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Efficient Authoring Process for Multiple Country Labeling
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Efficient Authoring Process for Multiple Country Labeling

Device Development Regulatory Approval

Discovery & Preclinical Development

Regulatory Submission/Market Authorization
(510(k), PMA, PDP, HDE, De Novo) (MDR, IVDR) (MDEL, MDL, TGA)...

Clinical Development

. . . Labeling Development and Approval
Develop -> Validate -> Design -> Test -> Redesign { g P PP
VAN A\ AN\ N O /\ O VAN <>
v V Y% \V % Vs Vs O—
. Requirements/Prototyping Clinical Agreed International IFU Artwork . .
DlliS:acl)t\iI:r:y Preclinical Design & Development Core Labeling Patient Labeling Mock-Ups HA_fSubrr_uszlon H.? App_rm(/jal P ITmeT(e?tSat'on t
POC Design & Development Final Validation (if required) (if required) ost Market Suppol

Verification/Validation

HA Negotiation

[ us | . us | [IFu/Pac |
| Local | [ IFU/Pac |
Central Label (Core) | EU | . _EU | [IFU/Pac |

| Central Label

Human Factors

Optimized Labeling

i 0L e

‘ ’ Alignment/Deviation Management & Source Documents

CONFIDENTIAL — NOT FOR EXTERNAL DISTRIBUTION 4 . G Ie mse r



Global Labeling Processes and Systems Challenges

* The average global label can take up to 13 months to
complete, from creation to approval.

Process Lack
Change
Management

Fines

e Over the course of that 13 months are hundreds of people
working together

Increased time to
market

Global
Labeling

Challenges e Disparate systems and manual processes puts every

organization at risk of increase cost, decreased quality, non-
compliance, and wasted time

Manual
Processes

Translation Expense

FHIR, Pharma Human Error
Ledger, IDMP

Compliance
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Quantifying Global Labeling Challenges

\ Time Cost
* Labeling changes number in the * Translation expenses are in the
tens of thousands (30K) over the millions annually
course of a year * Lost revenue due to product
* Complex changes require 12+ delays result in losses of S500K
months annually or more
li Compliance
= Quality p
— * Emerging standards (FHIR, IDMP, * Volume of data and changes in
—Q etc.) that require automation documents requires automation
systems and tools to fulfill in the process to keep labels
requirements current and compliant
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Artificial Intelligence: Natural Language Technologies

An intelligent search and analytics platform that allows companies to crawl and analyze both unstructured and
structured data regardless of where it is stored.

Benefits Intelligent Industry Insights

FIN HR IT . o
Machine Learning

QMms Doc Mgt Facilities Audit SCM Other Leveraging machines to analyze unstructured data with industry
specific focus that improve over time

Natural Language Processing
Use machines to read and interpret unstructured data like a

Content Management Tool human.
Unstructured / Structured Entity Identification Duplicates SPGECh RECOgI‘IItIOI’I
Easily convert video, audio and live speech to a text readable
Extract Context Auto Aggregation Similarity transcription
Auto Classification Intelligently Search Generative Al computer ViSion
Using machines to analyze images or video frames and predict visible
entities
: - Deep Learning
Crawl & Index Client Systems Legacy & Future Acquisitions ; . . . .
Deep indexing analysis of unstructured data to help decision making
Documentum Veeva Data Rationalization .
Augmented Analytics
SharePoint And More.... Data Migration Intelligence and entity recognition to create business intelligence from

unstructured data with real-time translations
Unstructured Documents/Metadata & Structured Data
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Capabilities of a Modernized Application

What capabilities should you look for to optimize regulatory content generation.

.

NLT

)

o

SCA

)

Dashboards

)

Publishing

\_

* Natural language processing
and generation models trained
on life sciences data

* Automate the most time-
intensive steps in your
authoring workflow — from
cutting and pasting to
rewriting to translations

CONFIDENTIAL — NOT FOR EXTERNAL DISTRIBUTION

* Asyou generate, review, and
approve content on the front
end, ComplianceAuthor™
continuously maintains
everything as components on
the back end

* No coding or manual
conversion necessary

Review real-time status and
timelines via dashboards
and reports

Proactive management to
adhere to regulatory and
internal timelines

* Using natural language
models, structured content
authoring software, and
dedicated life sciences
experts, reduce the
structured content
management lifecycle by
up to 50%
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Automation Journey Map to Optimize Global Labeling

Automation with a human-in-the-loop will optimize your processes.

Create
Components

Componentize your
entire content corpus
and deploy it at scale to
develop any output
format

Expand

any authoring
workflow

[

Use & Reuse

Data

Create and deploy
structured content
components across

Introduce Al

Use Al pre-trained on life sciences
content to instantly identify
relevant documents, unlock

insights, transform unstructured the globe
and structured documents into
components
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Add generative Al to

Optimize

Optimize across use cases
from Global Labeling,
CMC, Clinical Labeling,
PVA, Informed Consent
Forms, etc.
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Organizations Require an Overlay System

Leverage data in your current systems by overlaying your content management over them.

Chemistry, Manufacturing,
& Controls

Global
Labeling

Clinical

Labeling
Overlay your existing

systems!

PVA, Informed
Consent Forms, etc.
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How might this look like for you?

* Familiar Microsoft Word interface via plug-in

* Direct metadata tagging

* Automatic XML generation, No XML expertise needed

» Life sciences extensions (CFR Part 11, e-Signatures, etc.)
* Modular, componentized authoring and assembly

* Structured Component Management (SCM) processes for tracking,
managing and reusing components

* Placement of components in central server for reuse

* Centralized Component Content Management System (CCMS) cloud
repository, SaaS model

* Granular integrations of authoring processes and data sources

* Collaborative, parallel review processes from inside MS Word with
automatic merging of feedback
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Structured Content Authoring and Component Management
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Leverage content in different documents

Consistency across products in formatting and content saves countless hours in formatting.

AutoSave (@

~ CORE DATA SHEET

TextSection

File Home Insert Review Table View
P X cut Normal -
0 B Copy T B I U a x xAa =
Paste
Clipboard [F] Font
Navigation i

ALLERSOLV

DESCRIP IO

INDICATIONS

DOSAGE AND ADMINISTRATION

Preparation of ALLERSOLV Drug

Pediatric Use

Add TextSection (Section)

Add TextSection from server (Section)

Delete

Edit Component

Edit Component (Inline)

Make Content Inline

Change Reference

Page 1of5 2of1122words [[#  English (United States)

Help

Paragraph

P Search (Ait=Q)

Pring~ 9 & E =
& Replace & = =
i Navigation Smart Insert Reference from
Eyfseiccn Pane | caEdit All Components (inline) Document Pane |  Source Document
Editing References Show
°CORE-DATA-SHEETY Smart Document
CDS-073.xml
“ALLERSOL\H[ Core Data Sheet (XML) = Version 0.2
5 CDS-073 Jan 23, 2023 by Business Admin 01
®img_-10-mg Tablet--Generic- Name{s}] ) © Jan 2 ) yEalnass Ar
“[Insert Trade-Name-text-here.]7 M Drait Business Admin 01

°DESCRIPTIONY

°Proprietary-Name{s} treats-constipation thatis caused by medicines for- moderate to-severe-
pain-called-opioids-(for-example -morphine. -codeine). -Opioids-are prescribed-by -your-doctor.-
Proprietary-Name{s}1s-given-on top-of your-usual laxatives

“On, -

CH-N "N-CH,-CH,-0-CH,-COOH .2HCI

: 1
*INDICATIONSY
“Tr of-Opioid-Induced-C 10n{(0IC) in-advanced 1llness-patients who-are-

receiving palliative care-when the response to usual-laxative therapy has not-been sufficient. -
Treatment-of-opioid-induced constipation in-advanced illness patients-who are receiving-
palliative-care-when response-to-usual laxative-therapy has not-been-sufficient-or-has-not-
worked -over-a-period-of 3 -weeks.|

“"DOSAGE-AND-ADMINISTRATIONY

Proprietary-Name(s} is-given as-a-subcutaneous-injection.

“It-1s recommended to-rotate injection sites. -It-is not recommended-to-inject-into-areas-where-
the-skin-is-tender, -bruised, red, -or-hard. -Areas-with-scars-or-stretch-marks should-be-avoided. 4
°The three-areas-of ‘the-body recommended-for-injection-of -Proprietary-Name(s} are-upper-
legs, abdomen, -and upper-arms.

Proprietary-Name(s} can be-injected without regard-to-food. 4

“For-adult-use-only. ]

°Proprietary-Name(s} -should-be-added to-induce prompt-bowel-movements-when response-to-
usuallaxative therapy has-been-insufficient.

“The recommended-dose-of Generic Name(s} 1s-8-mg(0_4-ml-Proprietary- Name{s})-(for-
patients weighing-38-61 kg)-or-12-mg (0.6 - ml-Proprietary-Name{s})(for patients weighing-
62-114-kg).

Linked Components
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(© Jan 23,2023 by Business Admin 01
E Draft
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Component
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Bl Draft

Version 1.0

COMP-005439.xml
Component

Version 1.0
Components

(® Jan 23, 2023 by Business Admin 01

El Draft

d in 1 Document

e COMP-005467.xml
= Component Version 1.0
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EN Draft
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Note: Boxes show the relationship for navigating content and components
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Compare Documents: Easily highlights the Change Between Two Versions

Evaluates elements within document components and displays the changes in Red-Line markup

Browse

. D
CREATE DOCUMENT
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CORE DATA SHEET

ALLERSOLV
| Smg. 10 ma Tablet - Generic Name(s)

DESCRIPTION

Bropreetar) Namefs) treats constipation that is caused by medicines for moderate to severe
pain called opioids (for example morphine, codeing). Opioids are prescribed by your doctor.
Propretary Namefs) is given on top of your usual.

INDICATIONS
Treatment of Opioid-Induced Constipation (OIC) in advinced illiess patients who are

receiving palliative care when the response to usual lxative therapy has not been sufficient.
Treatment of opioid-induced constipation in advanced ilness patients who are receiving
palliative care when response to usual laxative therapy has not been sufficient or has not
worked over a period of 4 weeks

DOSAGE AND ADMINISTRATION

Proprtetary Mamefs) is given as a subcutaeous injection.

It is recommended to rotate injection sites. It is not recommended to inject into aveas where
the skin is fender, bruised, or hard. Areas with scars or strefeh marks should be aveided.
The three areas of the body recommended for injection of Propristary Namefs) are upper
lege, abdomen, and upper arus

Proprietary Namefs] can be injegled with regasd-toregarding food.

For adult use ouly.

= A I te re d CO m p O n e nts "h x[m u::i;ﬁ.::mri :I:uc :::;J :Inm ixfldm:c prompt bowel movements when response to

. The recommended dose of Generic Name(s] is 8 mg (0.4 wl Propristary Mame{s)) (for
[1- Shared Components Red-Line markup
shows revisions

patients weighing 38-61 ke) or 12 me (0.6 ml Bropristary Nante(s/) (for patients weighing
62-114 kg).

The usual administration schedule is one single dose every other day. Doses may also be
given with longer intervals, as per clinical need.

Patients may receive two consecutive doses 24 hours apart, only when there has been no
response (bowel movement) to the dose on the preceding day

Patients whose weight falls outside of the ranges should be dosed at).15 meke, The . ~Commented
7 5 injection volume for these patients should be calculated: \his?
jr/warkspace/#/home Dose (ml) = patient weight (ke) x 0.0075

CONFIDENTIAL — NOT FOR EXTERNAL DISTRIBUTION

Note: Differences between the selected versions are displayed
‘Glemser
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Translation Management — Human in the Loop

Label components and their translations are available for reuse Labeling content can be manually or automatically

E

E

SMPC SMPC
(English) (German)
/ Component\
\ Library /
e '@}
XML Translator
< B > Component Component
XML Indications Indications XML lerary
Component (English) (German) Component A=A
. Translation
SN e Instructions .
Engine
XML Precautions Precautions XML
Component (English) (German) Component
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exchanged with translators and translation engines
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