE=Medical Dictionary for Regulatory Activities. TEAE=Treatment-Emergent Adverse Event.
n=number of subjects reporting at least one TEAE within System Organ Class/Preferred Term.
total N. [#] is the number of individual occurrences of the TEAE.

Note: Table includes all TEREs for all subjects.

Data cut-off date=2015-06-30

(%) =percentage of subjects among

Program: t_ae02a, 01JUL2015 19:56 Page 1 of 1

Page 2 of 4
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Common PDF features I

Pharma Company
Compound / Indication
ABC1234

CONFIDENTIAL
Final

TABLE OF CONTENTS
Table S5.1-Incidence of TEAEs for All Subj-Safety Sel ...t it it it ettt e ettt e e ettt ettt ettt e 2
Table S5.2-Incidence of TEAEsS for All Subi-Safety Sel . it e et e e e e e e e e e e e e e e e et e e e e e 3
Listing 5.1-RAll AES-Saf ety S .. i ittt ittt e e e e e e e e e e e e 4
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General Setup
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1. Open Acrobat, go to Edit -> Preferences

Categories: JavaScript

Commenting /_’,_> Enable Acrobat JavaScript
Documents
Full Screen JavaScript Security
General . . . .
Page Display Enable menu items JavaScript execution privileges
Enable global object security policy
3D & Multimedia
Accessibility JavaScript Debugger
Adobe Online Services
Color Management
Content Editing
Convert From PDF JavaScript Editor
Convert To PDF
Email Accounts
Forms Font: | Courier New v
Identity
Internet Size: 12 -
JavaScript
Language (©) Use external JavaScript editor
Measuring (2D)
Measuring (3D) Browse...
Measuring (Geo)
Multimedia (legacy)
Multimedia Trust (legacy)
Reading I
Reviewing

Search

Security rd

Security (Enhanced) i :Sftsm

Show console on errors and messages

o

m

Use Acrobat JavaScript Editor

aratior
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JavaScript folders

Public folder in Acrobat root folder structure under /programs e.g.
C:\Program Files\Adobe\Acrobat 11.0\Acrobat\Javascripts

* usually no write access
* Bad for code development

* Good for deployment and maintenance of code, esp. if hosted on server

Personal folder (does not exist by default for Acrobat 10 and higher)
C:\Users\<Username>\AppData\Roaming\Adobe\Acrobat\Privileged\11.0\JavaScripts

* Always write access

* Should be used for code development

Upon start of Acrobat both folder locations are scanned for files and JavaScript files (*.js)
are compiled
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Scripts can be added to menu

BAYER
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'@ PharmaComp.pdf - Adobe Acrobat -
i i Window Help

% Open... Ctrl+0
MakeTOC

Clean Bookmarks

oz Rbh B @&

B=N=

[Z] Save Ctrl+S
Save As... shiteCtries | [ (&
Save As Other... 4 Safety Set
Send File... -Safety Set
[£# Get Documents Signed...
Revert
Close Ctrl+W
Properties... Ctrl+D
& Print... Ctrl+P

1 C:\Users\U049037\...\PharmaComp.pdf

2 M:\Sites\Braine\Biocdm\...\PharmaComp_fl.pdf
3 C:\..\JobDescription_2_2014_OliverWirtz.pdf

4 C:\Users\U049037\..\CSD-Lync-workaround.pdf
5 C:\..\JobDescription_1_2014_OliverWirtz.pdf

Exit Ctrl+Q
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Creating a Table of Contents

Manually combine multiple PDF files into a single PDF

* Clean Bookmarks

* Use bookmark text as TOC entries

* Calculate number of TOC pages needed based on number of bookmarks
* Retrieve page header (scan first page)

* Add overall pagination
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Common features
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Bookmarks

MBI

B- s
[P Table 5.1-Incidence of TEAEs for All Subj-Safety Set
[P Table 5.2-Incidence of TEAEs for All Subj-Safety Set
P Listing 5.1-All AEs-Safety Set

Pharma Company
Compound / Indication
ABC1234

Table 5.1
Incidence of TEAEs for All Subjects
Rnalysis Set: Safety Set

CONFIDENTIAL

Final

MedDRA v18.0

Weight group Weight group

Weight group

10 - <20kg 20 - <40kg >=40kg Total
System Organ Class N=11 N=57 N=90 N=158
Preferred Term n (%) [#] n (%) [#] n (%) [#] n (%) [#

MedDRA=Msdical Dictionary for Regulatory Activities. TEAE=Treatment-Emergent Adverse Event.
=number of subjects reporting at least one TEAE within System Organ Class/Preferred Term.

total N. [#]

is the number of individual occurrences of the TEAE.

Note: Table includes all TEREs for all subjects.

Data cut-off date=2015-06-30

Program: t_ae02a, 01JUL2015 19:56

Page 2 of 4

(%) =percentage of subjects among

Page 1 of 21
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Retrieve page header

Pharma Company CONFIDENTIAL
Compound / Indication Final
ABC1234
Table 5.1
Incidence of TEAEs for All Subjects
Analysis Set: Safety Set
Weight group Weight group Weight group
MedDRA v18.0 10 - <20kg 20 - <40kg >=40kg Total
System Organ Class N=11 N=57 N=90 N=158
Preferred Term n (%) (%] n (%) [#] n (%) [#] n (%) [#]

MedDRA=Medical Dictionary for Regulatory Activities. TEAE=Treatment-Emergent Adverse Event.

n=number of subjects reporting at least one TEAE within System Organ Class/Preferred Term. (%)=percentage of subjects among

total N. [#] is the number of individual occurrences of the TEAE.
Note: Table includes all TEAEs for all subjects.
Data cut-off date=2015-06-30

ongzamilt_anZa 01JUL2015 19:5€

N=1 N=2

v

Page 1 of 21
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Retrieve page header Il

k=90
Pharma Company CONFIDENTIAL
Compound / Indication inall _o4
ABC1234
=96
Table |5.1

Incidence of TEAEs for All Subjects
Analvsis Set: Safetv Set
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Final TOC page

Pharma Company
Compound / Indicaticn
ABC1234

CONFIDENTIAL
Final

TABLE OF CONTENTS
Table S5.1-Incidence of TEAEsS for Rll SuUb-Safety St L.ttt it it it it et i e e ettt ettt st ittt anannns 2
Table 5.2-Incidence of TEAEsS for All SuUbj-Safety St ..ttt it it it it ittt et e it sttt anananas 3
Listing 5. 1-Rll AES-Sal ety SOl it ittt ittt e e e e e e e e e e e e e e e e e e e e e e e e 4
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Two objects for two tasks

var f = this.addField(TOC txt + i, "text", 0, [61, 530-(((TOCposition+(i/3)
.textColor=color.blue;

.textSize=9;

.multiline=true;

.alignment="left";

.textFont=font.Cour;

.strokeColor= color.transparent;

.fillColor= color.transparent;

.value=splittext2 + "\n" + splittext3;

Fh Hh Fh Fh Fh Fh Fh Fh

var mylink = this.addLink (O, [61, 530-(((TOCposition+(TOCposition/3))*20)+50)
mylink.setAction("this.pageNum = " + this.pageNum) ;
mylink.highlightMode = "None" ;
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Adding text as form field

va Pharma Compan CONFIDENTIAL 3)
mpany

f Compound / Indication Final

. ABC1234
f. TABLE OF CONTENTS
i -

Table 5.1-Incidence of TEAEs for All Subj-Safety Set ... .. ...ttt ittt ittt et aaeeananneaenneanns 2

f Table 5.2-Incidence of TEAEs for All Subj-Safety St ... ...ttt ittt ittt aa e aaneaesnnannnasnnennns 3

.
f Listing 5.1-Bl1 REs-Saf ety Seb Lo ittt ittt e e e e e e e e e e e e e e e e e e e e 4

f L 11 1LO1IVUL= CUOLUL . LLdAllopdlLCTIIL ,

f.value=splittext2 + "\n" + splittext3;

var mylink = this.addLink (O, [61, 530=(((TOCposition+(TOCposition/3))*20)+50)
mylink.setAction("this.pageNum = " + this.pageNum) ;
mylink.highlightMode = "None" ;
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Final appearance of the TOC

Pharma Company CONFIDENTIAL
Compound / Indication Final
RBC1234

TABLE OF CONTENTS
Table 5.1-Incidence of TEAEs for All Subj-Safety Set ... .. ...ttt ittt ittt et aaeeananneaenneanns 2
Table 5.2-Incidence of TEAEs for All Subj-Safety St ... ...ttt ittt ittt aa e aaneaesnnannnasnnennns 3
Listing 5.1-All AEs-Safety Set ... i i ittt ittt et it i e i <
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Advantages using JavaScript

* It’'s fast. Processing a file of 1000 pages takes < 1 minute
* No manual editing envolved
* TOC generation inpedendent from TFL production

* No need to re-run TFL when composition of merged file changes (e.g. files
added/removed)

* Functionality can be customised and standardised
* Deployment and maintenance of code very easy

* Apart from Acrobat Standard licence no additional costs

* (Almost) No training needed

Page 19 Bayer HealthCare
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Disadvantages of using JavaScript

* FDA doesn't accept it!

* Document Management Systems often accept Acrobat 5 only

Solution:
Either use commercial package for submission purpose
or

Infuse PostScript code

However:

Most deliverables are not directly used in submissions but just meant for
internal review.

Page 20 Bayer HealthCare
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Sample Project on GitHub

Complete code can be found in
https://github.com/OliverWirtz/acro_toc

Contact the author:

oliver.wirtz@bayer.com
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