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Definition and Members

= Self-Care products:

*
AES G P . — Non-prescription medicines
- Food supplements
VOICE OF EUROPEAN SELF-CARE INDUSTRY - Self-Care medical deViceS

Association Européenne des Spécialités Grand Public

= AESGP Members:
— 21 National organisations
— 10 International Companies
- 10 Associate members

GLOBAL

= AESGP is a member of \&’ SELF-CARE
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Mission

Support everyone’s access to
safe, effective and sustainable
self-care in Europe,
empowering people to take
better care of their own and

their families’ health.
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Defining modern

Self-Care
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WHO definitions

—

. -care
ideline on seli-ca

intervent'lons fo o
well-being, 2022 revision

Self-care is the ability of individuals, families and communities to

promote and maintain their own health, prevent disease, and to cope

with illness — with or without the support of a health or care worker.

Self-care Individuals as
: : Self Care
actions active agents

* Medicines ¢ Practices e Health promotion e Does not replace
et A\ * Devices  Habits  Disease the health care
=~ %88 - Diagnostics e Lifestyle choices prevention and system

Self-care

interventions

Digital tools control * Provides
» Self-assessment add!tional
e Self-management choices and
- options for
¢ Providing care to
healthcare.
dependent
persons

¢ Rehabilitation and
palliative care.
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WHO definitions

—

WHO guideline on se\i—cared
interventions for hea-m.\ an
well-being, 2022 revision

HEALTH SYSTEMS

SELF-CARE

SELF-MANAGEMENT
Self-medication, self-treatment, self-examination,
self-injection, self-administration, self-use

k d Health ;;::::“ A o
3 g?;anizallon e

SELF-TESTING
Self-sampling, self-screening, self-diagnosis, self-
collection, self-monitoring

SELF-AWARENESS
Self-help, self-education, self-regulation, self-
efficacy, self-determination

EVERYDAY LIFE
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WHO definitions

e on gelf-care

130 million people

WHO guidelin o
" terventions for health and Shortage 10 million i heed of

: 0q 2022 revision health k b

well-being, 2 ealth workers (by o
e o=t G2 2030) humanitarian

assistance

+400 million people
worldwide lack access
to the most essential
health services

Gobal threat of
pandemics such as
COVID-19

WHO recommends self-care interventions for every country and economic setting
as critical components on the path to reaching universal health coverage (UHC),

promoting health, keeping the world safe and serving the vulnerable.
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Cost distribution across care levels

Population

Secondary/
Tertiary care

Primary care

Hospital costs

GP/medical
professional-related
costs

Self-care
costs

Costs
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' Defining modern Self-Care

Self-Care continuum

Individual involvement
Public Health Costs

Self-Care Self-Care Health Products Physician Care

MANAGEMENT OF SELF-
TREATABLE CONDITIONS

HOSPITAL CARE
(Major Trauma)

LONG TERM CONDITIONS
(e.g. Diabetes)

PREVENTION
(e.g. Omega-3)

LIFESTYLE
(e.g. Physical activity, diet)
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Non-Prescription Medicines

as tools for Self-Care
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Regulatory transition for safety and sustainability

switch

A 4

Rx = Prescription -

—

Non-prescription = NPM
Over-the-counter = OTC
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B Non-Prescription Medicines

Regulatory transition for safety and sustainability

switch

Non-prescription = NPM
Over-the-counter = OTC

Rx = Prescription -

New Parenteral
Substance Admin.

Direct or
Indirect
Danger

AESGP -



LIFE CYCLE 7
OF MEDICINES

Prescription REeEreh Vel Clinical Post approval life Late life cycle
oy : Development Regulatory Market access/ cycle management generics entry
Medicines & Discovery Development Phase I, II & III Review reimbursement & pharmacovigilante to the market
\
Assessment of
-0 Non-Prescription New non-prescription active ingredients

Medicines T ;
> Rx to non-prescription switch

Research & Evidence generation Regulatory c';,glsé ;paprrggglnlgﬁt

Development Incl. clinical studies Review & pharmacovigilance

Existing non-prescription active ingredients
> New combination of existing

non-prescription ingredients
> New indication

> New dosage forms and formulation
of existing non-prescription ingredients




Common indications

Short term use
Acute condition

Acne

Allergic conjunctivitis
Cold

Cold sores
Constipation

Cough

Diarrhoea
Emergency contraception
Fever

Flu

Haemorrhoids
Hayfever prevention

Self-diagnosis + Self-management J

T
Headache
Indigestion / heartburn - Arthritic pain
Insomnia (temporary) - Cauvities prevention
Mild / moderate pain - Cholesterol lowering / lipid control
Minor cuts + bruises - Dermatitis / eczema
Mouth ulcers - Erectile disfunction
Nausea (known causes) - Hayfever treatment
Smoking cessation - Male pattern baldness
Sore throat - Neural tube defect prevention
PMS
Topical bacterial infections
Weight management :

S LTGRO » Longtermuse

Semi-chronic

- Bacterial conjunctivitis

- Cystitis

- Helminth infections

- Lower urinary tract infections

- Vaginal thrush

Doctor consultation + HCP advice + Patient self-

Chronic condition

Anxiety

Asthma

Benign Prostate Hypertrophy
Chronic insomnia
Depression (mild /moderate)
Diabetes (prevention)

Gout

Heart disease prevention
Herpes

Hypertension

Incontinence

management J

Inflammatory Bowel Disease
Irritable Bowel Syndrome
Malaria prevention
Menopause syndrome
Migraine

Obesity

Oral contraception
Osteoporosis prophylaxis
Psoriasis (mild)
Rheumatism

Venous leg ulcers
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An uneven reality

'ﬁﬁﬁﬁﬁﬁ

&

‘A

aciclovir
calcipotriol mometasone | omeprazole
(topical)

OTC

OTC

OTC

OTC

OTC

OTC

OTC

OTC

OTC

OTC
OTC

OTC

OTC

OTC

OTC

OTC

OTC

OTC

OTC OTC

AESGP -



Social and Economic Value

of Self-Care
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Self-Care numbers

[

MEDICINES

4,000+

non-prescription medicines' are available
without prescription in Europe.

That’s over 200 different pharmaceutical ingredients (INN) and
their combinations. At least 13 switches took place in 10 Euro-
pean countries in 2024 *

4.7 billion

packs of non-prescription medicines®

were sold in Europe in 2024.

1.2 billion

minor health issues per year are self-managed
with the aid of non-prescription medicines
Ailments that are typically self-managed with self-care products

include allergies, gastrointestinal disorders, cuts, bites and rashes,
cough and cold, and pain.

€34 billion

saved for national health systems and
economies
Nen-prescription medicines save money that would other-

wise be spent on unnecessary doctor’s appointments, on
prescribed medication, and on missed work.

IQVIA Consumer Health Data 2022 3.4 IQVIA Consumer Health Data 2024
AFSGP Ingredient Database 2025

FOOD SUPPLEMENTS

1.3 billion

packs of minerals and vitamins®

were bought by Europeans in 2024

MEDICAL DEVICES

2.2 billion

packs of medical devices®

are purchased in Europe every year.

2,000+

companies

Are active in the self-care/consumer healthcare
sector in Europe, half of which are small and medi-
um-sized enterprises (SMEs).




Costs of solving a self-treatable condition

50€ Medical consultation
@ B Prescription medicine
® OTC medicine
40€ @ w m Savings (price difference between
medical consultation and self-care)

30€

20€ [ 13.26¢€ [17.52€

10€

0€

Hht S+ S+ S+ S+ H+ H+ S+ H+ H+ H+
 ® 0 & 0 ST © £7 ele
e O S O @ w& Je0
o P ® =)

Preande

o v Yo
AESGP



https://aesgp.eu/content/uploads/2022/01/AESGP-Summary-Report-Self-Care-in-Europe-Economic-and-Social-Impact-on-Individuals-and-Society.pdf

Potential savings for health systems

o Saved

Medication Cost 54 ° 3 2*

Saved Physician /
Treatments Cost . -
36.72

I Saved Indirect Cost

*hillion €
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PRESENT savings for individuals and health systems

+120.000

Each individual would spend,
per minor ailment case, an average
of 106 minutes each time travelling,
waiting and being treated at the GP.

additional GPs would to work an extra

Around 120.000 O Each GP would have
OR
be needed in Europe. 2.4 hours each day.
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FUTURE savings for individuals and health systems

N

-

Collectively, by practising more
self-care, the European population
would save 1 billion hours per year

in work and/or other activities.

Each GP currently employed in Europe
could save around 1 hour per working day,
which could be devoted to patients with
more serious health conditions
or to other activities.

58.000 GPs could be
released for other tasks OR
in the health system.
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Social and Economic Value of Self-Care

A

Assessment of self-care uptake in Europe

[Country Rating) Country Scores 1-12

Not Covered by Study
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Depth: Country Rating

Depth and breadth of self-care in europe
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170

E Social and Economic Value of Self-Care

Growth potential

25% = Depth: 15% + Breadth: 10%

. 20% = Depth: 15% + Breadth: 5%

‘ 15% = Depth: 5% + Breadth: 10%

‘ 10% = Depth: 5% + Breadth: 5%

AESGP -
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Other studies in Europe

1€ » 5,20€

O o

+2 h/day

AESGP -
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https://www.pagb.co.uk/content/uploads/2019/03/PAGB_Self-Care_White-Paper_v1-0.pdf
https://www.may-bauer.de/project/gesundheitsoekonomisch-otc-oesterreich/
https://selfcarejournal.com/wp-content/uploads/2018/05/May-Bauer.-9.2.27-46.pdf
https://aesgp.eu/content/uploads/2021/01/The-economic-impact-of-an-hypthetical-Rx-to-OTC-switch-in-Spain-Study.pdf
https://academic.oup.com/HTTPHandlers/Sigma/LoginHandler.ashx?error=login_required&state=7486746f-26db-42ce-b753-77671fb4d5b4redirecturl%3Dhttpszazjzjacademiczwoupzwcomzjijppzjadvancezyarticlezyabstractzjdoizj10zw1093zjijppzjriab066zj6388146zsredirectedFromzrfulltext
https://www.frontiersin.org/articles/10.3389/fphar.2018.01069/full

Global savings for individuals and health systems

0) GLOBAL
\ SELF-CARE
FEDERATION

CURRENT

S cosT
119bn € CONTAINMENT ($)
7k
1bn [LQJ]O INDIVIDUAL TIME
SAVING (HOURS)

(37
1.8bn < Z PHYSICIAN TIME
: SAVING (HOURS)

PRODUCTIVITY
40.8bn @@ (DAYS)

WELFARE

social and
The Global self-Care
22 Economic Value of
mn QUALITY OF LIFE
(QALYS) 2022
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https://www.selfcarefederation.org/ecosoc-report

Global savings for individuals and health systems

$178.8 bn 17.9 bn hours
71.9 bn days
2.8 bn hours
COST INDIVIDUAL TIME PHYSICIAN PRODUCTIVITY
CONTAINMENT ($) SAVINGS TIME SAVINGS (DAYS)
(HOURS) (HOURS)
Increase by Growth of around seven billion individual Considerable
approximately hours and around one billion physician gains estimated
$60 billion to a hours, resulting in total savings of 17.9 to add a total

of 72 billion
productive days

billion individual hours and 2.8 billion
physician hours.

total of $178.8
billion per annum

$ 2,830 bn

WELFARE ($)

Considerable
gains estimated
to add a total of
of approximately
$2,830 billion, an
increase of about
$950 billion from
the status quo

39 mn QALYs

QUALITY
OF LIFE

Increase from
22 million
QALYs gained
in the status
quo to 39
million QALYs
in the future
potential
scenario

GLOBAL

@ SELF-CARE
FEDERATION

Impact in Status Quo
. Economic Welfare & Demography

. Self-Care Policy

AS INDICATED BY THE RESULTS OF
THIS STUDY, THE CURRENT VALUE
OF SELF-CARE EFFECTS CAN
POTENTIALLY BE INCREASED BY
APPROXIMATELY 16%-25%
THROUGH SELF-CARE POLICY
MEASURES.
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Particularities of

Self-Care regulation
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Umbrella branding

The Consume
PAGB Healthcare Assoc iation

la
and umbrel
ingd . the_coun'cer

branding of oV
products end
and self-care fo

bles self- —selection
r consumers

The use of OTC medicines

saves the NHS approximately

£6.4 billion

with the potential to save
a further

£1.7 billion

by preventing up to

25 million

GP appointments and

S million

A&E attendances

9 il"l 10 adults say

they feel confident using an
OTC medicine to manage
their symptoms

nf respondents stated

th\=.-:q||r wnul:l sometimes or always
buy branded products to treat
themselves

93%

of people who buy
branded products use the
brand name to help them find
and pick the right medicine

61%
O of respondents agreed
that trust in a brand influenced

their decision to purchase their
OTC products




Umbrella branding

User safety comes first

Umbrella branding must never create confusion or misuse

5 \’1\\ MEDLA
ampaign X_\)K*’Y MEDL! name

NAME | oyALTY  mARKETING
value ONSymer ADVERTISEMEN T\\’UbT

PRODUCT ‘ il ND s | Recognition, trust and navigation across OTC options
Vi %R NI 1

U : ‘
2 LS unique §

Strong brands help self-care

Risk assessments are essential

:: UNTQUE DESX_(_]N % [NTERNET \_O(:\O

10 STRATEG BRANp, : Especially when actives, indications or users differ

N
AL D

v { Clear differentiation matters
eyt Paper
AESGP PostTon brella Names Names, qualifiers, packaging and design must guide choice
\ndustry Guidance on;;‘jicinal products
. ription ! :
foRtEl :;SC Monitoring doesn’t stop at launch
November

Pharmacovigilance and real-world data are critical
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Switches for “other” reasons

VIAGRA

50 mg film-coated tablets (sildenafil)

Pharmacy Consultation Guide

The following has been created as a useful aide-memoire to help determine whether your patient is
suitable for Viagra Connect, or whether he should be seen by a doctor for further advice. Use of the
Pharmacy Consultation Guide is optional, and you should use your professional judgement to decide
when and how to use it. The Essential Information for the Supply of Viagra Connect provides additional
background information in relation to the supply of this product.

Repeat supply

If the patient has previously been supplied with Viagra Connect, he should be asked if anything has
changed with respect to his health status or medicines usage. There is no need to repeat the questions
below prior to resupply in that case. Remind the patient to make an appointment with his doctor as soon
as he can within the first 6 months of starting to use Viagra Connect, to ensure that their erection problems
are not caused by any serious health condition. If any factors have changed, Sections 2-4 should be
reviewed again. The repeat supply tear-off slip (below) can also be given to the man.

1. Who is Viagra Connect for?

Viagra Connect is only intended for men aged 18 years and older who are experiencing erectile
dysfunction (ED) (i.e. difficulty in getting and/or maintaining an erection satisfactory for sexual
performance). This product must not be supplied to men who do not have ED. It is not essential that
the man has a previous diagnosis of ED from their GP/Urologist.

It is important to confirm if the man is already receiving treatment for the condition.

Men currently prescribed 50 mg of sildenafil can be supplied this product if they meet the
criteria for pharmacy supply, provided they do not take more than 50 mg daily. If the man is
using a different dose of sildenafil or another ED treatment, he should be referred to his doctor.

2. Check patient’s cardiovascular (CV) health

Additional advice

As well as the physical causes
of ED (e.g. cardiovascular
disease, diabetes mellitus)

you should also consider
psychological causes, such

as undiagnosed depression,
anxiety or excessive alcohol
use. Types of medicationss

that cause ED include

diuretics, anti-hypertensives,
corticosteroids, anticonvulsants
and recreational drugs. Whilst
it may be appropriate to supply
the product, you should provide
lifestyle advice and recommend
a follow-up with a doctor.

If the patient answers YES to any of the following: do not supply the product and refer to the doctor. If you have any reason to consider, based on

physical status, the patient should not be using this product, refer to the doctor.

D - Has your doctor advised that you are not fit enough for any physical and/or sexual activity?

for 20 minutes or climbing two flights of stairs?
EI Have you had a heart attack or stroke within the last 6 months?
| o

]ID

Do you feel very breathless or experience chest pain with light or moderate physical activity, such as walking briskly

AESGP -*-


https://www.viagraconnect.ie/essential-information-for-supply

[T

MARTEDZIE DIAGNOSTYCINE

UWAGH]

Tam lak MAXDN ACTIVE przcznaczany st oo lnesenia 2aburzen wrsndy, o2yl braiw mod woso

wryskania b utrzymania sefywnosel pracia wystarczajgos) do odbycia stasunku, Tan lak josi dla

Cighin, [l jpstas doraslym (= 18. 12 ) medoryang. a prablemy 76 wewodem winadniajg Ci
spdttycin ploows, Sedall ne spalniase pﬂynnrrr\lqumgn z prraydszych warunkdw, fan lek HIE

|t dia Clatde!

&rmnmuhllmmmdubpd-nlwwmumj
|y biha w klalen
wriz 2 hidarn MAXON &ACTIVE rw:u.q-nn! T-nJ-muiu-clu'?

]
P
H
H

nitroglicaryey jnz. Kizoasd, Kissdern, Miromint, Kinkrar, Sorind)

Izcansbid jnz. Efcs, hracrbide roronfrals iabslm,

ot i Acoees, oo ook, Menonil, Monosan, Qoo Sorony
wirgiel inp. Galpese.

maisidaming irp. Molsdcries WIF|

iyl (rp Angen, Kicoren Dancsd rarr|

oooo o*
oooo o

Cay wystgpui w Clobio nastppsiace objawy®

= ciagu oakainich 2 misabpcy pojped sy bal o mostkiam

w kialon s

= gy oo missic L] T3
Twykin, CCI2iNRD BRIFATCEE NEVCING (M. FyTHe E, e x!-u:-wmuduszmu
hodalin i serca lub wyrakne zriprzena

Erquin DACArMISE (TSR ful N bide sees

oo miswms sty gy, wibarks omdkeanis

masz reykie nison diniens igtnicen kew iponce) #15H0 mmkgl

masz ekl wysokia cifnienia byinize kel (powyin) 1500 maHg )

]
H
H
2

ooooo oo ¢
ooooo oo

Gy krérakabwish £ panibizych syt dotyeey Clabia?

= osiainich B misedacach proetryind asol seica b udar moage

= premspinbcl dosziow Clebin do uiraly preylomnoda proy gwafiosse) zmians
pozpcd dals

sz ShITysinnky prgoa, kies winsdris pensiacks it apoznang chomity
Poyoriogd [Shwa mnins pastyoane paciay

LS 2 i A0y MCION 2abirsan Dsskoji Ni2 ok 2ewraigon Shenall
leczyar sig 2 powody Pakabenia minsem HiV

s mesoh w ey oy W erprinu TITe ProEERpTTy e e, eadTre |l e
raepaerang u Chbie domdzicesn sbursmni fuske| s i ok

Itakin ik tow. awryecdniaris b o)

mzpazrana u Cishis ko dobyrren
kezinhy czerwonmyth cialek kne {trw, nwmm s peraa ok nenkcey i
FOZLOZANG U Chbie maTEkIGE Wity

00 O 0000 o0o*¢

00 0oooo ooi

Cry nbaceis choryaes na

cheraty wizndowy, iidn) dokgivoie nasiity sy

W i Lyodii ol Breuch, nudaikel Wity

cigdhin saburserin koapnmca krwd inp. Bemolim)

bipincrks [chomba nomchyomas ko

sTpizakn Mg iagn (ohoroba nownteonowa sand ks

Ooooao ¢

oooo i

oooo = |UI:IUUUJE| oo= |I:II:II:II:II:I oo # |I:II:II:II:IU5-

e 1 TR
II|D 1z KIE WIEM

wazystkie NIE
TAK, X
mozesz stosowad

[ s hek MAXOM ACTIVE

Przed ZasiDaIwariem

bez konsultacji b prREcTyia) wotke
z lekarzem IO G

3 fsakirasini

FUMIE T

Prodamy 2o wawoden Mogq byd Wywohana inrymi lakami, Kiane preyjmujes2 ik inngmi chorobae,
na kifrs cerpier, Wishchve leconie nkiSrpch scfoned made spowadowad vy pene mbusoed wewida
'Wyslgposwanie Zaburaeh wTA00U [o5) riwniot wadng wikaoowia dia lokarza, Klora mods pomad md
w clwlwuﬂummclnﬁu w by chamb sarca, Dialago sed w el olrescench wisyl Sevine
poirdormy swojego lekarza o problemach ze wrwcdem | o tym, de preyjmujess MaEOH ACTIVE

[ ———— T

Name
Maxon Active

Contents
Each coated tablet contains 25 mg of sildenafil in the form of sildenafil citrate.
Each 25 mg coated tablet contains 1.63 mg of lactose monohydrate.

For the full list of other ingredients, see section 6.1 of the Summary of Product
Characteristics.

I~

Packaging
PVC/PVDC/aluminium blisters packs
Contents: 2 coated tablets in a carton.

Properties and use

The medicine MAXON ACTIVE should be used by adult men with erectile dysfunction, i.e. the inability to attain or maintain an erection of the
penis sufficient enough for sexual intercourse.

In arder for MAXON ACTIVE to be effective, sexual stimulation is required.
Use in adults

The recommended dose is 25 mg of sildenafil, to be taken as necessary, approximately an hour before any planned sexual activity. The
medicinal product is not recommended to be used more than once daily. If MAXON ACTIVE is taken during a meal, the onset of a reaction may
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Advertising in an ever-changing communication world
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TRADITIONAL
Advertising

Limited reach (population, geography, scope)
* Lowrelevance due to lack of targeting
Challenges * Restricted formats (space, time, slots)

* No possibility to update content once released
* Generally higher costs

on Paper
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* Reaches less digitally literate populations (e.g. elderly, areas with low internet access)
* Lower risk of misinformation due to controlled scale

* Less competition for consumer attention

* More space for mandatory regulatory information (e.g. TV vs mobile)

Opportunities

AESGP -*-




Challenges

Opportunities

Advertising in an ever-changing communication world

ONLINE
Advertising

Higher risk of misinformation if safeguards are insufficient
Limited space for legal disclaimers, especially on mobile
User-generated content beyond company control

Global reach creates compliance and enforcement challenges

osition Paper 1
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Targeted and personalised communication supporting responsible self-care

Faster updates (e.g. correct use, dosage changes)

Multiple formats (search, social media, video, influencers) and lower costs

Enables innovation, Al-supported relevance, and real-time engagement

Improves access to information, reporting of adverse events, and digital health literacy
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