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O GRAVITATE HEALTH Open E2E ePl Community

Scoping of community activities:

* Focus on ePl creation mechanisms and enrichment/augmentation which is important to disseminate
higher value ePl post approval, specifically for ‘G-lens’ ready ePl with focusing mechanisms

©)

accelerate implementation of ‘value add’ ePl with structured elements/ metadata to help focus content
relevant to user situation and context of use

encourage maintenance and management of alignment of the ePl to Implementation Guides, and related
standards (e.g. IDMP).

* Participants in this meeting may include representatives of companies that compete with one
another in the marketplace. Discussions, plans, consensus, agreements, strategies, etc., may be
unlawful if they relate to topics like:

©)

©)
©)
©)

Current or future prices or bidding information

Limits on production or product lines

Individual company marketing strategies, projections and assessments
Establishing a practice of dealing with customers or suppliers

* Company internal business processes are out of scope.
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o Gravitate-Health Open E2E ePl Community

Aim / purpose:

Transform access and use of trusted health
information / ePl to advance research & innovation

* Engage “end-end value chain” to drive sustainable g, E;‘u’:,’.:i“wvzz;':::

Creation
tool

use of ePl in the wider digital health landscape ,

Authorised
ePlI held by EMA

Outputs: ‘. [ =

evaluation

Trustworthy
source(s)

* Upstream Creation - Downstream Dissemination
of ePI for value added services, incl. G-lens® n

* Support transformation towards greener patient- g‘l, fng’ivti:‘:;
safe first health systems

tool

UPSTREAM - Creation | Clinical decision support

Founding members: | s

DOWNSTREAM Dissemination

* Gravitate-Health public-private partnership
* Cormeo (DocuVera, EXTEDO - Rote Liste®)

Gravitate @Health
Illustration —G-lens® in the proposed model for ePl production, outlined in EMA ePIl Key principles 5
https//www.ema.europa.eu/en/news/public-consultation-key-principles-electronic-product-information-eu-medicines



o Impact of our approach - a global FHIR ePIl Standard

VULCAN

@ HL7 FHIR

Gravitate-Health has connected key initiatives and foster collaborations globally,
building on developments in the EU and drive uptake of a global HL7 FHIR ePI

standard (2023)

EU ePl Common standard and global use via Vulcan Core ePI

EU ePI - FHIR Resource Names!
List

Bundle

Composition

Binary

Organization
RegulatedAuthorization
MedicinalProductDefinition
PackagedProductDefinition
AdministrableProductDefinition
10 ManufacturedltemDefinition

11 Ingredient

12 ClinicalUseDefinition

13 Substance

1 Rows 1 to 4 make up the core of EMA's ePl. The ePl cross
references out to SPOR, which can provide data of rows 5 to
13. Product data are from PMS, one of the 4 SPOR services.
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Vulcan ePI - FHIR Resource Names?
List

Bundle

Composition

Binary

Organization
RegulatedAuthorization
MedicinalProductDefinition
PackagedProductDefinition
AdministrableProductDefinition
ManufacturedltemDefinition

11 Ingredient

12 ClinicalUseDefinition

13 Substance
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ulcan ePl is managed as a single self-contained document.,

The VULCAN Profile is
completely aligned with EU
ePl Commmon Standard, both
use FHIR Lists, Bundles,
Composition to represent Pl
documents

The EU ePI Common Standard
includes a link to SPOR

(EU master data system for
pharmacovigilance)

To enable global use for
regions without SPOR,
VULCAN Profile has option to
include data directly

Gravitate @Health

Statement of collaboration to support the EU ePl Common Standard - Gravitate Health
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https://www.gravitatehealth.eu/statement-of-collaboration-to-support-the-eu-epi-common-standard/

o ePl Structure and Content - FHIR ePIl enrichment

VULCAN
AHLZFHIR
* Type 1: eLabel only
o Semi-structured narrative text simpiEiSBarch
-+ section/sub-section headings
« Paragraphs, tables, bulleted lists, images, video, pictograms
« Document metadata (language, date), Organization details (Company
address and contact information)
* Type 2: eLabel + product details - -
o Type 1+ structured product details Search

« full name, class, dose form, strength, active ingredient,
- Packaging, manufactured form and administrable form
Storage, general instructions about a medicine

* Type 3: eLabel + product details + clinical details
o Type 1+ Type 2 + structured clinical details

Encoded indication, contraindication, interaction, all ingredients, warnings
and precautions

Advanced Search

Cravitate C') Health

From discussions in HL7 VULCAN Connectathon, and briefings with EMA, FDA



O Presenting ePIl to users - progress of Gravitate-Health
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ePl - Leaflet
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1. What Biktarvy is and what it
“* s used for

rQq 2. What you need to know
before you take Biktarvy

1
Cd

3. How to take Biktarvy v

&

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
infection (AIDS) and a history of
opportunistic infections (infections that
occur in people with a weak immune
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ePl| - focused
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Biktarvy 30 mg/120 mg/15 mg fil...

Leaflet Focused Leaflet

Suplementos de hierro: tendra que tomar Biktarvy al
menos 2 horas antes de tomar los suplementos de
hierro o puede tomarlos todos juntos con alimentos.

Embarazo y lactancia

+ Si estd embarazada o en periodo de lactancia,
cree que podria estar embarazada o tiene
intencion de quedarse embarazada, consulte a
su médico o farmacéutico antes de utilizar este
medicamento.

* Informe a su médico inmediatamente si se
queda embarazada y pregunte sobre los
posibles beneficios y riesgos de su tratamiento
antirretroviral para usted y para su hijo.

Si ha tomado Biktarvy durante su embarazo su
médico puede solicitar que se haga analisis de sangre
periddicos y otras pruebas diagnosticas para
controlar el desarrollo de su nifio. En nifios cuyas
madres tomaron nucledsidos inhibidores de la
transcriptasa inversa (ITIAN) durante el embarazo, el
beneficio de la proteccion frente al VIH fue mayor que
el riesgo de que se produjeran efectos adversos.

No dé el pecho a su hijo durante el tratamiento con
Biktarvy. Esto se debe a que algunos de los principios
activos de este medicamento pasan a la leche
materna. Se recomienda que no dé el pecho para
evitar que transmita el virus al nifio a través de la
leche materna. Si realmente desea amamantar, hable
primero con su médico.

Cond 6n y uso de

Biktarvy puede causar mareo. Si nota mareo durante

al tratamianta ~nn Riltannr na randiizas ni manaia
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Electronic Product Information
Summary

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

Pros:

« Biktarvy has been shown to be effective
in suppressing HIV-1 replication and
improving CD4 cell counts.

« It is 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 liver
toxicity.

Cons:

« Biktarvy may interact with other
medications the person is taking, such as
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o Overview of Testing Scenario Clusters

“test at scale”

end-end or own front end,
include real patient - data

Advanced test

realistic users
and synthetic data

Specific research insights, or

Demonstrator resources

G-lens services - patients with
chronic disease (HIV), vaccines
multi-morbidity, poly-pharmacy,

. - G-lens functionality - patients
with COPD, care continuity and
. - information management

.I- CAPABLE - focused ePls,
medication list for IBD, illness
i score, supporting material

IBD —demonstrator
HEALTH OUTCOMES
OBSERVATORY N O scena I'iO

Hzo

. - G-lens functionality, the Danish
My Doctor app, IPS demo for

. - Diabetes medicines,

G-lens functionality, SN24
platform patients with Diabetes
and complex medication list

® 8 ® yYAG/Ecosystems: Regular

-
H contribution on solutions

UNGCOM o

Video presentation of the G-lens
services, online survey, assess
attractiveness, intention to use

Research contribution - complex
medication — complex needs,

adolescents gaining autonomy

Demonstrator - elderly taking
medication, caregiver support
drug —drug interactions
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