2" International Conference on

Human Genetics
September 21-22, 2026 | Budapest, Hungary

J m#»aq

ﬁ"l'l\“ll CITIZENSHIP NETWORK
CITTADINANZ ZZTTIVA




Reframing Access to Advanced Therapy Medicinal Products
(ATMPs) in Europe: A Patient-Centered Call to Action for
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Cittadinanzattiva/Active Citizenship
Network: a short introduction

Cittadinanzattiva

MINISTERO DELLA SALUTE
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e Cittadinanzattiva

Italian NGO founded in e
Italy in 1978.

Al Merito della Sanita Pubblica

G 1t e 206 Tt Minison
fine v

More than 30.000 members, 250 local
assemblies and 84 Citizen Advisory

Centres.

Mission: promote active participation of citizens
and protection of their rights.

www.cittadinanzattiva.it

Z@cive Crizensiie Network  WWW.activecitize nship.net

CITTADINANZZZTTIVA

( )

The European branch of Cittadinanzattiva,

established in 2001.

\. J

. . )
One of the most widespread & informal
network, able to involve in its initiatives
206 civic, patient & user organizations

coming from 34 Countries, plus 22
European/Global networks/umbrella
organizations.

e )
Promote the point of view of European
citizens in all public policies areas,

focusing on healthcare, consumers and
corporate social responsibility issues.



https://www.activecitizenship.net/
http://www.cittadinanzattiva.it/

How we advocate at the national level (I)

tribunale per i

diritti del malato

di
CITTADINANZZZATIVA

Tribunal for Patients’

Rights (+250 local
point  across the

entire territory,
including Hospitals
and Territorial

Services & 10,000
volunteers)
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ASSOCIAZONE ITALANA
SCLERQSI LATERALE AMICTROFICA

84 PIT-Citizen Advisory Centres,
C front line & back office at the
national level.

—— — !Each yea.r, all claims & requests of
‘ information (average 25,000/year)

are included in a National Report
submitted to the authorities.

National Coalition of Associations for Patients
suffering Chronic Diseases (CnAMC), crosscutting
alliance of 130 PAGs and more that work together

i

to strength the success of their actions. From 2000, e

delle Associazioni

it publishes a National Annual Report on chronic  EMOFILC
policies (XX Edition edited on Dec. 2022) and

manages a dedicated website. Amﬁm—l 'H"*t‘
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How we advocate at the national level (ll)

Protection:
25.000 complaints = main citizens

problems — Annual Report (cfr.
2022 - Edition XXV) l

Political
actions from

real cases
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Sanita pubblica, accesso privato

CITTADINANZZZTTIVA

SANITA PUBBLICA,
ACCESSO PRIVATO

XVIIl Rapporto Pit Salute
Sanita pubblica, accesso privato
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Civic information: communication
campaigns sectorial studies, public
consultations, editorials, on line and on the
spot information, podcast, civic

recommendations, OpInIOHS etc..

Monitor availability & Civic Audit

Specific methodology to evaluating public health

care organizations. Read more
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https://cittadinanzattiva.it/comunicati/14977-presentato-il-rapporto-civico-sulla-salute-2022-i-diritti-dei-cittadini-e-il-federalismo-sanitario.html?highlight=WyJwaXQiLCJzYWx1dGUiXQ==
https://cittadinanzattiva.it/comunicati/14977-presentato-il-rapporto-civico-sulla-salute-2022-i-diritti-dei-cittadini-e-il-federalismo-sanitario.html?highlight=WyJwaXQiLCJzYWx1dGUiXQ==
https://cittadinanzattiva.it/comunicati/14977-presentato-il-rapporto-civico-sulla-salute-2022-i-diritti-dei-cittadini-e-il-federalismo-sanitario.html?highlight=WyJwaXQiLCJzYWx1dGUiXQ==
https://www.activecitizenship.net/about-us/our-priorities/817-the-active-role-of-citizens-in-the-evaluation-process-methods-impact-and-prospects-of-civic-evaluation-in-italy.html

..and at the EU level (1)

Cittadinanzattiva/Active Citizenship Network is official member of:

e Since 2010: Member of “Health Policy Forum”, later called “Health Policy Platform”, the EU
platform dealing with health and patients’ rights (DG Sante)

e Since 2014: Member of “Active Citizenship Structured Dialogue Group”, the EU platform
dealing with civic participation (DG Home)

e 2016/2019: Member of the European Consumer Consultative Group, a consultative group
entrusted to represent the interests of consumers (DG Justice and Consumers)

* Since 2018: official stakeholder and collaborating partner to the European Joint Action on
Vaccination (EU-JAV)

* Since 2019: a collaborating stakeholder to the EU Joint Action on Antimicrobial Resistance
and Healthcare-Associated Infections (EU-JAMRAI)

* Since 2019: associated member of the Coalition for Vaccination

e Since 2022: Member of the HERA Civil Society Forum (DG HERA)

List of Institutional and non-institutional working groups in which we are involved

Qur priorities & download our Action Plan at the EU level



https://ec.europa.eu/health/archive/ph_overview/health_forum/docs/members.pdf
https://webgate.ec.europa.eu/hpf/
https://ec.europa.eu/citizenship/pdf/04122014_organisations.pdf
https://ec.europa.eu/citizenship/europe-for-citizens-programme/civil-dialogue/index_en.htm
https://ec.europa.eu/transparency/expert-groups-register/screen/expert-groups/consult?lang=en&groupId=849&fromMembers=true&memberType=2&memberId=64852
https://commission.europa.eu/strategy-and-policy/policies/consumers/consumer-protection-policy/our-partners-consumer-issues/consumer-policy-advisory-group-cpag/european-consumer-consultative-group-eccg_en
https://eu-jav.com/the-eu-jav-team/
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https://coalitionforvaccination.com/about/coalition-for-vaccination
https://health.ec.europa.eu/system/files/2022-10/hera_csf_members_en.pdf
https://health.ec.europa.eu/health-emergency-preparedness-and-response-hera/advisory-forum_en#hera-advisory-forum
https://www.activecitizenship.net/our-network/institutional-working-groups.html
https://www.activecitizenship.net/our-network/non-institutional-working-groups.html
https://www.activecitizenship.net/our-network/non-institutional-working-groups.html
https://www.activecitizenship.net/our-network/non-institutional-working-groups.html
https://www.activecitizenship.net/about-us/our-priorities.html

Our milestones:

European Charter of Patients’ Rights (2002)

European Patients’ Rights Day (since 2007) ropeang
celebrated every year on April 18t with local, o o ﬁ’é}ﬁ:‘- 4
national and EU events across Europe G g !

MEPs Interest Group “European Patients'

Rights and Cross-border Healthcare” (since

2015)

MEPs Inter-Institutional Group “SDGs for well-

being and consumers’ protection” (since

2021)

&uropean Patients’ Rights & Cross-Border Healthcare

¢ % Inter-Institutional Group

> %1 SDGs for well-being and consumers’ protection
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European Charter of Patients' Rights

Visit the new section of the site where you can ind
everything that has been done and what you can do with it!
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Established in 2002 by Cittadinanzattiva-Active Citizenship
Network, together with organizations from 15 EU countries;

It lists states 14 that should be guarantee to everyone,
everywhere.

The rights stated in the European Charter of Patients Rights
have as the main starting point the European Charter of
Fundamental Rights and several international declarations and
recommendations.

Drafted in 22 languages, it has become a reference for EU
citizens’ rights in health care and a milestone for other
Charters of rights.
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. Patients’ Rights

Right to preventive measures
Every individual has the right to a proper service in order
to prevent llness.

Right of access

Everyi

that his or her

on the basis of financial resources, place of residence, kind
of illness or time of access to services.

Right to information

Every individual has the right to access to all information
regarding their state of health, the health services and how
tousethem, ienti i
innovation makes available.

Right to consent

Every individual has the right of access to all information
that might enable him or her to actively participate in the
decisions regarding his or her health; this information is a
prerequisite for any procedure and treatment, including the
participation in scientific research.

Right to free choice
Each individual has the right to freely choose from among
different treatment procedures and providers on the basis
of adequate information.

Right to privacy and confidentiality

Every individual has the right to the confidentiality of
personal information, including information regarding
his or her state of health and potential diagnostic or
therapeutic procedures, as well as the protection of
his or her privacy during the performance of diagnostic
exams, specialist visits, and medical/surgical treatments
in general.

Right to respect of patients’ ime
Each indivi { ive necessary treatment

within a swift and predetermined period of time. This right
applies at each phase of the treatment.

PATIENTS?® RIGHTS

& Righttothe abservance of qualiy standards

Each individual has the right of access to high quality health
services on the basis of the specification and observance of
precise standards.

o

e

the poor i i i
and errors, and the right of access to health services and
treatments that meet high safety standards.

1 0 Right to innovation
Each individual has the right of access to innovative
procedures, including diagnostic procedures, according to
international standards and independently of economic or
financial considerations.

11 Righttoavid
unnecessary suffering and pain
Each individual has the right to avoid as much suffering and
pain as possible, in each phase of his or her illness.

12 Right to personalized treatment
Each individual has the right to diagnostic or therapeutic
programmes tailored as much as possible to his or her
personal needs.

13 Right to complain
Each individual has the right to complain whenever he or
she has suffered a harm and the right to receive a response
or other feedback.

14_ Right to compensation
within a reasonably short time whenever he or she has

suffered physical or moral and psychological harm caused
by a health service treatment.

= Rights of active citizenship
The Charter sets forth 3 nights of active citizenship. They allow

verify the implementation 07 patients’ rights and as such,
they are the necessary corollary of the Charter.

Right to perform general interest activities

Right to perform advocacy activities

Right to participate in policy-making in the area of health

ZFCIvE CrTizensHie NETWORK

HAVE NO BORDERS



https://www.activecitizenship.net/charter-of-rights/from-the-charter-to-the-charters.html
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https://ec.europa.eu/health/ph_overview/co_operation/mobility/docs/health_services_co108_en.pdf
https://www.activecitizenship.net/charter-of-rights.html
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ngha tients’

2-Right of Access: Every individual has the right of access to the health services that his or her
health needs require. The health services must guarantee equal access to everyone, without
discriminating on the basis of financial resources, place of residence, kind of illness or time of access
to services.

3-Right to Information: Every individual has the right to access to all kind of information regarding
their state of health, the health services and how to use them, and all that scientific research and
technological innovation makes available.

7-Right to Respect of Patients’ Time: Eeach individual has the right to receive necessary treatment
within a swift and predetermined period of time. This right applies at each phase of the treatment.

10-Right to Innovation: Each individual has the right of access to innovative procedures, including
diagnostic procedures, according to international standards and independently of economic or

financial considerations.

12-Right to Personalized Treatment: Each individual has the right to diagnostic or therapeutic
programmes tailored as much as possible to his or her personal needs.

How can these patients’ rights be combined on ATMPs?



EU Parliament: Institutional policy dialogue on ATMPs

L NSFORM

o * SAFEAND
INT ACCESS
\\HIERANES

26 April 2023 | The celebration of the 17th European
Patients' Rights Day today at the European Parliament:

24 OCTOBER 2022 | Brussels: “Policy dialogue with
Institutions at the EU Parllz?ment on eqwtab'l'e batient Advanced Therapies in Europe between sustainability,
access to advanced therapies across Europe ) ) - -

innovation and patients' rights

#VITA

Value and InnovaTion of Advanced therapies

ATMPs revolution: empowering leaders of EU civic and patients’ advocacy groups

EU online training seminar

24 MAY 2022 | 15:00 - 17:00 CEST

|
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26 April 2023 - 15:00 - 17:00 CEST
Room 3H1 - European Parliament, Brussels

European Patients' Rights
{\. Cross-Borde hcare

Group

brussel pnet

24 October, 2022 from 16 to 18 CEST

Room 6Q1 - European Parliament, Brussels
the MEPs Interest Group “European Patients’ Rights & Cross-Border Healthcare®
and the TRANSFORM MEP Interest Group
For further information, please contact brussels@activecitizenshipnet.
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https://www.activecitizenship.net/events/1012-24-october-2022-brussels-policy-dialogue-with-institutions-at-the-eu-parliament-on-equitable-patient-access-to-advanced-therapies-across-europe.html?highlight=WyJhdG1wcyJd
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https://www.activecitizenship.net/pressreleases/1010-24-october-2022-securing-equitable-patient-access-to-advanced-therapies-across-europe.html?highlight=WyJhdG1wcyJd
https://www.activecitizenship.net/events/407-24-may-2022-atmps-revolution-empowering-leaders-of-eu-civic-and-patients-advocacy.html?highlight=WyJhdG1wcyJd
https://www.activecitizenship.net/pressreleases/1101-26-april-2023-the-celebration-of-the-17th-european-patients-rights-day-today-at-the-european-parliament-advanced-therapies-in-europe-between-sustainability-innovation-and-patients-rights.html?highlight=WyJhdG1wcyJd
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Advanced Therapies Medicinal Products revolution & the respect of
the patients’ right to access to care: a call to action (I)

We call on the European Institutions to:

Promote a clear, transparent, and adequate regulation regarding ATMPs.

Reducing health inequalities in access to ATMPs among the Member States also due to financial
constraints.

Promote new health and economic approach: the change in the accounting system to consider the
expenses for ATMPs as investments instead of current expenditures. This paradigm shift should be
registered by EUROSTAT.

Support the development of ATMPs centres of excellence across the EU on the model of the European
Reference Networks.

Increase investment in research related to ATMPs.

We call on each EU Member State to:

Introduce innovative payment models for ATMPs able to capture the “value proposition” of this innovation
that guarantee, on the one hand, access to these highly innovative therapies to all potentially eligible
patients and, on the other, sustainability for the NHS.

Reduce health inequalities in access to ATMPs within the Country, with particular attention to the

inne r/ internal areas. ATMPs revolution & the respect of the patients’ right to access to care
Ensure greater transparency between regulators, HTA bodies, and ~~ “"" oo meess

payers. T 2 @) MQ G -
Promote a multistakeholder approach to ATMPs governance. Foasprrcn © 2 GAEA T

Guarantee civic participation in the ethics committees related to - ™™
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Promote wider knowledge about ATMPs among healthcare p.. stim 3% =
professionals. e

Increase investment in research related to ATMPs.
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Advanced Therapies Medicinal Products revolution & the respect of
the patients’ right to access to care: a call to action (ll)

We call on Local Health Authorities, public & private providers, Health Care Professionals
(HCPs), and Patients’ Advocacy Groups (PAGs) to better cooperate in the ATMPs field in order
to:

e Strengthen patient education programs, communication campaigns and health literacy
initiatives, ensuring major confidence among patients and citizens on the opportunities and
challanges around the ATMPs.

e Building the public consent around ATMPs sharing best practices and successful case
histories.

* Be actively involved in the development of new ATMPs as part of good clinical practice.

We call to citizens to:

e Be aware of the needs of patients with conditions that don’t respond to traditional
treatment;

* Pay more attention to recognizing the official and renowned source of information related
to healthcare.



Institutional endorsement at the national and at the EU level

European Alliance
\ European Patients’ Rights & Cross-Border Healthcare
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*FARMACI: SCHILLACI, 'NUOVO QUADRO NORMATIVO PER RIMBORSO TERAPIE INNOVATIVE'* = 'Con un apposito tavolo'. Roma, 17 gen
2023. (Adnkronos Salute) - Il tema delle terapie avanzate "da un lato presenta costi assoluti estremamente elevati e dall'altro la capacita
di incidere in modo decisivo e in tempo rapidissimi sulla storia naturale di patologie ad elevata mortalita e di impatto sulla salute
evitando cure prolungate nel tempo. Questi aspetti rendono i costi di queste terapie piti un investimento, una spesa in conto capitale che
una spesa corrente. Si tratta quindi di definire un nuovo quadro normativo specifico per il rimborso di queste terapie da parte del Ssn che
preveda da un lato la possibilita di un periodo di ammortamento del costo e dall'altra uno schema a rimborso a risultato 'pay for
performance’». Lo ha annunciato il ministro della Salute, Orazio Schillaci, nel suo intervento in Commissione Sanita e Lavoro al ~ Senato
nel seguito delle comunicazioni sulle politiche del suo dicastero.
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Articles & video interviews on ATMPs
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Disponibili in Europa 20 terapie avanzate, 6 contro i tumori Al Parlamento Europeo la

Giornata europea dei diritti del malato
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European Patients’ Rights Day
and ATMPs: Combining
sustainability, innovation and
respect for patients’ rights
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17th EUROPEAN PATIENTS' RIGHTS DAY - 26 April 2023 - European Parliament, Brussels
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Terapie avanzate: & tempo di considerarle un
investimento anziché un costo

In occasione della Giornata europea dei diritti del malato, Cit - Active Citizenship Network ha
organizzato una conferenza al Parlamento europeo a Bruxelles per riflettere sulle terapie avanzate

al Adriana Riccomagno 3 Magzio 2023 Tempadiettura: 7 min
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Main achievements in ltaly

Italy has established a comprehensive ATMP framework:

October 2025 Bill: A draft law was introduced in the Senate establishing a
€250M  experimental Fund and  multi-year, outcome-based
reimbursement models for ATMPs. Read more

 April 2026 Financial Shift: The Senate Health Committee officially

redefined advanced and gene therapies as long-term strategic capital
investments rather than annual current expenditures. Read more

May 2026 Real-World Application: This new structural model is already a
reality. ltaly achieved a historic milestone with the NHS fully reimbursing
and administering the first "one-shot" gene therapy for beta-thalassemia
and sickle cell disease to a 14-year-old patient (May 19, 2026). Read more

These milestones bridge the gap between financial governance and clinical
access, proving that Italy is pioneering sustainable, universal access to life-
changing innovations.


https://www.senato.it/japp/bgt/showdoc/REST/v1/showdoc/get/fragment/19/DDLPRES/0/1492837/all
https://www.senato.it/japp/bgt/showdoc/REST/v1/showdoc/get/fragment/19/DDLPRES/0/1492837/all
https://panoramadellasanita.it/site/terapie-avanzate-un-investimento/
https://panoramadellasanita.it/site/terapie-avanzate-un-investimento/
https://panoramadellasanita.it/site/terapie-geniche-primo-trattamento-beta-talassemia-e-anemia-falciforme-rimborsato-da-ssn/
https://panoramadellasanita.it/site/terapie-geniche-primo-trattamento-beta-talassemia-e-anemia-falciforme-rimborsato-da-ssn/
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Mariano Votta
Responsible EU Affairs at Cittadinanzattiva
Director Active Citizenship Network
m.votta@cittadinanzattiva.it
@marianovotta
https://www.linkedin.com/in/mariano-votta-b854a92a/
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