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L'Organizzazione per Gruppi Multidisciplinari e Reti
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Drivers of Oncology 2020s

Advanced and High Quality Molecular Characterization more frequently
Needed

Multiplicity and Diversity of New Drugs

Rare Tumors Emerging

Hubs for a limited number of cases

New Needs (Palliation, Hospitalization, Emergency, etc)

Cancer as Chronic Disease (Chronic Care Model applicable?)
Inequality

Overcoming Bureaucracy

Artificial Intelligence/ Machine Learning/ Big Data/Telemedicine
Patients Empowerment

COVID-19 as a Threat for Cancer Patients



Drivers of Oncology 2020s

A -NETWORK B - FUNCTIONALITY

= g Genetic counsaling  C2NCET registries
2, Radiotherapy

% - Pathology Palliative care
o i, Ceneral practionars
i Meadical onc )

2 200Y  pehabiitation
kW Psycho-oncology _
- Surgery
I %, Radiology

\ ""'i o Self-help group
¢ ' %,. Mursing

Tumorboard




Farnale braagt
Prostate

m 2015
w2050

Lung and bromchus
Colon and rectum
Melanoma of the skin
Mon-Hodgkin lymphoma
Urinary bladder

Eidney and renal pelvis

Corpus and vterus, ROS

_ﬂ Thyraid
=
- Leukemia
=]
U Pancréas
E\:
F Oral cavity and laryny

Liver and intrabepatic bile duct
Stmach

Myeloma

Dhvary

Brain and other mervous system
Esophagus

Carvix uteri

Larymu

Hodgkin ymghama

Cthar

]

50,000 100,000 150,000 200,000 250,000 300000 350,000 400,000

Mo. of Cases

Figure 2. Estimated (2015) cancer cases and projected additional cases
(2050) by cancer site, United States. Numbers may not sum to total because
of rounding. Abbreviation: NOS, not otherwise specified.
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Figure 1. Distribution of estimated 2015 and projected 2050 average annual
cancer cases (all sites combined), by age group, United States. Numbers may
not sum to total because of rounding.
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Oncological Networks Main Missions

e ACC
— Translational Research

 Cooperative Groups
— Multicenter RCTs and other Trials (with newer design)

 Regional Oncological Networks & RNTR
— Recruitment and Path
— Organizational Changes Impact
— Real World Data
— Quality Assurance
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SPERIMENTAZIONE CLINICA

e Laricerca clinica rappresenta un'importante opportunita di
accesso precoce alle cure innovative, pertanto, la presenza di
network in grado di orientare i pazienti verso le
sperimentazioni cliniche di nuovi medicinali, soprattutto
quando rari, puo coniugare innovazione, equita di accesso e

qualita dell'assistenza.



Oncological Networks Main Missions

e ACC
— Translational Research

 Cooperative Groups
— Multicenter RCTs and other trials

 Regional Oncological Networks & RNTR
— Recruitment and Path
— Organizational Changes Impact
— Real World Data
— Quality Assurance



Organizational Changes Impact



Multidisciplinary Approach& Technology vs DMT
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Multidisciplinary Approach& Technology vs DMT
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Evaluating Oncology Clinical Pathways Programs
(ASCO)

Is it Expert Driven?

Does it reflect stakeholder input?

Is it transparent?

Is it evidence-based?

Is it patient focused?

Is it clinically driven?

Is it timely?

Is it comprehensive?

Does it promote participation in clinical trials?



The AMBORA Trial

Knowledge Generated

This study demonstrated that medication errors and side effects related to the oral antiturnor drugs can considerably be

reduced by intensified clinical pharmacological/pharmaceutical care. Moreover, patient-reported outcomes are sig-
nificantly improved.

Relevance
Patients treated with new oral antitumor drugs (eg, kinase inhibitors) experienced a major, clinically relevant benefit from an

intensified clinical pharmacological/pharmaceutical care program. Our intervention might serve as a blueprint for
medication safety programs at other sites.

Dun P, J Clin Oncol 2022




REAL LIFE — REAL WORLD
(RWD = RWE?)



What is Real World Data?

[Real-world data] can be defined as data
relating to patient health status or the
delivery of health care routinely
collected from a variety of sources, such
as the EHR and administrative data.

J Corrigan-Curray, JAMA 2018




RWD & RWE Papers
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Fig. 1| Increased reporting of studies using real-world data. Temporal trends in
publicationsidentified in the PubMed database for each year between 2002 and 2016

using the search terms “real-world data”, “real-world evidence” or "registry” (sum of
results) versus “colon cancer” are shown.

CM Booth, Nat Rev Clin Oncol 2020
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Fig. 1. An overview of the applications of artificial intelligence in some major sectors. Artificial intelligence (Al) and machine learning (ML) have important applications in
healthcare and precision oncology. ML is a subset of Al that uses neural networks to solve healthcare problems and predict freatment outcomes by pattern recognition in

patient datasets. The accuracy of the data is warranted by implementing deep learning of machines [4-10].

Z Dlamini, Comp Struct Biotech J 2020




Improving the Quality and Efficiency of RCTs

SOUNDING BOARD

The Magic of Randomization versus the Myth
of Real-World Evidence

Rory Collins, F.R.S., Louise Bowman, M.D., F.R.C.P., Martin Landray, Ph.D., F.R.C.P,,
and Richard Peto, F.R.S.

R Collins, NEJM 2020




RWD Studies

 The comparison of outcome of nonrandomized groups of pts
who have received different treatments in the real world is
problematic, primarily because the groups of pts might differ
with respect to prognostic features (known or unknown)



REAL LIFE — REAL WORLD
QUALITY



Use of Electronic Administrative Databases to

Measure Quality Indicators of Breast Cancer

Care: Experience of Five Regional Oncology
Networks in ltaly

CONCLUSION Despite highlighting some limitations in the use of administrative data to measure health care

performance, this study shows that evaluating the quality of BC care at a population level is possible and
potentially useful for guiding guality improvement interventions.

PERIPLO, JCO-JOP 2019




PROs and

Standard Care

Proportion of

PROMs

Patients Visiting
Emergency Room

Self-Report

» Compared to standard care,
7% fewer patients in the self-
reporting arm visited the ER,
with durable effects : .
throughout the study (P=0.02) : : :
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median survival was 5 months
longer among patients in the
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FIGURE 2. Patient Care Monitor (PCM) Clinician Report and Tablet Questionnaire Examples.
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RICERCHE DI RETE
Progetti di Rete MinSal

Ricerca Finalizzata
2016 & 2018



NET 2018

AMoreicore did < Tadiods
Nirveisme Gemersk della Riceres San#aria
¢ Biranedica ¢ della Vipilsazs sughi Enti

BANDO RICERCA FIMALIZZATA 2018
asarcizio finanziario anni 2018-2017

Project Title:

Palliative care needs and prognostic factors assessment for appropriate referral to specialized
palliative care services. Impact on guality of care in oncological and non-oncological terminally
ill patients.

-
Mrisrr il s
ireeinne Generale della Ricerea Sanitaria

¢ Biomedica e della Vigilamea sugli Enti

BANDO RICERCA FINALIZZATA 2018
esercizio finanziario anni 2016-2017

Project Title:
Organizational innovations and new needs of care for end-of-life cancer patients.

Project Code: NET-2018-12367032-2

Principal Investigator: Pronzato Paolo

Research Type: b) Change-promoting: valutare la

sicurezza, efficacia, costo-efficacia, di
trattamenti/tecnologie/interventi
sanitari per cui sussistano significativi
margini di incertezza relativamente
agli aspetti menzionati, anche con
studi clinici di fase 3 e 4

Applicant Institution: Ospedale Policlinico San Martino

Project Type: WP PROJECT - 2




Il rischio di Ospedalizzazione e alto anche per la Chemioterapia
tradizionale

Il rischio di Ospedalizzazione e relativo al contesto organizzativo

Il rischio di Ospedalizzazione é simile in Istituti Tumori e Ospedali
Generali

Il rischio di Ospedalizzazione é maggiore nella Real World rispetto
ai Trials

La maggioranza dei ricoveri sono unplanned e passano per ED
Impatto dell’eta, delle comorbidita e del Performance Status
Ruolo delle Cure Palliative Simultanee/Precoci



Emergency Presentation
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CONCLUSIONS



Conclusions

 Multidisciplinarity & Networks have been Implemented (?)

e DMTs and Networks (ROR & RNTR) should be in charge for

— Helping Centers to recruit patients in Trials

— Carrying out Research on
* Impact of Organizational Changes

e RWD as complementary to Evidence built by Clinical Trials
e Quality (incl PROMs)
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