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Comprehensive Cancer Centers (CCCs

EUROPSKY PLAN BOJA PROTI RAKOVINE

» kazdorocne je v Eurdpe
diagnostikovanych 2,7 mil. novych
pripadov onkologickych ochoreni
a 1,3 mil. dmrti

» progndza: bez rozhodujucich
opatreni sa pocet pripadov v
Eurdépe do roku 2035 zvysi o0 24%

» Eurdpa potrebuje spravodlivy a
rovnaky pristup k prevencii,
diagnostike, terapii a starostlivosti
O pacientov

» na opatrenia pre boj proti rakovine
su vyclenené 4 mlid. EUR

NARODNY
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10 FLAGSHIP
INITIATIVES

=2

» NEW TECHNOLOGIES, RESEARCH
AND INNOVATION

1. European Commission Knowledge
Centre on Cancer
launched in June 2021

2. European Cancer Imaging Initiative
Work started on atlas of cancer-
related images

=

» SAVING LIVES THROUGH
SUSTAINABLE CANCER PREVENTION

3. Eliminate cancers caused by
Human papillomavirus
v Joint Action on HPV vaccination
launched in February 2022

X

» IMPROVING EARLY DETECTION OF
CANCER
4. EU Cancer Screening Scheme
v’ Proposal to revise the Council
Recommendation on Cancer

Screening published in September

2022
v Scientific opinion of the Group of

Chief Scientific Advisers and other

contributions published in March
2022

v (all for evidence published in
February 2022

HEdR

» ENSURING HIGH STANDARDS IN
CANCER CARE
S. EU network of National
Comprehensive Cancer Centres
v Launched in December 2021,
grants given to Member States
6. Cancer Diagnostic and Treatment
for All
v Call for proposals launched in
2022
7. European Initiative to Understand
Cancer
v Coordination and Support Action
launched in 2022

given and any changes are indicated
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» IMPROVING THE QUALITY OF
LIFE FOR CANCER PATIENTS,
SURVIVORS, AND CARERS
8. Better life for cancer patients’
initiative
v’ Report on ‘Access to financial
services for persons with a
history of cancer’, including the
right to be forgotten published in
May 2022

v Work started on a code of
conduct

o

» REDUCING CANCER
INEQUALITIES ACROSS THE EU
9. European Cancer Inequalities
Registry
v First phase launched in
February 2022

Q (o]
il
» PUTTING CHILDHOOD CANCER
UNDER THE SPOTLIGHT
10. Helping Children with Cancer
Initiative
v EU Network of Youth Cancer
Survivors launched in February
2022
v New section on Paediatric
Cancers added to the European
Cancer Information System
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Zabezpecenie vysokych standarov
v klinickej starostlivosti
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raN E European Network of Comprehensive Cancer Centres

KLUCOVA INICIATIVA €.5 EUROPSKEHO PLANU BOJA PROTI RAKOVINE

» do roku 2025 zabezpecdit vytvorenie europskej siete, ktora prepoji
existujice a novovzniknuté komplexné onkologické centra
v kazdom clenskom State

» do roku 2030 bude v CCC poskytovanda komplexnd onkologlcka
starostlivost pre 90% vhodnych pacientoyv, ktori ju potrebujt

1. Dosiahnuf vysoko kvalitn0 starostlivost 2. Odstranit nerovnosti

“ 2t
5 fthae Haalth Programene
NARQDNY af the European Unian
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Definicia komplexného onkologického
centra (CCC)

Zakladna koncepcia: [ Aktivne vo vSetkych oblastiach pre ]
akreditacné kritéria a Standardy
* Riadenie
* Kontinuum
starostlivosti Pokryva v Realizuje
e yskum & inovacie | Ppodstate Vyskum
e Vzdeldvanie & celu cesta »bench to
pacienta \bedside” )

Skolenie/tréning

Vsetky typy onkologickych ochoreni

Final Conference Presentation, September 2024

% NARODNY
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Partners Competent authorities

Slovenia (coordmator) Mational Institute of Public Health of the
Republic of Slovenia (NIJZ)

Belgium Sciensano

Bulgaria University Specialized Hospital for Active Treatment in
Dncology (USHATO)

Croatia Croatian Institute of Public Health (CIPH)

Cyprus Ministry of Health of the Republic of Cyprus {MOH)

Czech Republic Motol University Hospital (MUH)

Estania Ministry of Social Affairs Republic of Estonia (MS&E}

France French National Cancer Institute {INCa)

Germany Federal Ministry of Health (BME)

Greece Ist Regional Health Authority of Attica (15T YPE)

Hungary National Institute of Oncology (004

Ireland Department of Health (DOH)

Italy Alliance Agamst Cancer (ACC)

Latvia Riga East University Hospital (REUH)

Lithuania Ministry of Health of the Republic of Lithuania (SamM LT)

Luxembourg MNational Cancer Institute (INC)

Malta Ministry for Health — Government of Malta (MFH)

Horway Osho University Hospital (0US)

Paland National Institute of Public Health (NIZP-PZH-PIB)

Portugal Ministry of Health of the Portuguese Republic (Ms)

Roemania Oncology Institute lon Chiricuta (10CN)

Slovakia National Cancer Imstitute (NOU)

Spain Catalan Institute of Gnoology (000

Sweden Nationa! Board of Health and Welfare (NBHW)

Austria Austrian Mational Public Health Institute (GOG)

Target groups

1. Policy makers at EU, regionat and local lavels (relevant
ministries, regional authorities, politicians at EU level, etc)

2. Health care professionals and organizations, NGOs, other
relevant stakeholders at EU, regional and local levels

3. Patients, relatives, patient organizations locally or EU level.

&. Press and general public are also targeted for the program,
simce their opinion as final users is critical and valuable.

projekt CraNE-JA

%’\ N
y g?

Main Objectives of CraNE JA
The main objectives of CraME Joint Action are:

» To prepare the necessary preconditions, administrative,
professional, and those related to high-guality performance
towards CCCs Network.

# To link the development of an EU Network of CCCs and
CCCs in individual MSs to the development of national and
regional CCCMs.

# To provide an assessment on sustainability and feasibility of
CCCs Networking.

Partners Affiliated entities

Slovenia Institute of Oncology Ljubljana {(oiL)

Belgium Antwerp University Hospital (UZa)

Estonia University of Tartu (uT)

France UNICANCER

France Hospital Federation of Framce (FHF)

France Mational Institute of Health and Medical Research (INSERM)

Germany German Cancer Research Center (DKFZ)

Germamny German Cancer Society {OKG)

Germamny German Cancer Aid (OKH)

Germamy TU Dresden {Tun)

Greece Agios Savvas General Anticancer Hospital of Athens
{AGIDS SAVVAS)

Greece Laikoe General Hospital of Athens (LGHA)

Greece Agia Sofia Children's Hospital {AGLA SOF14A)

Greece Andreas Syggros Hospital for Skin and Yenereal
Diseases (ANDREAS SYGGROS)

Italy Ministry of Health {(MoH)

Italy Luigi Mana Monti Foundation (IDI-RCCS)

Lithuania Hospital of Lithuanian University of Health Sciences
Kauno Klimikos {LSMULKK)

Lithuania Vilnius University Hospital Santaros Klinikos (WULSK)

Lithuania National Cancer Inskitute (NC()

Luzembourg Luxembourg Institute of Health (LH)

Spain Yaldecilla Biomedical Research institute (DivaL)

CraNE Work Packages

WP1: Coordination

WP2: Dissemination

WP3: Evaluation

WP4: Sustanability

WPS: The EU MNetwark of C(Cs

WPS: Organization of comprehensive, high-guality cancer care
InECCNs

WPT: Framework and criteria to enable the implementation of
CCCs within an EU Metwark

WP8: Equitable access to high-gquality care and research:
networks in the context of COCs

Stretnutie zadavatelov a pacientskych organizacii 20 Nov 2024



WP7 ,Framework and criteria to enable the
implementation of comprehensive cancer
centers within an EU network*

» vytvorenie konsenzualneho modelu CCCs

Kick-off meeting WP7, Pariz 01/2023

» identikacia potencialnych kandidatov na
nove CCC

» definovanie Standardov pre oblast
riadenia a pre jednotlivé oblasti onkologie
od prevencie, zdravotnickej starostlivosti,
onkologického vyskumu, inovacii az po
vzdelavanie odbornych pracovnikov, ale aj
pacientov a ich pribuznych v ramci CCC

Co-funded by Lead serucus g(“/\mm ‘ A Oslo
the European Union CraNE €aders: = NN universitetssykehus

W\, NARODNY
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Finalne dokumenty pre eurdépske CCC

| CraNE

CRITERIA AMD STANDARDS
ON RESEARCH

RESEARCH

INNOVATION

| CraNE 7 CraNE
o [ B
PREVENTION INTEGRATION
RESEARCH &
CARE

|/ CraNE

CRITERIA AND STANDARDS
ON
EDUCATION & TRAINING

EDUCATION &
TRAINING

‘CraNE
| e
GOVERNANCE

.‘.""A'T"T:raNE

CRITERIA AND STANDARDS
QN
CARE

CEVMLORED 1, THECOHTEAT OF CREMIE

CARE
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Leaders:

EN

REPUBLIQUE

FRANCAISE INSTITUT
Pt pu CANCER

‘ ,‘ Oslo
%" universitetssykehus
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Subor kritérii a standardov pre Europske komplexné onkologické centra

INTEGRATION RESEARCH AND CARE

3.1.3 EUCCCs encompass or provide access to clinical trial units for all relevant
professions

3.1.5 EUCCCs provide easy access to ongoing clinical research information

Clarification of criterion: There are strict regulations of ethics and protection of patients’ rights in
on institutional, national, and European level. Managing routines connected to this depend on
professional and institutionalized support. In addition, the supportive structures also secure easy
access to assistance for coordination and administrative functions. These support functions are
offered through the presence of a clinical trial management unit providing clinicians with essential
support to efficient execute sound clinical trials and safeguard patients’ rights.

Clarification of criterion: Effective patient enrolment and engagement, along with clear
communication within the cooperating network of EUCCC, are vital for successful clinical trials and
ensuring equal access for patients. This depends on communication structures with a well-
developed ability to spread information and communicate customised to the target groups. Again,
this is a prerequisite to providing equal access to clinical trials for patients while ensuring sufficient
recruitment to trials coordinated by EUCCCs.

Standards: Evidence:

Standards: Evidence:

3.1.3.1 The EUCCC provides an institutional clinical research management | Organogram research

unit dedicated to trials. (CORE) and protocol
/procedure  clinical
research

management unit.

3.1.5.1 The EUCCC has a policy and measures for promoting clinical trials, | Procedure for clinical
including internal information and communication to public and | trial promotion: e.g.

laymen on trial availability and results. brochures, websites,
public events etc.

3.1.3.2 The unit supports/coordinates the aspects of administration, | Protocol /procedure
funding, feasibility assessment and ethical approvals. clinical research
management unit

3.1.3.3 The services offered by a clinical trial unit are equally access able for
all relevant professional groups and organizational units.

3.1.52 The EUCCC has a procedure and policies to promote the | Procedure on

participation of patients in clinical trials. promoting  inclusion
patients in clinical
trials.

3.1.53 The EUCCC promotes participation in clinical trials from
collaborating entities in its local area.

Podpora pri koordinacii a vykonavani

administrativnych uloh, ktoré suvisia
s klinickymi Studiami.

Oddelenie klinickych skusani poskytuje
lekarom potrebnu podporu na to, aby
mohli efektivne a bezpecne vykonavat
klinické skusky a zaroven chranit prava
pacientov.

Nastavenie komunikacnych kanalov, aby

dokazali Sirit informacie zrozumitelne
pre konkrétne cielové skupiny.

To je nevyhnutné na to, aby mali
pacienti rovnaky pristup k ucasti na
klinickych studiach a aby sa zabezpecil
dostatocny pocet ucastnikov do studii,
ktoré su koordinované EUCCCs.

Stretnutie zadavatelov a pacientskych organizacii 20 Nov 2024
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Subor kritérii a standardov pre Europske komplexné onkologické centra

INTEGRATION RESEARCH AND CARE

3.2.5 EUCCCs connect with excellence networks in research and care

Co-funded by
the European Union CraNE

3.1.4 EUCCCs have access to early-phase clinical trial units

Clarification of criterion: A EUCCCs play a crucial role in maintaining a strong and up-to-date network
and knowledge base to connect patients with the right clinical trials, whether they are national,
regional, or international. This is particularly important for rare diagnoses and specialized areas of

Clarification of criterion: Proof-of-concept studies (e.g. phase I/1l) are resource demanding. Early-
phase clinical trials are rarely sufficiently backed by industry or other funding sources, though have

a high potential gain. .EUCCCS have a leading role in early-phase clinical trials and in facilitation of clinical practice where not every EUCCC may have the necessary research activity and expertise. By
proof-of-concept studies. linking to expert networks (i.e. Networks of Expertise, NoE), EUCCCs can facilitate investigator-
driven trials in regions or countries with few incidents and make European networks of EUCCCs
Standards: Evidence: attractive for industry-initiated trials in cases where each EUCCC may have too few cases.
3.1.4.1 The EUCCC has formal agreements to promote and facilitate access | Agreements  early Standards: Evidence:
to early-phase clinical trials. clinical trials  with
other centres and a 3.2.5.1 The EUCCC offers eligible patients access to international | List of projects.
procedure for clinical trials at one owns EUCCC or through organising visits
promotion of clinical to other EUCCCs (CORE).
trials
3.2.5.2 The EUCCC participates in both academic and industrial | List of trials with
3.1.4.2 The EUCCC provides procedure(s) to identify eligible patients for | Procedure selection / clinical trials along the whole patient pathway (CORE). Spfflﬁ:a’ﬁm"t:f where 'tfj thte
. s g : patient pathway patients
early phase trials. clinical trial inclusion. willba bl dadl
3.1.4.3 The EUCCC's procedures on recruiting patient to early phase trials 3.2.5.3 The EUCCC collaborates with neighbouring hospitals in | .
are regularly updated and patients are actively identified. disseminating results from research and implementing it into

clinical practice.

Studie typu ,proof-of-concept” (féza I/11) | Siet, ktora pacientom poméze néjst vhodné

su velmi narocné na financie a zdroje. klinické $tudie, ¢i uz su na narodnej,

regionalnej alebo medzinarodnej urovni.

V pociatocnych fazach su malokedy
dostatocne podporovaneé farma Dolezité pri zriedkavych ochoreniach, kde
priemyslom alebo inymi zdrojmi, aj ked nie kadé EUCCC md potrebné znalosti a
maju velky potencial priniest doleZité vyskum. Prepojenim na siet odbornikov
vysledky. EUCCCs zohrava klucovu ulohu mozu EUCCC podporovat  §tudie
v skorych fazach Kklinickych stadii a v regidnoch s nizkym pocétom pripadov a
pomaha tieto narocné studie realizovat. pritiahnut EU aj priemyselné sku3ania.




Navrh spoluprac narodnych CCC
v europskom kontexte

*ICPerMed
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Projekty”
() ECHos
v’ vymena osvedcenych postupov CraNE

v zlepsenie onkologickej starostlivosti
v vyskum zalozeny na cezhraniCnych spolupracach a projektoch

NARODNY

Task 5.3 Strengthening Clinical Care
and Research Through Networking

Project Partners: Per Magnus Mahle (OUS,
Norway), Ingrid Jenny Guldvik (OUS, Norway),
Delia Nicoara (IOCN, Romania), Eva lolly
(Karolinska CCC, Sweden), Sona Ciernikova
(NOI, Slovakia), Jelena Rascon (VULSK,
Lithuania), Jozsef Lovey (NIO, Hungary), Josep
Maria Borras (ICO, Spain), Mario Sekerija
(CIPH, Croatia), Regine Kiasuwa Mbengi
(Sciensano, Belgium), Margaux Le Gall (INCa,
France), Fotine Libanje (INCa, France), Claude
Linassier (INCa, France), Thomas Dubois (INCa,
France)

Governmental Board Members
Participants to the Stakeholder Forum

External Contributors: Representatives of
JANE, CCI4EU, ECHoS, CanServ, CanHeal,
ECRIN, EURACAN, 4.UnCan.eu, BBMRI-ERIC,
HealthData@EU Pilot

ONKOLOGICKY Stretnutie zadavatelov a pacientskych organizacii 20 Nov 2024

INSTITUT



Tématicky fokusovaneé oblasti pre
EUnetCCC “networking”

. Klinické Guidelines
. Klinické data pre vyskum a monitorovanie kvality
. Rakovina u deti, adolescentov, mladych fudi a oblast ,,survivorship“ CI'BNE

. Primarna/sekundarna prevencia a skorda detekcia

1
2
3
4. Precizna diagnostika onkologickych ochoreni
5
6

. Vyskum

8. Klinické skusania

. Riadenie a organizacia CCCs
10. Standardy pre CCCs
11. Vplyv na zdravotnu politiku v oblasti rakoviny

12. Zapojenie pacientov

13. Vztahy s priemyslom

Ml Co-funded by
(AL the European Union

" NARODNY
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Spolocné aktivity CCC v oblasti Clinical Trials:
budovanie mechanizmu pre klinické skusania v Europe

6.2.3 Clinical trials
Title: Advancing Clinical Research: Building the Euraopean Clinical Trials Engine

o Foster partnership for funding: academic and sponsored.

© Promote public-private partnerships.

o Develop a search tool for finding collaboration partners.

o Collaboration in designing and conducting academic (non-industry driven) clinical
trials.

Specific possible areas and types of activities:

The EU Network of Comprehensive i

Establish a platform to foster clinical trial activity:
« Developing and disseminating models for patient involvement in the decisions

processes connected with establishment of investigator initiated clinical trials

© Database of ongoing clinical trials:
Cancer Centres — *  Within the Network
= Connected to EudracT and euclinicaltrials.eu and other existing
databases
Sketches Of possib Ie activitv areas = Facilitated for patient recruitment from CCCs in the network (but
avoid exclusivity)
o Develop complementary databases for disseminating information on available
trials, resources and eligibility, SOPs and trial results to avoid duplication.
o Assess needs and develop strategies in areas with unmet needs. 9
o Analyse the need for adjusted outcome measures (harmonisation in connection
to clinical data collection).
o Establish a pipeline to set up CCCs within the netwark to be study sites for clinical o Knowledge exchange.
trials and facilitate local treatment for eligible patients. o Avaiding duplication of trials.
o Establish a clinical database for research (acc. GDPR and so an). o Translational and clinical attracted collaboration to be made available if other
o Build evidence to support policy-making and promotion of clinical trials. elements are interested.
A report from WPS5, task 5.3.1 working group prompeltymatnE ety . NS
o Local capacity building.
o Fast-tracked development of evidence.
o Better access to innovative treatment and improved survival for patients.

Benefit for CCCs and MSs:
« CCC:
o Increased research activities.
o Financial gain and resource consolidation.
o Access to more eligible patients for clinical trials.
Broadened portfolio for patients for clinical trials: Provide easy access to eligible
patients to the clinical trials to be executed abroad or at the local hospital—
patient availability for participating in the clinical trials.

* Standards and development:
o Promote transparency in clinical trial results: possible early results, especially

negative.
o Promote low threshold for patient participation®; rare tumour and connect to o Decreased cost of performing clinical trials.
ERNs.
o Guidance for proposing new clinical trials (initiation, protocol writing, funding and 9
Author(s): Lead authors: Per Magnus Maehle (OUS, Norway), Elena Preziosa (ACC, competitiveniess] Joint benefit for EU on improving cancer care and research:
traly): Jngsid Jenny Guldvik (LIS, Norway) > Propose new ev;aiuation methods for clinical trials {ask a proper research e AHIENENE heslth cars for concer pHintS
Co-authors: Delia Nicoara (IOCN, Romania), Eva Jolly (Karolinska CCC, 2 p‘ i L prop * Accelerated progress of cancer research.
Sweden), Sona Ciernikova (NOI, Slovakia), lelena Rascon (VULSK, question, build encugh expertise). « Globalimpact (attracting industry).

Lithuania), Jozsef Lévey (NIO, Hungary), Josep Maria Borras (ICO, Spain), o Facilitate translational research to be embedded in clinical trials:

s Streamlined regulatory processes.

Belgium), Margaux Le Gall (INCa, France), Fotine Libanje (INCa, France),
Claude Linassier (INCa, France)

Mario Sekerija (CIPH, Croatia), Regine Kiasuwa Mbengi (Sciensano, a

Promote and facilitate biobanking as an integral part of clinical trial
activities to foster translational research and cross- and multidisciplinary
research activities.

Navigate complex regulatory processes collectively (help expedite regulatory
approvals, ensuring that clinical trials can begin more quickly).

Cantributor(s): | Thomas Dubois (INCa, France), Paclo de Paoli (ACC, Italy)

o Facilitate collection of clinical data to share with biobanked material and

i - Indicators of success:
WP Eat WPS for translational/clinical research.
ark:Package: e Increased accrual rate.
e Improved survival.

Partnership buiiding:
* Increased funding acquisition.

Date: 21.02.2024 .

* Low-threshold clinical trials: clinical research studies or trials that are designed with simplified or reduced entry criteria for * Increasing number of academic trials.
participants, making it easier for a broader range af individuals ta enrol. The term “low threshold” implies that the eligibility
criteria for participation in these trials are less stringent ar demanding compared to traditional clinical trials. It wauld be nice to

provide a source of this definition .

CralE Joint Action is funded by the European Unien. Views and apinions expressed are however those of the
auther(s) anly and do not necessarily refiect those of the European Union or European Health and Digital
Executive Agency (HaDEA). Nelther the European Union nar the granting autharlty can be held responsible far
them. The authars are not responsible for any further and future use of the report by third porties and third-
narty tranclations

Page 1 of 42| * Increased multi-institutional trials (non-pharma)

More biobanked material available for translational research (publications).

NARODNY
ONKOLOGICKY
INSTITUT

Stretnutie zadavatelov a pacientskych organizacii 20 Nov 2024



EUnetworkCCC
Vybudovanie celoeuropskej siete CCCs

WPS8 focus : Areas for collaboration
EUnetCCC JA

Enhance Clinical Develop a Implement
and Managerial European Clinical Survivorship
Practices Trials Engine Programs

& ¥ { 31

90 \"[3 ,‘ ot ‘ | Countries
EU Funding - - )

Partners

Strengthen
Personalized
Prevention

Optimize Clinical Improve CCC
Data Use Governance:

e

T

French Coordination "»l a‘ﬂ

Accelerate Networking
Startingfrom Q4 2024 Precision reaching out

Elevate Cancer

Research: Diagnostics: from EU

CraNE JA FINAL CONFERENCE * Paving the way to the EU Network of Comprehensive Cancer Centres Co-funded by
1 1 O 2 O 2 4 @ ® 18 September 2024 Brussels, Belgium the European Union
. .
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Budovanie spoluprac napriec hranicami
v onkologickej starostlivosti a vyskume

EUnetCCC infographics

Netherlands
Norway (*)
Poland
Portugal
Romania
Slovakia
Slovenia
Spain
Sweden
Ukraine (*)
+ Bulgaria
+ Cyprus

\v

-« X

bogps

Stretnutie zadavatelov a pacientskych organizacii 20 Nov 2024

EUnetworkCCC JA -
Competent authorities
Austria Greece
Belgium Hungary
Croatia Iceland (*)
Czechia Ireland
Denmark Italy
Estonia Latvia
Finland Lithuania
France Luxembourg
Germany Malta
@ Moldova (*)
@ NARODNY )
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Projekt CCI4EU — Comprehensive Cancer
Infrastructures for the European Union

Deep Dives intervencia

» cielena intervencia pre CCl za ucelom
budovania kapacit

» Intervencia zahfna 3 navstevy
odbornych multidisciplinarnych timov
zlozenych z 9 top EU expertov na

onkologiu

» Timy sa zameriavaju na Specifické AH
oblasti intervencie, ktoré boli zvolené e &l“'l
pre danu Hlbkovu analyzu pestrtell DA

» SR bola vyselektovana spomedzi 38 CCI
s poskytnutim Deep Dives intervencii:
CCC, CClI a Patient Pathway

@ NARODNY Stretnutie zadavatelov a pacientskych organizacii 20 Nov 2024
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Cesta Pacienta

Care After Cancer

: y Survivorship Plan
e —— Patient Education Follow-up, Lab & Imaging
e Patient Reporied Outcome Tools Repatriation/Return to Work

Patient Na-viga_ﬁon End of Life Care
- Oncology Pathways: Med Onc, Hem, e ————
Rad Onc - cn:wam with Trials interfaced Phone/Nurse Triage Tool Patient Goals of Care
into EPIC and tracked by episode A — (understand expectations)
- Systemic Therapies in Beacon: Oral, Triage SOPs Repeat at Progressions
IM, IV & Supportive = .t
- Built, ordered. and tracked in Beacon Interval Care Clinic/Televisits Advanced Care Plan

Projects to Personalize Precision Care
Across the Continuum



SCOG

* Slovenska Kooperativha Onkologicka Skupina

 Formalna skupina onkologickych pracovisk, ktoré participuju, alebo
maju potencidl participovat na klinickych skusaniach.

e Zdruzuje pracoviska klinickej onkologie na Slovensku a mapuje v
akych typoch klinického skusania ma pracovisko skusenosti a
zdujem participovat, ¢im poskytuje informacné podklady pre
zadavatelov KS, najma pri zvazovani realizovatelnhosti (feasibility)
klinickych skusani

e Zoznam pracovisk sa nachadza na webovej stranke NOI:

https://www.noisk.sk/lekar/vyskum-a-vyvoj/slovenska-kooperativha-onkologicka-skupina/pracoviska
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Siet Koordinatorov Klinickych Skusani

 Koordinatori vyskoleni NOI:

— VOU Kosice, Detska Fakultnd nemocnica Kogice, NUDCH Bratislava, FNsP Presov,
Detska Fakultna nemocnica Banska Bystrica

* Pravidelné stretnutia koordinatorov
— Vyskoleni NOI, SCOG, ostatni

* Skolenie pre koordinatorov
— Najblizsie v marci 2025
— Zdielanie Skoliacich aktivit, najblizsie Skolenie:

Webinar: WHO launches new clinical trials guidance — What do | need to know?
Date & time: 13 December 2024 at 14:00 CET

 Skola KS — pre koordinatorov a nielen pre nich (podrobnosti dalej)

 Zoznam koordinatorov a ich kontaktné udaje najdete v zalozke: Podpora
klinického vyskumu | NOISK.sk

"\, NARODNY
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// INSTITOT



&

Register Klinickych Skusani

Titulnd stranka | www.noisk.sk

* Informacie su na mesacnej baze

aktualizované podla dostupnych

Y 51° REGISTER _
¢ |=| * oNkoLogGickYCH
T ¢ . SKUSANI

_ L DG Otvoreny nabor
informacii Karcindm endometria 1
— verejné registre, SUKL spolupraca, |Karciném oblicky 2
zadavatelia, pracoviska Karciném pluc 3
Karcindm prostaty 5
_ _ ) Karcindm prsnika 2
* Filter : Diagndza/ Mesto/ Typ Kolorektalny karciném 3
skusania/ Cielova skupina Leukémia P
Lymfomy 2
L / : Nadorové ochorenia 3
* Informacia o otvorenych KS je -
. , v e Nadory hlavy a krku 1
zasielana na mesacnej baze : -
) L . i Non-Hodgkinov lymfom 1
pacientskym organizaciam a vsetkym Sarkd
, arkomy 1
onkologom Grand Total 28
NARODNY
ONKOLOGICKY Stretnutie zadavatelov a pacientskych organizacii 20 Nov 2024
INSTITUT




Kontaktny formular

* https://www.noisk.sk/lekar/vyskum-a-vyvoj/klinicke-skusania/kontaktny-
formular

e Urceny pre Ziadatelov a pracoviska ako podpora pravidelnej aktualizacie
registra

e Poskytnutie informacie o zacati /ukonceni klinického skusania (resp.
otvoreni/ uzatvoreni centier pre nabor)

Kontaktny formular

Klinické skG&ania TitulnG strénka

TihuinG strénkn Odborma verejnast Viskum, vivol, vedelivanie Kiinkcké skisanka

Cigfom NOI je zvy8it dostupnost onkologickych kiinickych skdsani v SR, o v naplfioni tohto ciela NOi predstavuje

Kilnické skisania mojl za cief zistit Utinnost a bezpecnost skisansho lieku, alebo liekave] kombindcie, &1 Iného lecebného postupy. Pre Utast si kontaktny formular pre fiadatelov a pracoviska Klinického skasania
dopretiu stanovens presné kitaria, Ktoré musi pacient spifat, by mohol byt v rmel Kiinického skisania liséeny.
Registracia
7 . Y 3 M S 3
- - e . .
s & |;=j ‘ 2 g ‘ Véazeny Ziadatel, pracovisko KS,
/ ava |3 ~J ~J
R ] B =] A
LA O S N v zmysle spolupréice s Narodnym onkalogickym institdtom (NOI) a v snahe o pravidelnG aktualizaciu
registra ankologickych klinickych skG8ant na Slovensku Vas fiadame o podporu vyplnenim Kontakiného
PODPORA KLINICKEHO REGISTER ONKOLOGICKYCH Postup referovania pacienta - ) ’ o ; i
VYSKUMU SKOUSANI do klinického skiiania formuléra s informaciou o zatati [Jukonéeni klinického sktgania {resp. otvareni/ uzatvoreni centier pre
nébor). Register onkologickych kliinickych skasani je dostupny zviast v zalotke pre pacienta o 2viast pre
[ Podpora kinického viskumu | Onkologlcké KS na Slovansku ‘ Postup referovania pacienta do K§ lekara na www.noisk.sk
Dakujeme
Tim NOI

o 6...

Ziadatel {spolognost):

SLOVENSKA SKOLA Kkéd Kinického skisania (K5):

KONTAKTNY FORMULAR KLINICKYCH SKOSANI
Kontoking oscba pre KS:

Kontaktng formulér Siovenska Skola Kiinickich skatani |
Ermnaik

Stev §
Otvorene pre nabor

NARODNY
ONKOLOGICKY

J inETITOT Stretnutie zadavatelov a pacientskych organizacii 20 Nov 2024



Referovanie do Klinickych Skusani

Moznost referovania pacienta do KS ktorymkolvek onkolégom na konkrétne
pracovisko, kde skusanie prebieha priamo cez register NOI

Registracia centra
* Prostrednictvom koordinatorky KS

— emailom vyplnenim registracného
dotaznika

* Prostrednictvom dotaznika Google
sheet

https://docs.google.com/forms/d/e/1FAlpQLScC

sTvKKoSahQeS6SD-
H AQajl174DA6rjjBXnnkW7XaUR5 EQ/viewform

?usp=sf link

NARODNY

v Klenov 1|833 10 Brat islava| Slovenska republika
oNkoLoclcky e a2l 59378420
INSTITUT noi@noisk.sk | www.noisk.sk

Informacie o referovani pacientov

Véazeny Hlavny Investigator, Studijny tim,

Rdbysmeva frmovl register klgkyhkl kyh skugani NOI
prinasa roz: nf VyuzZi atomoznost eferovat pacientov do klinického
skusania med Zi pra v<s ami.

V pripade juop'entovre anych z yhp isk a tym zvysel

naboru v KI ickom skus: otvorenom na vasom t e, prosim vyplt
asle d j ci fo rmuI
Za odpoved v mvpdrmpk dakujeme.

S pozdravom Tim koordinatorov NOI

* Oznacuje povinnu otazku

1. Hlavny skusajuci *:

2. Suhlasim s referovanim pacientov na nase pracovisko. *

Oznatte iba jednu odpoved:

DAno D Nie

Vppd sthlas plm vedte kontaktné d}Kt € budu referujicemu
pracovisku poskytnuté Eelom komunikaci vasim centrom.

Nazov pracovis| K

Kontaktn b:

Email

v NARODNY
| | ONKOLOGICKY Stretnutie zadavatelov a pacientskych organizacii 20 Nov 2024
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Postup Referovania do KS

https://www.noisk.sk/lekar/vyskum-a-vyvoij/klinicke-skusania
V zélozke : , klinické skugania“ kliknite ,REGISTER ONKOLOGICKYCH SKUSANI“
Zvolte: Diagnozu + Mesto + Otvoreny nabor a vyberte klinické skusanie

ol (A

Pre referovanie pacienta, vyberte moznost:, Referovat pacienta do klinického
skusania”.

(MoZnost je pristupna len na centrd evidované v registri ako prijimajuce referovanych
pacientov)

5. Vyplnite formular so sthrnom epikrizy pacienta a kontaktom na referujucu

osobu a formular odoslite.

1 Procovisko Minického tkitania

recovine -

Prijimatelom formulara je koordinator KS e i ‘ e
alebo skusajuci lekar.
Po zvazeni vhodnosti zaradenia pacienta,

centrum KS kontaktuje referujuce pracovisko.

% NARODNY
ONKOLOGICKY : . , : -
JOINETITUT Stretnutie zadavatelov a pacientskych organizacii 20 Nov 2024



Klinické skusania SPOC

 Na hlavnej stranke NOU pribudne v priebehu par dni
Single Point of Contact pre klinické skusania:

Ak hladate informacie o prebiehajucich klinickych skdsaniach v Narodnom onkologickom uUstave,
kontaktujte: OKS@nou.sk

Ak hladate informacie o prebiehajucich klinickych skasaniach na Slovensku,
kontaktujte: klinickeskusania@noisk.sk

Register klinickych skdsani najdete TU:
https://www.noisk.sk/lekar/vyskum-a-vyvoj/klinicke-skusania

* Na stranke NOI v sekcii Klinické Skusania pribudne v
priebehu par dni:

Ak hladate informacie o prebiehajucich klinickych skasaniach na Slovensku,
kontaktujte: klinickeskusania@noisk.sk

"\, NARODNY
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Slovenska Skola Klinickych Skusani

Poslanim je vzdelavanie pracovnikov v oblasti klinickych skusani, pricom je
Slovenska Skola KS zamerana na zakladné teoretické vedomosti s dérazom na
legislativu, medzinarodné poziadavky a konkrétne pracovné naplne.

Skola klinickych skusani pozostava z 3 modulov, pomécok k e-learningu a
zaverecného online testu. Kazdy modul ma 3 Casti.

Po uspesSnom absolvovani zavere¢ného testu, obdrzi kazdy absolvent Skoly
certifikat. V pripade neuspesného absolvovania testu (t.j. menej ako 80 % spravne
zodpovedanych otazok) je mozné absolvovat test znova

po dosStudovani Studijnych materialov.

SLOVENSKA

00 SkoLa

KLINICKYCH SKUSANi

Novy v poradi 4 modul Spravna Klinicka Prax-
GCP v praxi- bude ¢oskoro dostupny
na stranke NOI v Slovenskej Skole Klinickych Skusani

httos://www.noisk.sk/

NARODNY
ONKOLOGICKY
INSTITUT



Modul 1

SLOVENSKA

0o SkoLA
KLINICKYCH SKUSANI
ﬁnoouu:l]voo \
1. Vieobecne o Klinickom skusani
2. Legislativa EU/SR —
3. Spravna klinicka prax, sthrn );q
) (=

NARODNY AN A L :
ONKOLOGICKY 2024 © Narodny onkologicky institut. Vietky prava vyhradené 2
INSTITOT g ¥
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Modul 2

KLINICKYCH SKUSANI

: .?}OVENSKA
8o SkoLA
/_ \
(’{ _i\\' B
GODUL 2: Realizacia klinického skusania \ L}&P/\\ """"""""""""""""""
/AR
. L L. P BN \
1. Priebeh klinickeho skusania e
2. Tim klinického skusania v zdravotnickom zariadeni -
3. Pracovné naplne a zodpovednosti timu | e } -
\ 4 A J
Al i
MARODNY == e 2 A &
?‘:5?‘?;:-# 2024 © Narodny onkologicky indtitut. Vietky prava wyhradené
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Modul 3

%LOVENSKA
8o SkoLA
KLINICKYCH SKUSANI

- 2

MODUL 3: Dokumentacia v klinickom skuasani

1. Esencialne (zakladné dokumenty)

2. Zdrojova dokumentacia

~ > A7

MNARODNY

o-:mmucﬂ 2024 © Nérodny onkologicky in3titut. V3etky prava vyhradené 2
NARODNY
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Materialy pre pacientov

e pacientske materialy (ktoré su k dispozicii u lekara a schvalené Etickou
Komisiou) ku klinickym skudSaniam by mohli byt dostupné na stranke NOI,
ak ide o skusany humanny produkt, ktory este nie je registrovany

* odvolavka na web strankach pacientskych organizacii na register Klinickych
Skusani na stranku NOI

"\, NARODNY
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Preskrining

e NOU v spolupraci so spoloénostou MIA Solutions pripravuje IT riedenie na
vyhladavanie vhodnych pacientov do klinickych skusani.

 Termin spustenia aktivity cca April 2025

v NARODNY
| | ONKOLOGICKY Stretnutie zadavatelov a pacientskych organizacii 20 Nov 2024
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Zaver

 ROzne/ Diskusia

e Navrh terminu dalSieho stretnutia

“ NARODNY
ONKOLOGICKY
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Dakujeme za pozornost

. NARODNY
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