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Presenters
Bringing together the best in the industry

Vasu RANGANATHAN Pierre STANISLAWSKI

Co-founder - InteliNotion Product director - Regulatory
Working with clients to drive business value through Pierre has joined Ennov team 17 years ago. He has a
strategic planning, content process optimization, and wide experience in  service and  customer
governance. implementation, validation, and product development.

He currently drives the Regulatory solutions including
RIM, xEVMPD and IDMP in relation with other Core
Model and Ennov modules
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Objectives

Learn about ePl

Benefits of a single Regulatory ePI platform
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Agenda

1 What is ePl (and why it's important)

2 Ennov + InteliNotion unified solution

3 InteliNotion presentation + demo
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ePl Quiz

> pe.app/epi
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Share -~ Responses

Mg @ Poll Everywhera

S8 Respond at pe-app,‘@ 2

What does ePl mean ?
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Enterprise Performance Improvement
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Electronic Product Information
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Electronic Pharmaceutical Information

Epidemiology Product Investigation
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NINOV

What iS ePI ? Software for Life

Electronic product information (ePl)
* authorized, regulator-approved information

about a medicinal product (SmPC, Package Leaflet, labeling)

* published and distributed in an electronic format using oledils

Pharmaceutical Product

structured data standards. Dosage Instructione

1 tablet daily

Side Effects:
Nausea, headache

@ Sustainability -.
Score:

Batch Number: 123456

Expiration Date: 2026-12:31

° Authenticated

Ennov Software for Life © | ennov.com



ePl for end users — progress from Gravitate Health

11:54F 8

Flucelvax
15meg/ 1 suspend
pre-filled syringe

HIPERICO ARKOPH|
duras

175mg/ 1 Tablet

CALCIO/VITAMINA
880 UI COMPRIMIDY

1000 mg / 1 Tablet

Biktarvy 30 mg/12(
coated tablets

30mg /1 Tablet

®

o7

. Leaflet
. Focused Leaflet

Summary Leaflet

Support Material

x| >

J 73%06

Hello Alicia Gr:l Biktarvy 30 mg/120 mg/15 ma fil...

ePl - Leaflet

338 < 0 99%0

Biktarvy 30 mg/120 mg/15 mg fil...

o0 | What Biktarvy is and what it
“ s used for

rQ 2 Whatyou need to know
before you take Biktarvy

=] 3 Howto take Biktarvy v
[N 4 Possible side effects A

Like all medicines, this medicine can cause
side effects, although not everybody gets
them

Possible side effects: tell a doctor
immediately

* Any signs of inflammation or infection. In
some patients with advanced HIV
Infecticn {AIDS) and a history of
opportunistic infections (infections that
occur In people with a weak Immune

Q] Q @

ePl - focused

Leaflot

Focused Leaflot

Suplementos de hierro: lendra que tomar Biktaowy al
menos 2 horas antes de tamar los suplementos de
hierno o puede tomarlos lodos junios con alimenioes.

Embaerazo y lactancla
« Si estd enbarazada o en periodo de lactancia,
cree que padria estar embarazada o tiene

i 1 i i 1 "

q a
su médico o larmacéutico antes de wtilizar este
madicamanto

* Informe a sumédico inmediatamente si se
queda embarazada y peegunte sabre los
posibles beneficios y riesgos de su tratamento
antirratraviral para usted y pars su hijo

Si ha tomsdo Biktarvy durante su embarazo su

médico puede solicitar que se haga analisis de sangre
periddicos y otras pruebas disgnasticas pars

controlar el desarrallo de su rifio. En nifios cuyas
madres nucledsidos inhi esdela
ranscrptasa inversa (ITIAN) durante of embarazo, el
beneficio de la proteccion frente al ViH fue mayar que
el riesgo de que se produgeran efectos adversos.

No dé el pecho a su hijo durante el tratamiento con
Biktarvy. Esto e debe a que slgunos de los principios
activos de este medicamento pasan a la leche
materna. Se recomienda que no dé el pacho para
evitar que transmita el virus & nifo a travée de fa
leche materna. Si realmente desea amamantar, hable
primero con su meédico,

Cond Yy 50 de mi

Biktorvy puede cauzar mares. Si nola mareo durante

al tratamianta san Bibtana ma mandiaes ol manaie

@

ePl - HEM
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Support material
Plan language
Neucleotide/nucleoside Lorem Ipsum

mages

Tablet

Vicieos

How to take Dovato
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ePl| - summary

Electronic Product Information
Surmmary

EBlktarvy 50 mg/200 mg/25 mg fllm-ccated
tabletsmg powder for concentrate for solution
for infusion is a combination antiretroviral
therapy (ART) medication used to treat human
immunedeficiency virus type 1 (HIV-1)
infection In adults and pediatric patients at
feast 12 years old. It contains three active
ingredients: bictegravir, emtricitabine, and
tenofovir alafenamide.

Pros:

* Biktarvy has bean shown 1o be effective
in suppressing HIV-1 replication and
Improving CD4 cell counts.

+ Itis a once-<daily regimen with a low pill
burden, which can improve adherence
and simplify treatment.

+ Biktarvy has a favorable safety profile,
Including a low risk of kidney or lver
toxicity

Cons:

« Bikiarvy may interact with other
medications the person Is taking, such as

® Q &

—Cravitate (@) Health
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Software for Life

Expected ePl Benefits

1. Improved access and usability

> Users: Patients, healthcare professionals (HCPs), regulators
—> instant access the most up-to-date approved product information online.

> Multiplatform/accessibility: smartphones, computers, different screen readers accessibility tools
2. Enhanced data quality and consistency

> Structured format (FHIR, XML): enables automated comparison, integration, and reuse

> Single source of truth

3. Regulatory efficiency and interoperability

> Data reuse

> Cross-system interoperability integration with health (electronic health records) or clinical apps
4. Faster implementation of safety updates

> Rapid deployment

> Improved pharmacovigilance linkage
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Timeline for Safety Update implementation in Labeling

Stage

Typical Duration

1. Signal detection & assessment 2-8 weeks

2. Preparation of variation /
labeling update dossier

3. Regulatory submission and
review

4. Approval to implementation
(artwork, packaging,
distribution)

TOTAL

TOTAL with ePl

4-8 weeks

2—6 months —_9
3-9 months “— L ’

9-18 months

4-9 months

Description

Safety signal identified from pharmacovigilance data;
evaluation and internal decision to update labeling.

Drafting revised SmPC / PIL / labeling text,
translations, and regulatory justification.

Health authority review (e.g., EMA Type IB/Il variation,
FDA labeling supplement, MHRA notification).
Duration depends on type of change.

Artwork updates, printing, stock depletion, and new
packaging release. Often the longest step due to
manufacturing and logistics constraints.

Full cycle from signal detection — updated labeling in
the market.
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Whatis FHIR ?

nacive

A methodology to optimize management of health IT system

S—
A set of best practices for firefighters in Europe

2 PO&FTYE

A Framework for data governance

] 93%
A standard for exchanging healthcare information electronically
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Effort for standardization

>

>

No common global standard

FHIR ePlI: standardized framework developed by

> HL7 Vulcan Accelerator

> EMA

> EFPIA, Gravitate Health

> National Health Authorities

FHIR defines core technology components
> data model & format (xml, json)

> exchange & interoperability (API)

Envelope
Bundle

Package

Leaflet Labelling PI List

build.fhir.org/composition.html

DHLT FHIR s

Home Getting Started Documentation Data Types Resource Types Terminologies Artifacts = Implementation Guide
+

uu Foundation Composition

n: a

Content Examples Detailed Descriptions Mappings Operations Search Params Profiles Exten

Resource Composition - Content

Resource Content

Structure UML XML JSON Turtle R4 Diff All

Structure

Name Flags Card. Type Description & Constraints Filter: |

-4 Composition @l DomainResource A set of resources composed into a single coherent clinical stater
_ Elements defined in Ancestors: id, meta, implicitRules, language,
- urd z 0..1 uri Canonical identifier for this Composition, represented as a URI (gI
) identifier b2 0..* Identifier Version-independent identifier for the Composition
li1 version z 0..1 string An explicitly assigned identifier of a variation of the content in thel
L | status ?1F 1.1 code registered | partial | preliminary | final | amended | corrected | a

| unknown

; Binding: Composition Status (Required)
) type b3 1..1 CodeableConcept Kind of composition (LOINC if possible)
Binding: FHIR Document Type Codes (Preferred)
) category z 0..*  CodeableConcept Categorization of Composition

Binding: Referenced Item Category Value Set (Example)
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ePl FHIR information

FHIR Resource Names

1 List

2 Bundle

3 Composition

4 Binary

5 Organization

6 RegulatedAuthorization

7 MedicinalProductDefinition
8 PackagedProductDefinition
9 AdministrableProductDefinition
10  ManufacturedlitemDefinition
1l Ingredient

12 ClinicalUseDefinition

13 Substance

Description

Index for tracking all documents, versions, and translations for a
product.

Container that combines resources into a document.

For section and sub-section headings; and semi-structured
narrative text (e.g., paragraphs, tables, bulleted lists).

For images and multimedia.

Defines the market authorization holder and manufacturer.

Defines the product’s authorization issued by a regulatory
authority.

Defines the authorized product.
Defines the products packaging.

Defines the product in the final form before administration to the
patient (e.g., after mixing of components).

Defines the product as contained in its authorized packaging.
Defines the ingredients that make up the medicinal product

Defines the indication, contraindication, interactions, and warnings

Details about an ingredient (e.g., chemical structure, molecular
weight).
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Which countries/regions have a ePl/eLabel program ?
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Europe

Europe + North America

Europe + North America + Asia-Pacific
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Europe + North America + Asia-Pacific + Middle East

Europe + North America + Asia-Pacific + Middle East + Africa




ePl worldwide programs

- Sweden, Denmark, Netherlands, Spain: Involved in EMA pilot |

China: ePI pilot
running

BeNeLux, France
and Switzerland:

Japan: ePl running
(paperless)

ePl pilot initiating
US: Lobbying
to congress for
move to ePI EU: Revised legislation South Korea: eP|
g includes e-labelling scaling up
: milestones
. i " Taiwan: ePl scaling
Mgkico: epl = [ spain & Portugal: Pl up
pilot initiating pilot running, Port@l Gulf countries: ePl
aling up scaling up Y
CAMCAR: ePI

Algeria: ePl L

pilot running A pilot running *j 5

scaling up
‘ nesia; ePl
Colombia, Ecuador, Peru:

| Egypt: ePl scaling up &g | Thailand: ePl scaling up | gar 45C2neupP
)
ePl pilot initiating ,: ‘ ' o 2
Argentina, Chile, Uruguay: | Brazil: ePl scaling up |
eFl pllotinitiating Singapore: ePl scaling up

and removing paper
N South Africa and Botswana:

. across all products
X ePl scaling up
October.2024....... 3

Philippines: eP|
scaling up

A
Saudi Arabia: ePl

ea)
wa?

eeamerenzsmerancamenesseoemeens IR won..........) Australia and NZ: eP|
ePl delivery ePl delivery with

AZ landscape Of ePI ;CtiVity without paper paper leaflet in first oy e | implementedgforallproducts

except parenterals
leaflet phase PLp :

from eleaflet October 2024
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Global FHIR ePl adoption

Australia,

LATIN/SOUTH AMERICA: Brazil, Mexico
MIDDLE EAST: Egypt, Israél, Algeria
ASIA: India, Malaysia, Indonesia,
Japan, Taiwan, South Korea, Singapore,

o EMA @ Brazil

Optional
Use

c Jordan o EMA
g Jordan o EMA

Mandatory
Use
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EMA ePlI Initiative

EMA-HMA-EC: progress of ePI initiative

2020: ePI is authorised summary of product T R—
characteristics, package leaflet and labelling a
created using the EU ePI Common Standard.
ePI optimises dissemination via the web, e-
platforms and print.

Benefits of up-to-date timely information

2021: Harmonisation using EU ePI Common
Standard based on FHIR: a set of XML (and/or

JSON) health data resources, !

plus a REST API
for accessing them

Creation and management by companies & regulators,
storage in FHIR repository

Pro
an a
o1 i 3 W
Ty d ‘#’ r ;‘ 1'L
Il £ ' ] =414 s
lllllllllllllllllllll [mAr) Clactransc preduct indormation | Product Maonagansant Sarvice {PHS} '
v} H
o e |———— |t |

2023-2024: Creation of ePI in real procedures by EMA,
AEMPS, DKMA, MEB and MPA

] 4 Successful pilot paves the way for OI Il of] LEECEMIDOELSTYRELSEN
- implementation of ePI
| 3
= T pa
e o

LAKEMEDELSVERKET

SWEDIEH MEDICAL PRODULCTS AGENCY
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Technology involved
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InteliNotion

Doc

Process

Al
Analytics

Process

Artwork
Core Model

IDMP

KEY ACTIVITIES BEING AUTOMATED

DATA
MANAGEMENT

WORKFLOW
MANAGEMENT

CONTENT
AUTOMATION

METRICS
MANAGEMENT

AUTOMATED
PUBLISHING

AUTOMATED
NOTIFICATIONS

AUTOMATED QC

(ORORORE v

vV v

Investigating data transfer agreements
Connection to Master data management systems
Automatic data exchange across systems

Managing artwork workflow
Metadata transfer
Manage Labeling workflows

Real time data consolidation
Artificial Intelligence
SCM

Labeling Metrics Management

Upload to Websites and digital transformation

Conversion of word documents to HTML/XML

Create assembly structure and assign documents automaticz
based on the submission structure maintained in the DMS

Dashboard Notifications
Automated notifications
Automated email notifications
Process and task automations

Technical review of artwork content
All QC activities for labeling and artwork with consistent prou
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Ennov ePI Wlth InteIINOtlon Software for Life

N L,
INNOV InteliNotion
> Product
L ®_ Activity I_:]Dossier . e

labellmg impacts
DrugX
i) s
@ Labelling Brukinsa - Labelling <FHIR> ePI
EPI — Bruki Health
e rukinsa - Package Leaflet - :
9 @ Leaflet Authority

Submission Brukinsa - SmPC
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What does an ePl submission contains?

Fractive

Word + PDF + XML

PDF + XML

XML + image files
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XML with embedded images
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InteliNotion Introduction oftware for Lie

Overview of InteliNotion

* Transforms Content Creation for Life Sciences companies
Core Technologies

* Component Content Management

* Content Governance

* Regulatory Compliance
Al-Driven Vision

* Intelligent Content

* Component-level GenAl

* Al-Augmented Contextual Authoring
Open and Extensible
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Manual Creation of ePlI InteliNotion S oW

Quality
Check
Correction
Loop
. Publish Approval Approved
Manuscript Draft u;,{; Led Process IO)Izl\/l L
@ Manual I:J XML E@} I‘:"
Transfer to Rendered as
XML Editor PDF
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Ennov

— InteliNotion Integration:

Retrieve Labeling Documents

~ T\
¢='«+\'NOV InteliNotion
IDMP {FHIR} B Microsoft Azure

¥ . ePlBundle
DrugX

) smPe

@ Labelling Brukinsa - Labelling

- Brukinsa - Package Leaflet
@ Leaflet

Brukinsa - SmPC

<FHIR> ePI

'
- e e e e e e e e e e e e e e e e e

e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e R e e e e e e e e e e e e e e e -
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Software for Life

> ePl generation initiated from
Ennov Dossier

>IN ePl generation service

>

IN Connector retrieves the
labeling document(s)

Documents are
ingested/structured in IN

The generated ePl is saved and
versioned back into Ennov
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Software for Life

IN Automated ePl Creation

Create ePIl bundle

Envelope
Bundle
| |
[ | 1
{Pf:akﬁng Labelling BPI ListJ

Compile bundle

Validate bundle

)\
\J

Upload bundle

Create the ePl type bundle
structure

Placeholders for the
Resources

Compile resources data *

Link labeling document(s)
into resource placeholders

Complete compilation

Review workflows

Validate the compiled
bundle - structural and
semantic correctness

®* Finalize/ format bundle and

store to GxP repository

* Regulatory approval

* Regulatory upload

Labeling Specialist

Labeling Specialist

Labeling/Regulatory Specialist

Regulatory Specialist
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Automated ePl Generation InteliNotion S oW

<>

Sample XSL
ePI FHIR XML stylesheet

\‘ﬁg-» -»“‘g -

FHIR
compliant Template engine ePI FHIR XML XSL transformation engine PL information
ifest message
man instance

Semi-structured/
structured data

—managed by
InteliNotion
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ePl Generation — Demo
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Software for Life

FHIR Configurations

Configure FHIR JSON at

Add FHIR Resource as

Configure FHIR JSON

Configure FHIR Resources

Business Object Transformation Rule and Relationships Info Model
* Use Business Object * Use FHIRJSON Mapping * Use Relationship Manager * Use Info model FHIR JSON
Modeler * Select all Business Objects Mapping

* Select Business Object

Create new business object

Mark it as FHIR Resource

Add Mapping and configure
the JSON Rule.

for the implementation guide
(ePltype 3)

Create relations between
resources

Select transformation rules
per resource

Select Hierarchical Set

Configure each section and
map the element to section.

Labeling Specialist

Labeling Specialist

Labeling/Regulatory Specialist

Regulatory Specialist




Conclusion

> ePlis coming soon — Jordan

> Ennov + InteliNotion unified platform wining combo
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attention
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