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THERE IS NEW AMMUNITION | [ S S
IN THE WAR AGAINST | [ w

c A N c R " Tcells on the attack

THESE ARE THE BULLETS.

Revolutionary new pills like GLEEVEC

combat cancer by targeting only the

diseased cells. Is this the breakthrough o SRS,
we've been waiting for? ol .
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OCTOBER 12, 2017

First FDA Approval Agnostic of Cancer Site

— When a Biomarker Defines the Indication
Steven Lemery, M.D., M.H.S., Patricia Keegan, M.D., and Richard Pazdur, M.D.

Lemery S, Keegan P, Pazdur R.
N Engl J Med. 2017 Oct 12;377(15):1409-1412.
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Riduzione nella mortalita per tumore del polmone.
Impatto delle terapie target

A Trends in Incidence and Incidence-Based Mortality

B Observed incidence A Observed incidence-based mortality
- Modeled incidence — Modeled incidence-based mortality
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Howlader N et al, N Engl J Med 2020; 383:640-649
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Nel prossimo futuro, i farmaci target
guadagneranno spazio negli stadi precoci

ADAURA Phase lll double-blind study design

Associazione Italiana di Oncologia Medica

Patients with completely resected
stage* IB, I, IIA NSCLC, with or without Osimertinib
adjuvant chemotherapy! 80 mg, once daily Treatment continues until:
Key inclusion criteria; . Q!sease recurrence
>18 years (Japan | Taiwan. 220) Stratification by * Treatment completed
WHO performance status 0/ 1 A Randomization » Disconfinuation criterion met
Confirmed primary non-squamous NSCLC : R) 1
Ex19del / L8H8R! race (Asian vs non-Asian) (N=682) Follow up:
Brain imaging, if not completed pre-operatively Until recurrence: Week 12 and 24,
Complete resection with negative margins® 24 we /ears,
Max. interval between surgery and randomization: Hacehe | en
« 10 weeks without adjuvant chemotherapy ONGe ¢ | . SCUITENCE: eve ry 24 weeks
= 26 weeks with adjuvant chemotherapy for 5 years, then yearly

Endpoints
* Primary: DFS, by investigator assessment, in stage II/l1|A patients; designed for superiority under the assumed DFS HR of 0.70
« Secondary: DFS in the overall population¥, DFS at 2, 3, 4, and 5 years, OS, safety, health-related quality of life

anary endpoint: DFS in patients with stage Il/llIA disease
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Median DFS, months (95% Cl)
- Osimertinib NR (38.8, NC)
204 (166,24 5)

HR(@5%Cl)  047(0.12,0.23);
p<0.0001

Maturity 33%:
osimertinib 11%, placebo 55%
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Herbst et al, ASCO 2020 . 2 i 7
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La curva dell’lmmunoterapla...

Associazione Italiana di Oncologia Medica

4 of the Year

| C’ancer o
- ‘Immunotherapy

! T cells on the attack
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Percentage of US Patients With Cancer Who May Benefit
and Respond to Checkpoint Inhibitors (2011-2018)
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Cancers affected by immunology drugs
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Haslam A, Prasad V. JAMA Netw Open. 2019;2(5):e192535.
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La qualita di vita e un delicato equilibrio
tra il controllo dei sintomi di malattia
e gli effetti collaterali del trattamento
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EARLY ACCESS
IN [TALIA

LE REGOLE CHE DEFINISCONO LACCESSO
ANTICIPATO Al FARMACI ANTICANCRO

OTTOBRE 2019

Requisito Legge Legge D.M.
648/96 326/2003 7/9/2017

Mancanza di
valida alternativa Si Non esplicitato i Si
terapeutica

Consenso
informato del Si Non esplicitato Si Si
paziente

Documentazione Pubblicazioni Relazione Almeno risultati Pubblicazioni
scientifica a scientifiche, studi clinica del studi di fase Il, scientifiche, studi
supporto clinici Fase l e ll paziente positivamente clinici Fase l e ll
qualita e sicurezza conclusi qualita e sicurezza
medicinale, medicinale,
sperimentazioni sperimentazioni
cliniche in corso cliniche in corso

Assunzione di
responsabilita Si Non esplicitato i Si
del medico

Tipo di richiesta TR : : Per indicazione o
Per indicazione Nominale Nominale i
nominale

Contribuente

al costo della AlFA e REGIONI
terapia

Cittadino, tranne Casa
caso di ricovero farmaceutica
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Webinar AIOM

TUMORI E ACCESSO ANTIGIPATO ALLE TERAPIE

INTERVENGONO

Massimo Di Maio Segretario AIOM e Direttore Oncologia dell Ospedale Mauriziano,
Universita degli Studi di Torino

Rita Chiari Membro Direftivo Nazionale AIOM e Direttore Struttura Complessa
Oncologia Ospedali Riuniti Padova Sud
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ouBig

MODERATORE

Mauro Boldrini Direttore Comunicazione AIOM

PR ) 027 710115

Webinar AIOM: Tumori e accesso “anticipato” alle t

Mauwro Boldrini
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Associazione Italiana di Oncologia Medica Webinar AIOM: Tumori e accesso “anticipato” alle terapie
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