ONCOFARMA

Wifact | L Y—

SOCIETA ITALIANA DI FARMACIA
CLINICA E TERAPIA

X CONVEGNO NAZIONALE DELLA
RETE ONCOLOGICA SiFaCT

LA FARMACIA CLINICA ONCOLOGICA'DEL FUTURO PER UN APPROCCIO ONE
HEALTH DEL PAZIENTEONCOLOGICO



Ricerca clinica di prossimita:

Piattaforme dati condivise tra
ospedale e territorio.

Dott. Alessandro Cafaro
Farmacista Dirigente IRCCS Istituto Romagnolo
Per lo Studio dei Tumori «Dino Amadori»



Pietre miliari
- Missione 6 del PNRR

Supporto alla digitalizzazione dei percorsi di cura con
strumenti quali il FSE e le piattaforme di telemedicina.

- D.M.77/2022

SOMMARIO
1. PREMESSA
2. SVILUPPO DELL'ASSISTENZA TERRITORIALE MNEL SSN
3. STRATIFICAZIONE DELLA  POPOLAZIONE E  DELLE CONDIZIONI
DEMOGRAFICHE DEI TERRITORI COME STRUMENTO DI ANALISI DEI BISOGNI,
FINALTZZATA ALLA PROGRAMMAZIONE E ALLA PRESA IN CARICO
4. DISTRETTO: FUNZIONI E STANDARD ORGANIZZATIVI
. CASA DELLA COMUNITA®
. INFERMIERE DI FAMIGLIA O COMUNITA"
. UNITA' DI CONTINUITA' ASSISTENZIALE
. CENTRALE OPERATIVA TERRITORIALE
. CENTRALE OPERATIVA 116117
. ASSISTENZA DOMICILIARE
. OSPEDALE DI COMUNITA'
. RETE DELLE CURE PALLIATIVE
. SERVIZI PER LA SALUTE DEI MINORI, DELLE DONNE, DELLE COPPIE E
FAMIGLIE
PREVENZIONE IN AMBITO SANITARIO, AMBIENTALE E CLIMATICO 5 -
. TELEMEDICINA
. SISTEMI INFORMATIVI E DI QUALITA'




ANNEX 2

ICH L INTRODUCTION

harmonisation for better health

Good Chinical Practice (GCP), as described in ICH E6(R3) Principles and Annex 1, 1s applicable

20 Novemnber 2024
EMA/CHMP/ICH/495903/2024
Committee for Human Medicinal Products

across clinical trial types, designs and settings, and remains relevant when various operational
approaches and data sources are used in a clinical trial. As clinical trial designs evolve and
technological advances occur, the appropriate and proportionate application of GCP will support
ICH E6(R3) Guideline for good cliniq these approaches while safeguarding participants’ nghts, safety and well-being, and helping to
Step 2b ensure the reliability of trial results. ICH E6(R3) Annex 2 addresses the GCP considerations that

arise from the increased use of a wider range of design elements and data sources. Annex 2

Transmission to CHMP provides additional GCP considerations, focusing on examples of trials that incorporate

Adoption by CHMP decentralised elements, pragmatic elements and/or real-world data (RWD). Clinical trials may
_———

Release for public consultation For the purposes of Annex 2, decentralised elements in a clinical trial are those tral-related

Deadline for comments activities conducted outside the investigator’s location (e.g.. trial visit 1s conducted in the trial

participant’s home, local healthcare centre or mobile medical units or when data acquisition 1s

Comments should be provided using this template. The com

performed remotely using digital health technologies (DHTs)). Pragmatic elements in clinical

sent to ICHEG R3@ema.europa.eu
7 = Regardless of the operational approaches and data sources used, a quality by design (QbD)
approach should be used in chinical tnals as stated in Annex 1. The design elements, DHTs and
!w If@g}: Q”Q ONCOH data sources that are adopted and implemented should be fit for purpose to ensure that the quality
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and amount of information generated or collected are sufficient to support good decision making.



Decentralizzazione
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A remote or “decentralized” trial has
been defined as: “A clinical trial
utilizing  technology, processes,
and/or services that create the
opportunity to reduce or eliminate
the need for participants to
physically visit a traditional research

REMOTE DATA COLLECTION
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Nuove opportunita

Questo crea una base regolatoria esplicita per:

) eConsent;

) telemedicina;

) eSource;

4) wearable devices;
) raccolta remota dei dati;
) monitoraggio remoto.
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Maggiore flessibilita nelle visite e nelle
procedure:

L'approccio risk-based della E6(R3) consente che alcune attivita dello studio possano essere
effettuate:

—

presso il domicilio del paziente;

w N

)

) tramite tele-visita;

) presso strutture sanitarie locali;
)

N

mediante personale sanitario non appartenente direttamente al centro sperimentale, purché
adeguatamente qualificato e supervisionato.

———Ciosuperaimplicitamente il modello tradizionale "site-centric" della E6(R2).
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Utilizzo di tecnologie digitali e dispositivi remoti

La nuova versione dell ICH GCP riconosce formalmente l'impiego di:
« wearable devices;

« sensoridigitali;

. telemedicina;

« raccolta elettronica dei PRO (ePRO);

. piattaforme digitali per la gestione dello studio.

Tali strumenti devono pero essere "fit for purpose”, cioe adeguati agli endpoint e alla popolazione




Il cuore del problema: piattaforme dati condivise

Cosasono?
Piattaforme digitali interoperabili che permettono:
- Raccolta
- Integrazione &
- Condivisione sicura dei dati clinici A

Tipologie di dati

- Dati clinici ospedalieri (EHR)
- Dati territoriali

- Datifarmacologici

- Genomica/Biomarcatori

Requisiti fondamentali
* interoperabilita (HL7 FHIR)
* sicurezza (GDPR)
governance dei dati
standardizzazione
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containing first- line induction and maintenance
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Abstract

Background Immunotherapy has altered the treatment landscape for resectable non-small cell lung cancer, increasing the
complexity of treatment planning. Understanding treatment patterns and outcomes prior to the advent of immunotherapy
can provide context for assessing the benefit of immunotherapies and other novel agents.

Objective We aimed to characterize real-world demographics, clinical characteristics, treatment patterns, and clinical out-
comes of patients with early-stage non-small cell lung cancer before widespread immunotherapy use.

Methods Analyses included patients from the US CancerLinQ Discovery” database diagnosed with stage I-11I non-small
cell lung cancer between 2014 and 2020 without known EGFR mutations who underwent surgical resection within 140 days
of diagnosis. The primary outcome was treatment patterns by disease stage.

Results Analyses included 3077 patients with stage I (n = 1673), Il (n = 853), and III {n = 551 disease. Most (92.8%, 52.3%,
and 36.5% of stage I, 1, and III patients) received surgery without systemic therapy. Among stage I, II, and III patients,
T7.2%, 44.8%. and 46.6% received adjuvant therapy only. Of stage 1I and III patients, 2.0% and 10.2% received neoadjuvant
therapy only, and 0.9% and 6.7% received both (stage I patients who received neoadjuvant only or perioperative therapy
were excluded because of low numbers [n = 4]). Five-year overall survival rates were 73.4%, 61.9%, and 50.5% in stage L II,
and III patients; 5-year real-world relapse-free survival rates were 35.4%, 23.1%. and 14.0%. In an exploratory multivariate
analysis, neoadjuvant treatment was associated with improved overall survival and real-world relapse-free survival in stage
I1-III patients (stage I patients not evaluable). Adjuvant treatment was associated with improved real-world relapse-free
survival, but not overall survival, in stage II-III patients.

Conclusions Most patients received surgery alone, though the proportion receiving systemic treatment increased with dis-
ease stage. Modest 5-year, real-world relapse-free survival rates indicate a need for more effective neoadjuvant or adjuvant
treatments in this setting.

Citation

Ganti AK, Snider J, Yan J, et al. Comparizon of real-world overall survival between atezofizumat- and

durvalumab-contsining first- line induction and mai e small call lung
cancer. ASCO Annual Meeting. 2026, b i i 202 6-asco-an nual-
3517 ion=263832
Overview
Two imir py drug: i 2 and durvalumab—are both approved first-lime

treatments for extensive-stage small cell lung cancer based on phase 3 clinical trials
(IMpoweri33 and CASPIAN) that showed similar efficacy. However, real-world evidence
comparing these two drugs is limited, making it unclear if their real-world outcomes are
truly equivalant.

Ressarchers used Flatiron Health's US Small Cell Lung Cancer (SCLC) Panoramic
Database, inclusive of more than 27,400 patients with SCLC, to analyze data from 2,063
patients with extensive stage (ES)-SCLC treated with izumab (T8%) or dur

(229%) in combination with platinum chemaotharapy, of whom 1,122 patients received
maintenanca immunotharapy after initial chemotherapy. Patisnt characteristics ware
similar betwaen the two groups. In the first-line setting, median overall survival was 8.7
months with atezolizumab and 8.5 months with durvalumab—not statistically different. In
the maintenance setting, median overall survival was 8.3 months and 9.2 months
respectively, again showing no significant difference. The study met its pre-specified
criterion for "non-inferiority" providing evidence that atezolizumab performed at least as

effectivaly as durvalumab in this treatment satting.

Why this matters

Thesa real-world findings support that atezolizumab and duralumab have comparable
effectiveness in ES-SCLC. Notably, overall survival in the real world (approximately 8.7
months) was shorter than reported in the clinical trials {approximately 12-13 months),
reflacting the challenges of applying trial-based evidence to diverse, less-selacted
patient populations. These results halp oncologists understand that both drugs are
reasonable options, with treatment selection potentially basad on other factors like cost,
availability, and individual patient circumstances.



Preliminary analysis of an expanded access study of the fixed-dose combination of pertuzumab (P) and
trastuzumab (H) for subcutaneous injection (PH FDC SC) for at-home administration (admin) in patients
(pts) with HER2-positive (HER2+) breast cancer (BC) during the COVID-19 pandemic.

o Chau T. Dang & Download Media ~
- Memaorial Sloan Kettering Cancer Center, Mew York, NY

Abstract Poster
Background:
Presentation Details
Standard of care for HER2+ early/first-line metastatic BC (EBC/MBC) is P + H and concurrent
chemotherapy [CT); PH FDC 5C offers faster, more convenient admin vs intravenous {IV) P + H. COVID-
19 has caused unprecedented strain on healthcare systems and disruption to cancer care; treatment First Author
[Tx) at home may: enable pts to continue cancer Tx; reduce exposure to COVID-19; free up hospital Chau T. Dang
resources. This study's main objectives: to enable continuity of care during COVID-19; to assess safety
of PH FDC SC given at home. Presenter
Chau T. Dang, MD
Methods: All Author Details & Organizations »
Thiz is an ongoing single-arm, hybrid, decentralized clinical trial ([NCTO4395508). Ptz with HER2+ Meeting
EBC/MBC who completed concurrent CT with P + H IV and are receiving/about to receive maintenance P 2022 ASCO Annual Meeting

+« H IV, PH FDC SC, or H SC are switched to PH FDC SC given at home by a home health nursing
provider (HHMP) until disease progression, unacceptable toxicity, pt withdrawal, or physician
recommendation [pts with EBC will complete =18 cycles). The study endpoint is safety. A subset of pts
took part imn HARRIET, a substudy of at-home cardiac surveillance with artificial intelligence-guided Session Type

cardiac ultrasound and optional 6L ECG acquired by an HHNP. Poster Discussion Session

Session Title
Care Delivery and Regulatory Policy

Citation
Results: J Clin Oncol 40, 2022 (suppl 16; abstr 1515)
Data for 114 pts (1 male) were available at cutoff (Jan 18, 2022): 18 (16%) completed Tx; 20 (18%)
discontinued; 76 (67%) remain on study; 78 (69%) had a COVID-18 vaccine while on study. Median age
was 49 years; pts were balanced between EBC (n = 55, 48%) and MBC (n = 59, 52%); received a
median of 6 (EBC) and 8 (MBC) cycles; and were from metropolitan (n = 108}, urban (n = 4], and rural (n
= 1) areas. 11 pts tested COVID-19-positive during the Tx phase: 8 continued Tx after appropriate
COVID-12 Tx and/or quarantine. Safety is summarized in the table. Mo new adverse events [(AEs)
emerged due to home admin. AEs of special interest were grade (gr) 1-2: admin-related reactions (n =
76, 67%), hypersensitivity [n = 5, 4%), cardiac dysfunction (n = 4, 4%), except 1 case of gr =3 diarrhea.
AEs leading to study Tx discontinuation or interruption/dose reduction occurred in 3 (3%) and 15 {13%)
pts. A subset of 7 pts completed at-home cardiac surveillance testing; quantitative assessment of left
ventricular ejection fraction was feasible in 3 (43%); 5 (71%) preferred at-home surveillance to clinic.

Wiew More

Abstract Disclosure [7

Conclusions:

In this preliminary analysis, safety of PH FDC SC at home was consistent with the established P + H
safety profile, indicating that PH FDC SC at home is a viable option for continuing BC care during and
bevond COVID-19. Clinical trial information: NCTO4395508.
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Agenzia Nazionale per i Servizi Sanitari Regionali

Benefici concreti per:
1- Continuita delle cure
2- Storia clinica completa e

patient summary
LItalia ha istituito I'Ecosistema dei Dati Sanitari (EDS) con il Decreto del Ministero della Salute del 31 dicembre 2024 . - - -
(LINK). Questa iniziativa modifica le modalita di gestione dei dati sanitari nel Paese e allinea I'ltalia agli standard 3_ SI Cu rezza e p rOteZIOne del d atl

europei pil avanzati. Agenas, in qualita di Agenzia Nazionale per i Servizi Sanitari Regionali, fornisce supporto
tecnico per I'implementazione, garantendo il coordinamento informatico e l'operativita dell'infrastruttura.

L'Ecosistema Dati Sanitari € una banca dati centralizzata progettata per raccogliere, organizzare ed elaborare i dati
sanitari dei cittadini italiani, garantendo sicurezza e accessibilita. LEDS interagisce con diversi strumenti di sanita
digitale, tra cui il Fascicolo Sanitario Elettronico (FSE), il Sistema Tessera Sanitaria (Sistema TS) e I'Anagrafe

AGENAS v AREE TEMATICHE v RICERCA v PNRR v AGENZIA PER LA SANITA DIGITALE v  PORTALE STAT

Ecosistema dei Dati Sanitari (EDS)

Nazionale Assistiti (ANA). E alimentato da dati provenienti da strutture sanitarie e sociosanitarie, enti del Servizio
Sanitario Nazionale, Sistema TS e FSE.

Il sistema adotta un modello federato che coinvolge attivamente Regioni, aziende sanitarie, medici curanti e
cittadini. Larchitettura garantisce che i dati clinici rimangano presso le strutture sanitarie e le Regioni di origine,
rispettando la privacy e il GDPR. Il Ministero della Salute é il titolare del trattamento, mentre Agenas opera come
responsabile sotto la sua supervisione.




Attraverso la raccolta e il trattamento di tali informazioni, UEDS si propone di fornire, in modo omogeneo sul
territorio nazionale, servizi di supporto:

* alle cure;
alla prevenzione;
alla profilassi internazionale;
al governo dell’assistenza sanitaria;

alla ricerca scientifica in campo medico, biomedico ed epidemiologico.

Uistituzione delUEDS agevolera la compilazione del Profilo sanitario sintetico, documento socio-informatico
redatto dai medici di medicina generale e dai pediatri di libera scelta che riassume la storia clinica
dell’assistito e la sua situazione corrente conosciuta. Consentira, inoltre, la realizzazione
del dossier farmaceutico, contenente i dati relativi a prescrizioni, erogazioni e somministrazioni di farmaci
all’assistito, estratti dai documenti del FSE e aggiornati a cura della farmacia o della struttura che effettua la
dispensazione.




Conclusioni

Transizione del setting di cura del paziente oncologico da un modello ospedale-
centrico a paziente - centrico, anche nell’ambito degli studi clinici.

Superamento del ruolo esclusivo dell’investigator quale unico abilitato alla raccolta
dei dati relativi al paziente.

Equita di accesso agli studi clinici senza limitazioni (...0 minori) «geografiche» o
«sociali».

Diffusione delle piattaforme integrate di raccolta ed elaborazione dati e di strumenti
per la gestione degli elementi di decentralizzazione

Contesto Italiano che mostra prospettive di sviluppo a vantaggio sia della pratica
clinica che dellaricerca.
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