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I ricercatori italiani risultano, in ambito 

internazionale, ai primi posti per numero e qualità 

delle pubblicazioni scientifiche, testimoniando 

l’esistenza di una competenza consolidata che 

rappresenta quindi una notevole opportunità da 
cogliere e sviluppare.



“ Il dubbio è l’inizio della 
sapienza”

R. Descartes

























Art. 2 – Scopo istituzionale

…….L'Associazione ha, inoltre, lo scopo di promuovere la ricerca sperimentale e clinica, 
i trials di studio e le ricerche scientifiche finalizzate, la prevenzione primaria, la 
prevenzione secondaria (screening e diagnosi precoce e tempestiva), la qualità delle cure 
oncologiche, la continuità terapeutica del paziente oncologico mediante Linee 
Guida elaborate anche in collaborazione con l’Agenzia per i Servizi Sanitari Regionali e 
con la Federazione delle Società Medico-Scientifiche Italiane, la interdisciplinarietà, la 
riabilitazione, le terapie palliative, le cure domiciliari e di incentivare campagne di 
educazione rivolte alla popolazione. In particolare, l’Associazione Italiana di Oncologia 
Medica si propone di operare per contribuire alla formazione e all’aggiornamento 
tecnico-professionale e manageriale di oncologi medici e di operatori sanitari, alla 
attività di formazione permanente nei confronti degli associati con programmi annuali di 
attività formativa E.C.M. (Educazione Continua in Medicina), ed alla formazione di 
strutture accreditate intra ed extra-ospedaliere per l'assistenza al paziente con 
neoplasia…….
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Introduction:

In recent years oral chemotherapy is an expanding option for cancer

treatment.

Despite more convenient, an home-based therapy makes patients and

caregivers responsible for dose adjustments and exact drug intake

particularly in the case of side effects onset.

Patient education has a key role in the successful treatment with oral

chemotherapy. Therefore an accurate attention must be paid to

develop educational strategies to ensure patient understanding about

administration, potential side effects and self-care measure particularly

concerning the early detection and management of toxicities.

The Italian Association of Medical Oncology (AIOM) sponsored a

prospective randomized study aimed to assess the effectiveness and

clinical impact of a specific home care nursing program (HCNP) (in

addition to standard care) in a large and multi-institutional study

representative of different practices in the management of oral

chemotherapy.

Methods:

A randomized controlled trial was designed. The study gained the 

approval by every local Ethics Committees related to the Oncology 

Units involved. The study was registered in the Italian observational 

studies registry [AIOM TO -1(ID637)]

Sample and setting

The sample consisted of patients aged 18 years or older receiving 

treatment for a neoplastic disease. They were eligible if: 

- they had to receive a regimen containing cytotoxic drugs and/or 

target therapies as oral form without past experience of oral treatment

- they were able to communicate answering phone calls and they were 

able to register toxicity and drug intake in specific form. 

Concomitant use of Radiotherapy, intravenous drugs or metronomic 

therapies were not allowed. Patients unable to self care were 

excluded.   

Consecutive patients were recruited and were allocated to receive 

either standard care (control arm) or HCNP (experimental arm). 

Random assignment was centrally carried out by an independent 

statistician by a computer-generated program.  

Experimental Arm 

During the medical visit physicians discuss chemotherapy and its 

adverse effects providing patient all information related to the 

prescribe treatment. 

Only in the experimental arm after the medical visit, dedicated nurses 

provided:

- Accurate information to the patients for self management of therapy 

at home;

- A daily record on which patients check off the pills consumption for 

each day and a specific form to collect toxicity;

- A telephone monitoring by means of phone calls on day 7 and 14 of 

cycle 1 and on day 14 of cycle 2.

Patients were monitored for the first two cycles independently from 

the treatment schedule (3, 4 or 6 weeks).

Statistical analysis

Data were reported as absolute difference between the two 

proportions and relative risk. Data were statistically compared by 

Mantel-Haenszel chi-squared test stratified by center. A P value < 

0.05 was considered statistically significant.

Outcome measure

Primary endpoint was to verify if this HMP could reduce unplanned 

hospital admissions. We consider as unplanned hospital admission 

any admission to Oncology Unit or to Emergency Unit due to grade 1-

2 toxicities according to CTC-AE scale v4.0 or to solve patient’s 

doubts and questions of clarification. 

The population for primary endpoint includes all randomized patients 

without major violation of eligibility criteria or study contact, who 

received at least one dose of treatment and with at least one access.

Conclusions:

Our experience failed to 

support the role of a 

specific HCNP for 

patients taking oral 

anticancer therapy. 

During recent years 

implementation of 

recommendations for 

oral treatments, an 

improved attention to 

specific educational 

practice and an 

increasing use of 

prescription writings with 

accurate information 

given to all pts receiving 

oral therapies may 

explain these results.

Results:

Oral Anticancer Therapy Project: clinical utility of a specific home 

care nursing program
M.Cirillo, L.Carlucci, I.Pacchetti, E.Rulli, C.Sacco, V.Zagonel, E.Baldini, FL.Rojas-Llimpe, G.Tonini, S.Leo, M.Meacci, 

A.Tartarone, G.Tortora, M.Zaninelli, VM.Valori, A.Quaranta, E.Cretella, G.Lunardi, C.Pinto, S.Gori

Ospedale Sacro Cuore-Don Calabria, Negrar; IRCCS - Mario Negri Institute for Pharmacological Research, Milano; Azienda Ospedaliero-Universitaria, Udine; Istituto 
Oncologico Veneto IRCCS, Padova; Campo di Marte Hospital, Lucca; Policlinico S. Orsola-Malpighi, Bologna; Univ Campus Bio-Medico, Roma; Ospedale Vito Fazzi, Lecce; S Maria della Misericordia Hospital, Perugia; 

IRCCS Centro di Riferimento Oncologico della Basilicata, Rionero in Vulture; AO Universitaria Integrata, Verona; ULSS 22, Bussolengo; IRCCS Casa Sollievo della Sofferenza, San Giovanni Rotondo; A. Perrino Hospital, 

Brindisi; Ospedale di Bolzano; IRCCS-Arcispedale S. Maria Nuova, OECI Clinical Cancer Center, Reggio Emilia; ITALY

Table 1 - Baseline and socio-demographic characteristics

Arm A Arm B

Number of patients -

n (%)
188 (48.7) 198 (51.3)

Age (years)

Mean (SD)
69.0 

(11.1)

69.8 

(10.2)

Median (Q1 - Q3)
71.9 

(60.5-77.9)

72.2 

(63.7-

77.7)

Min - Max
31.0 -

88.2

43.1 -

85.7

Missing 0 0

Sex - n (%)

Male 94 (50.0) 101 (51.0)

Female 94 (50.0) 97 (49.0)

ECOG-PS - n (%)

0 100 (53.2) 102 (51.5)

1 79 (42.0) 87 (43.9)

2 9 (4.8) 9 (4.5)

Educational - n (%)

Illiterate 11 (5.9) 4 (2.0)

Primary school 51 (27.3) 63 (32.1)

Middle school 56 (29.9) 59 (30.1)

High school 37 (19.8) 39 (19.9)

University degree 9 (4.8) 8 (4.1)

Other 23 (12.3) 23 (11.7)

Missing 1 2

Overall 430 pts were randomized in 18 Italian

Oncology Units. 44 pts were excluded for major

violation (9 pts) or for never starting treatment (35

pts). We included in the analysis 386 pts (188 pts in
arm A and 198 in arm B).

Baseline and socio-demographic patient

characteristics are listed in Table 1. Arms were

comparable as regard the origin of neoplasia (Table
2).

As regard treatment no significant differences were

registered between arms. Anticancer treatment

consisted of cytotoxic drugs in 110/188 pts in arm A

and 120/198 pts in arm B (58% and 60%,

respectively). Antiangiogenic or target therapies were

prescribed in the remaining cases (84 pts in arm A

and 79 in arm B) Capecitabine was the most

prescribed drug (88/386 pts corresponding to 22%).

Anticancer therapy prescribed at randomization is
listed in Table 3.

Compliance to treatment was comparable between

arms since 144/188 pts in arm A (76.6%) and

154/198 pts in arm B (77.8%) completed treatment as

planned during the period of monitoring program. 39

pts in both arms interrupted treatment before planned

corresponding to 20.7% in arm A and 19.7% in arm
B. Reasons of interruptions are listed in Table 4

At least one access to hospital was observed in 40

pts in arm A and 42 pts in arm B (21.3% vs 21.2%
respectively)

Primary end point was unmet as no difference was

detected in the proportion of pts with improper

accesses between arm A and arm B (27.5% vs

23.8% respectively,) Table 5 shows difference

between arms of pts with at least one access (proper

and improper accesses). Table 6 shows number of
proper and improper accesses between arms.

Table 3 - Anticancer therapy prescribed at randomization

Therapy - n (%) Arm A Arm B

Capecitabine 81 (43.1) 88 (43.4)

Sunitinib 19 (10.1) 23 (11.6)

Sorafenib 22 (11.7) 18 (9.1)

Vinorelbine 14 (7.4) 17 (8.6)

Pazopanib 9 (4.8) 9 (4.5)

Erlotinib 9 (4.8) 5 (2.5)

Everolimus 6 (3.2) 7 (3.5)

Gefitinib 6 (3.2) 5 (2.5)

Temozolomide 5 (2.7) 5 (2.5)

Capecitabina + 

Vinorealbine
2 (1.1) 5 (2.5)

Capecitabina + 

Lapatinib
6 (3.2) 1 (0.5)

Vemurafenib 2 (1.1) 3 (1.5)

Afatinib 1 (0.5) 3 (1.5)

Imatinib 1 (0.5) 2 (1.0)

Others 5 (2.6) 7 (3.5

Table 2 - Baseline tumor characteristics

Arm A Arm B

Number of patients - n (%) 188 (48.7) 198 (51.3)

Months from diagnosis to 

random

Mean (SD) 25.1 (44.6) 21.5 (42.6)

Median (Q1 - Q3)
5.1 (1.8-

23.6)

4.0 (1.5-

17.8)

Min - Max 0.0 - 239.7 0.0 - 276.8

Missing 3 4

Primary site - n (%)

Colon 55 (29.3) 51 (25.8)

Kidney 31 (16.5) 35 (17.7)

Breast 27 (14.4) 31 (15.7)

Lung 25 (13.3) 23 (11.6)

Liver 18 (9.6) 18 (9.1)

Pancreas 7 (3.7) 12 (6.1)

Stomach 7 (3.7) 7 (3.5)

Bile ducts 2 (1.1) 7 (3.5)

Skin 3 (1.6) 5 (2.5)

Brain 4 (2.1) 2 (1.0)

Other 9 (4.8) 7 (3.5)

Stage - n (%)

0 2 (1.1) 1 (0.5)

I 9 (4.8) 7 (3.5)

II 25 (13.4) 26 (13.1)

III 40 (21.4) 41 (20.7)

IV 111 (59.4) 123 (62.1)

Missing 1 0

Table 4 - Compliance to treatment

Arm A Arm B

Number of patients -

n (%)

188 

(48.7)

198 

(51.3)

Treatment 

completed

144 

(76.6)

154 

(77.8)

Treatment 

interrupted
39 (20.7) 39 (19.7)

Reasons:

Medical 

decision
22 (56.4) 19 (50.0)

Death 6 (15.4) 7 (18.4)

Disease 

progression
6 (15.4) 4 (10.5)

Lost to follow-

up
2 (5.1) 4 (10.5)

Consent 

withdrawal
2 (5.1) 3 (7.9)

Subject refusal 1 (2.6) 1 (2.6)

Missing 0 1

Treatment ongoing 5 (2.7) 5 (2.5)

Arm A Arm B
Difference 

%

RR

(CI 95%)

Mantel-

Haenszel

Chi-Square 

Test*

Number of patients - n (%) 188 

(48.7)

198 

(51.3)

Number of patients with at least one 

access - n (%)

40 (21.3) 42 (21.2)

Improper access - n (%) 11 (27.5) 10 (23.8) 3.7 1.00

(0.51-

1.98)

0.999

Proper access - (%) 29 (72.5) 32 (76.2)

Arm A Arm B

Number of patients with at least one 

access - n (%)
40 (21.3) 42 (21.2)

0 improper accesses - n (%) 29 (72.5) 32 (76.2)

1 improper access - n (%) 11 (27.5) 8 (19.0)

2 improper accesses - n (%) 0 (0.0) 2 (4.8)

Number of accesses - n 60 67

Proper - n (%) 49 (81.7) 55 (82.1)

Improper - n (%) 11 (18.3) 12 (17.9)

Table 5 - Number of subjects who have had at least one access

Table 6 - Number of subjects /accesses 

ASCO 2016



C-Ricerca oncologica in Italia e 
l’impegno di AIOM:

formazione
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Convegni 2015 e 2016 sulla ricerca 
clinica alla luce del nuovo 
Regolamento Europeo 2014

FORMAZIONE



FORMAZIONE
Studi clinici: metodologia- 2018 

4° edizione



www.aiom.it
STUDI CLINICI

http://www.aiom.it/


Per individuare studi clinici sia su 
criteri geografici, sia in base a 
caratteristiche come la sede del 
tumore o i farmaci utilizzati



D- Ricerca oncologica in Italia e  
l’impegno di AIOM:

COSTRUIRE QUALITA’
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Controlli di Qualità Nazionali AIOM- SIAPEC

Test/Anno Centri partecipanti N. Centri Validati 
N.

Centri Validati 
%

KRAS CCRM 2010 59 57 97

EGFR NSCLC 2011 47 41 87

KRAS CCRM 2012 83 79 95

BRAF Melanoma 2012 80 73 91

ALK FISH NSCLC
2013

37 32 86

EGFR NSCLC 2013 86 69 75

RAS-BRAF CCRM 2014 88 79 90

BRAF Melanoma 2014 92 75 69

EGFR NSCLC
2015-16

92 80 87

ALK IHC NSCLC
2015-16

58 In pubblicazione In pubblicazione



E- Ricerca oncologica in Italia e  
l’impegno di AIOM:

REPERIRE FONDI
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F- Ricerca oncologica in Italia e  
l’impegno di AIOM:

CONFRONTO CONTINUO CON LE 
ISTITUZIONI

Associazione Italiana 
Oncologia Medica



THANK YOU !

IRCC Sacro Cuore -Don Calabria
Negrar-VR


