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Ricerca italiana nel carcinoma della
mammella

| ricercatori italiani risultano, in ambito
Internazionale, al primi posti per numero e qualita
delle pubblicazioni scientifiche, testimoniando
I'esistenza di una competenza consolidata che
rappresenta quindi una notevole opportunita da
cogliere e sviluppare.




“II dubbio e l'inizio della
sapienza”

R. Descartes
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Geography of clinical cancer research publications
from 1995 to 1999
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Table 1

Top 25 countries ranked by number of papers published in 1995-1999

F. Grossi et al. | European Journal of Cancer 39 (2003 ) 106-111

Country Number of total papers Share of papers By year
19951999 19951999

1995 1996 1997 1998 1999 111
USA 1186 377 240 199 244 257 246 196
Italy 308 9.8 52 72 62 &0 62 98
UK 267 8.5 58 52 61 63 33 71 124
Japan 217 6.9 34 39 40 -H &0 95 79
France 197 6.3 36 51 33 37 40 84 63
Germany 164 5.2 22 33 36 41 32 69 43
MNetherlands 120 38 20 25 24 27 24 47 36
Canada 102 3.2 21 24 12 25 20 37 33
Spain 68 2.2 12 11 12 17 16 33 29
Greece 57 1.8 4 13 12 15 13 32 22
Belgium 47 1.5 14 4 7 10 12 17 19
Denmark kL] 1.2 9 ) 8 7 7 13 23
Australia 37 1.2 7 4 11 6 9 11 12
China 32 1.0 4 9 f 11 2 3 11 18
Sweden 31 1.0 6 6 3 7 7 0 ) 23
Switzerland 29 0.9 4 4 7 f 8 9 7 13
Austria 28 0.9 4 4 9 5 ] 4 10 14
Finland 22 0.7 4 3 3 2 ) 2 5 15
South Africa 21 0.7 7 5 0 5 4 2 9 10
Norway 19 0.6 3 3 6 7 0 2 9 ]
Yugoslavia 18 0.6 1 2 5 3 7 0 9 9
Taiwan 14 0.4 0 1 7 4 2 1 12 1
Israel 13 0.4 1 1 2 3 6 4 5 4
Korea 11 0.3 1 1 2 4 3 2 6 3
Turkey 10 0.3 1 0 1 5 3 0 5 5
Total 3057 97.3 365 574 617 671 630 1270 910
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Sperimentazioni Cliniche Tutela Aicerta ¢ Shibupre per la Sakite

Figura G

Sperimentazioni monocentriche e multicentriche, nazionali e internazionali
SC autorizzate nel 2007: 564 di cui 438 (77, 7%) internazionali e 126 (22,3%) nazionali
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Nel 2017 sono state autorizzate in totale 564 sperimentazioni diniche, di cui 438 (77,7%) internazionali e 126
[22,3%) nazionali; 457 multicentriche e 107 monocentriche.

Le sperimentazioni monocentriche nazionali sono svolte in un solo sito italiano; le sperimentazioni
monoentriche internazicnali wengono swolte anche in altri sit al di fuori dell'ltalia. Le sperimentazioni
multicentriche si svolgono in pil siti: sono nazionali se | siti sono tutti in |talia, internazionali se i siti si trovano
anche all’estero.

Il dato del 77,7% delle sperimentazioni condotte in talia nel 2017 quali sperimentazioni internazionali rimane
pressoché costante rispetto agli anni precedenti.



Tabella 10

Sperimentazioni per area terapeutica
SCautorizzate nel 2017: 564

Area terapeutica 5

2017/2016
Neoplasie 238 422 42,2 62
Malattie del sistema nervoso 21 | 8.0 51,2 a0
Malattie del sistema ematico e linfatico 36 -] 576 0.4
Malattie del sistema cardiovascolare 35 62 63,8 0.2
Malattie dell'apparato digerente 30 53 69,1 06
Malattie del sistema immunitario 24 43 3.4 0.8
Malattie del sistema muscoloscheletrico 20 35 Tro o2
Malattie virali 19 34 80,3 0.8
Malattie del metabolismo e della nutrizione 18 32 8.5 02
Malattie delle vie respiatorie 16 28 86,3 -1.8
::::I:j;l::;p. urogenitale femminile e complicanze 13 21 885 12
Malattie del sistema endocrino ] 16 80,1 06
Malattie & anomalie neonatali 9 16 9.7 02
Infezioni batteriche e micotiche & 14 8931 a0
Malattie della pelle e del tessuto connettivo B 14 4.5 0.3
Malattie dell'occhio ] 14 85,9 47
Anestesia e analgesia L ar 96,6 [1X]
Fenomenigenetici 3 os 972 o2
Malattie dell'apparato urogenitale maschile 3 a5 ar.7 01
Fenomeni metabolici 2 o4 8.0 o2
Malattie otorinolaringoiatriche 2 o4 o84 [ X]
Disturbi di origine ambientale 1 a2 986 01
Disturbi mentali 1 o2 98,8 -1,2
Fenomenidel sisterma immunitario 1 o2 889 0.4
Fenomenie processi psicologici 1 o2 94,1 o2
Fenomeni fisiologici 1 a2 99.3 0.4
Fenomeni fisiologici dell'apparato digerente e orale 1 o2 99,5 o2
Fenomeni fisiologici neuronali e del muscolo scheletrico 1 o2 99,6 -1
Segni e sintomi di condizioni patologiche 1 a2 899.8 02
Trattamenti terapeutici 1 o2 100,0 o2
Totale 564 1000

Circa la meta delle sperimentazioni cliniche mndotte in Italia & in ambito oncologico ed emato-oncologico,
confermando il dato degli anni precedenti; anche il numere assoluto delle sperimentazioni in questa area
terapeutica rimane costante rispetto agli anni precedenti. La diminuzione del numero totale di sperimentazioni
osservata per il 2017 & infatti distribuita in maniera abbastanza omogenea su tutte le altre aree terapeutiche.



Tabeila 14

Sperimentazioni per dassificarione terapeutica e fase
EC autorizzate ned 2017 564 di cui 537 (95,2% ) con ATC di almena un fanm aco in test s pedficato

L BUrVTreE OOpIICRTRC B T IRl N Qe ket 5 538 &3 FadF 100 328 130 £2.6 1¥ 39 ] (4]
&  Apparaio gastrobntestenads & metabo kemo 48 85 5 104 16 323 = #7.8 4 83 a &
M SESTeEm & NeEneOsRD 40 A 3 L] 18 50 14 25,0 5 12,5 Q )
B Sangue & organi gmopoieticl 33 58 i} aa 14 424 12 294 [ 187 i} a0
| Bt onoh b0l @Enerall i US0 SETETRCO z9 51 F 5839 & 207 14 #4.32 T 741 L] a0
W Van z3 a1 5 21,7 ] 381 4 1748 5 21,7 a &
B SEETEET 3 S OO D 5 Sl trec o zo 35 Q [ ] a0 9 45,0 F 10,0 1 L)
€ Sistemacardiovas: olare 17 20 i} aa ] 529 7 41,2 1 54 i} a0
H  Preparats O mmon S 5 S mecl, & s0usionmanl 14 5 1 7l % 387 -] L | a a0 L] a0
sexrual
G SEEhEma @ niho-u NN EreD & QN oni 855 ual I 12 21 I 1 22 k] 250 7 .32 1 22 1] [}
B Sechem 3ne sparatonss 12 21 1 832 5 41,7 4 23,3 I 15 7 0 a0
5 Ongane i g0 9 16 ] a0 1 11,1 & L= F £2.F ] (4}
O Desmatokogeci 5 L) 1 i ) a [ 3 &1, 1 200 a [
Totale 567 1000 82 145 194 342 242 55 48 85 i | (i ¥y

La stessa sperimen G one pud cosvsolgens pill fanmaciin st e quindl & sene conteggata in diverse classilicamion | aTC



Sperimentazioni per anno: confronto Unione Europea - Italia
(quinguennio)

SC SC

presentate ﬂﬂ'ﬂff UE autorizzate .l'rﬂ."ff 3

in Italia ** in Italia ***
2013 3.383 / / 583 17,2
2014 3.249 723 22,3 592 18,2
2015 3.918 744 18,0 672 17,2
2016 3.255 767 23,6 660 20,3
2017 3.125 669 21,4 564 18,0

* Numero di studi caricati nel sistema europeo

** 1l numero di sperimentazioni cliniche presentate in Italia nel 2017 & tratto dalla Tabella 7 mentre per gli
altri anni e tratto dalle edizioni precedenti di questo Rapporto Nazionale.

*** |l numero di sperimentazioni cliniche autorizzate in Italia & tratto dalla Tabella 4.

Il numero di sperimentazioni cliniche nell’Unione Europea & stato ricavato dalle statistiche pubblicate sul
sito EudraCT (“EudraCT supporting documentation” — “EudraCT statistics”,



Sperimentazioni per anno e promotore profit / no profit
SC autorizzate nel quinquennio: 3.071

No profit
2013 444 76,2 139 23,8 583
2014 424 /1,6 168 28,4 592
2015 508 /5,6 164 24,4 672
2016 490 74,2 170 25,8 660
2017 415 /3,6 149 26,4 564
Totale 2.281 74,3 790 25,7 3.071




Sperimentazioni per anno e promotore profit / no profit
SC autorizzate nel quinquennio: 3.071
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Voluntary
Harmonisation

Procedure
VHP

Il 16 aprile 2014 & stato pubblicato sulla Gazzetta IMfidale dell’Unione Eurcpea il Regolamento n. 536/2014
sulla sperimentazione clinica dei medidnali per use umano, che abroga la Direttiva 2001/20/CE. Secondo il
nuewo schema, che sard applicato da ottobre 2018, la valutazione degli studi dinici sard coordinata da una
singola Autorita competente nazionale che fard da referente e fornird una prima valutazrione dello studio, sulla
base della quale le Autoritd competenti degli altri Stati membri forniranno | propri commenti e la decisione
finale sull’autorizzazione. La normativa vigente prevede invece che ciascuno Stato membro valuti e autorizzi su
base nazionale ke domande di autorizzazione delle sperimentazioni diniche.

Per favorire Padeguamento a tale modello, | Capi di Agenzia degli Stati membri eurcpei hanno rilanciate in
maniera mirata il progetto pilota per la valutazione armonizzata dei protocolli clinici che si svolgono in pil Stati
membri dell' UE, dal nome Voluntary Hormonization Procedure (VHP). La VHP si applica su base volontaria agli
studi clinici di fase -1V multicentrici swolti in pid di uno Stato membro dell’'UE e permette la valutazione
coordinata degli studi clinici in un'unica soluzione contemporanea per tutti gli Stati coinvolti nella
sperimentazione. Alla valutazione coordinata segue una fase nazionale accelerata, che consiste nella ratifica, da
parte delle Autorith competenti nazionali, della decisione presa in VHP. Il modello valutative della VHP riflette
quindi quanto previsto dal Regolaments 536/ 2014, escludendo perd il parere dei Comitati Etici (CE), che viene
recepito solo in fase nazionale.



-LADn Associazione Italiana di Oncologia Medica

STATUTO AIOM
2 ottobre 2017

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 qualita delle cure
oncologiche, la continuita terapeutica del paziente oncologico mediante Linee

Guida elaborate anche in collaborazione con I'Agenzia per i Servizi Sanitari Regionali e
con la Federazione delle Societa Medico-Scientifiche Italiane, la interdisciplinarieta, la
riabilitazione, le terapie palliative, le cure domiciliari e di incentivare campagne di
educazione rivolte alla popolazione. In particolare, '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
attivita di formazione permanente nei confronti degli associati con programmi annuali di
attivita formativa E.C.M. (Educazione Continua in Medicina), ed alla formazione di
strutture accreditate intra ed extra-ospedaliere per I'assistenza al paziente con
neoplasia.......
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Agreement between oncology guidelines and clinical
practice in Rtaly: the ‘right’ program. A project of the
Italian Association of Medical Oncology (AIOM)
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S. Sgarbi®, L. Simoni® & E. Maiello®
On behalf of the AIOM Guidelines Task Force
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Background: RGHT (Research for the dentification of tha most eflective and hiGhly accepled dinical guidaiines br
the cancer Traatment) is a project pramoted by the Nalian Assscition of Medical Oncalogy (AIOM) 1o measurs the
concordance batwesn oncaogy guidsines and cinical practce. Tha geal of this pilot pharse was 1o develop and lest

a refiabia procass 10 Measurs this concordanca nationwida

Materials and methods: Twenty laian cantars participatad 1o the survey. Broast cancer (BC) and coloractal

eancer [GRC): guidelines issued by AIOM in 2003 ware salected. A total of 20 indicators inkad 1o the process of cara
wora abetractad. Patients who had ther first visit at tha oncalagy centor batwesn February 2004 and June 2005, with
adagnosis of invasive BC fstaga 1 or 2), colon cancer {stage 3, rectal cancer (stage T34 or N1-2) or advanced CRC

wera andlosed.

Results and conclusion: Ons hundrad and sixy-ona patients [E0%) wers analyzad. On average, 3% of BC and
80.3% of ookrectal pationts recaived recommended care. Those frst resulls indicate that the RIGHT system provides

avaid o [
moritoring program will enable results to be generalized.

nt with guidsiines. A second larger phase of this nationwide

Key words: breast cancer, coon cancer, uidelines adherance, ltallan guidelines, process indicalors

introduction

Oneology is one of the medical fields where rescarch is most
advanced. Well-designed trials have provided diagnostic and
therapeutic strategics for many types of cancer and guidelines
have been devdoped to allow their application in clinial
practice. A strategy with proven cfficacy may, however, not be
effective and translate into a tangible patient’s benefit (1], Some
guidelines have been criticized on the ground that they are not
applicable to clinical practice [2]. The adoption of guidelines is
influenced by individual factors (eg. knowledge, skill and
motivation), sodal factors (¢.g. reactions of patients, colleagues
and recognized authoritics) and organizational factors (c.g,
available resources and organizational dimate [2, 4, 5. The
active involvement of health professionals is an important
strategy for the implementation of guidelines in clinical practice
[6]. The evaluation of the ability of guidelines to change
professional behavior and improve patient’s outames is thus
acentral strategy for evaluating their effectivencss.

S.BamL tervia Ot Garanxge,
Plazzia Copeciuln, 1-24047 Tl Min, Iy, Tek: 15 006 302020,
Fiox +08-006-042 K0 E-rra: sards by @aspachl damglo bt

Following the recommendations of the Italian National
Health System [7] and the experience of other Institutions,
such asthe American Institute of Medicine and the American
Association of Clinical Onalogy [8-10], the Ttalian Association
of Medical Onaology (AIOM) instituted a Guidelines Task
Force (GTF) in 2002 to develop a method that could monitor
and improve the quality of delivered cancer based on the
principles of clinical audit.

According to the National Institute of Excdlence, a quality
improvanent process an be implemented through a cycle
called ‘clini cal audit’ which plays a central rok in the evaluation
of the application of guideline in chnical practice and consists
of four steps: (i) establishing best practice, (ii) measuring care
against agreed criteria, (Gii) taking action to improve are and
(iv) monitoring to sustain improvement [11].

RIGHT (Research for the Ldentification of the most effective
and hIGhly accepted dlinical guidelines for the cancer Treatment)
program is the first Italian project promoted by a Scicntific
Saciety as the Italian AIOM with the aim of evaluating how
AIOM guidelines are applicd in dinical practice.

In this paper, we report about the design and results of
the RIGHT pilot study focused mainly to test the ability of the
system to mcsure current practice in oncology canters.

‘Tumari, 7: 550-563, 2011

Importance of adherence to guidelines in breast
al practice. The Italian experience

Sandro Barni', Marco Venturini?, Annamaria Molino?, Michela Donadio®,
Sara Rizzoli®, Evaristo Maiello®, and Stefania Gori®

10ncologia Medica, Azienda Ospedaliera Trevigiio-Caravaggio, Trevigiio, Bargamo; 0spedale Sacro
Cuore, Negrar, Verons; >Aziends Ospedaloro-Universitaris, Verona; “Azienda Ospedaiera
Mafinette, Toring; <MediData Stud e Ricerche, Modena; SCasa Sollievo della Sofferenza,

San Giovanni Rotondo-Foggia; “Oncologia Medica, Azienda Ospedaliers, Perugia, faly

ABSTRACT

Aims and background. Project RIGHT (Research for the Identification of the most ef-
fective and hIGHIy accepted clinical guidelines for cancer Treatment) is promoted by
the Italian Association of Medical Oncology (AIOM) to evaluate the concordance be-
tween AIOM breast cancer guidelines and clinical practice in Italy. In RIGHT-1, feasi-
bility and the appropriateness of indicators were as;essad in patients mth ear])
breast cancer. RIGHT-2 evaluated the liance with ina

program.

Methods. Thirty-five Italian centers participated in the RIGHT-2 survey. Ten indica-
tors were evaluated to verify an agreement between 2005 AIOM breast cancer guide-
lines and practice. Patients with clinical stage I-I invasive breast cancer, age <70
years, who had their first visit at the oncology center between October 2005 and No-
vember 2006 were included.

Results. In RIGHT.2, 390% adherence for the diagnosis indicator and three therapy
indicators were observed. The lowest degree of compliance (0%) was observed for the
follow-up indicator in asymptomatic patients.

Conclusions. In RIGHT-2, compliance to the 2005 AIOM breast cancer guidelines was
64%. When the fallow-up indicator was eliminated, overall adherence to AIOM guide-
lines was 71%. The results highlight the need to continue improving the already good
standards of breast cancer care.

Introduction

Cancer remains a leading cause of mortality especially in developed countries,
whereas breast cancer is a major health problem. In Italy, breast cancer represents
‘about 25% of all cases of cancer in women. As a timely diagnosis followed by an ap-
propriate treatment is necessary for a successful outcome, oncology associations
need to ensure that patients receive the best possible care. Clinical guidelines are
therefore developed and regularly updated by health organizations and clinical on-
cology associations, whereas surveys are regularly carried out to verify the extent of
campliance to such guidelines'-*. Several factors can influence acceptance and the
correct use of guidelines: degree of experience and motivation of physicians, willing-
ness of patients, and avail of resources. A ding to the reco of
the Italian National Institute of Health (Istituto Superiore di Sanita)™, the Italian As-
sociation of Medical Oncology (AIOM) in 2002 established a working group to devel-
«op clinical guidelines for cancer treatment. The guidelines were first released in 2002
and thereafter have been annually updated. Successively, the RIGHT (Research for
the Identification of the most effective and hIGHIy accepted clinical guidelines for
cancer Treatment) project was created with the aim of evaluating how the guidelines

Key words: breast cancer, quideine
atherence, Ralin oncalogy guidsines.
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ARTICLE INFO ABSTRACT

Article history Objectives: Clinical practice guidelines represent a key tool to improve quality and reduce variability
Received 18 April 2015 af cancer care. In 2004, Italian Association of Medical Oncology (AIDM) launched the RIGHT (research
Received in revised form 8 August 2015 for and higal

Acczpted 11 August 2015 e iy

I AIOM lung cancer.
Italian clinical practice.

Rt RIGHT-3 wasa ret: study, conducted in 53 ltalian centers
i treating lung cancer. Sampling from AIOM database of 230 centers was stratified by presence of thoracic

tment surgery and geograptic dismbution, To describe he adberence to AIOM guidelines (2009 edidon). 11
Diagnasis indicatars

Iung cancer (NSCLC) diagnosis who had first visit in 2010 were divided into 3 gmnps, based on TNM
stage: IHHIA (5 indicators). 1B (3 indicators) and IV (3 indicators).

Results: 708 patients were enrolled: 680 were eligible: 225 patients in stage HI-IlIA: 156 patients in
stage 1IIB; 299 patients in stage V. Cyto-histological diagnosis was available in 96X, 7%, 96% of stage
I-I-TNA, TIB. IV respectively. Positron-emission tomography was performed in 4% of stage HI-IIA and
46% of stage 1118, B8 of stage I-Il patients eligible for surgery underwent |obectomy: after surgery, 61%
aFstage Il and 57% afstage 1A

received combined chemo- radiotherapy, sequentisl 3pproach Wis More ComMan thin concomitant
trearment (86X vs. 14%). ‘patients, 87% received pl -based and
70% received second-line.

Conclusion: The RIGHT ¥ in 2010,

Italian NSCLC. igh for

procedures. cancer care.

© 2015 Elsevier Ireland Lt All rights reserved

1. Introduction

In oncology as well 2s in other medical specialties, clinical prac-
tice guidelines are developed and regularly updated by several
national and international health bodies and scientific societies,
like the American Society of Clinical Oncology (ASCO) [1.2] and

+ Comesponding author at: University of Taring, Departmen of Oncology, 5.
Ly Gorzaga Hospital, Regione Gorzole 10, 10043 orbassana, Toring, taly.
Fax: $390118015184.

E-mol akfress: massima dimaio@units it (M. i Maio).

httpidhedoi or 10.101 &) ungean
0163-5002/ 2015 Elsevier reland Lid. Al ighesreserved.




Oral Anticancer Therapy Project: clinical utility of a specific home
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e Study des\gn Table 1 - Baseline and socio-demographic characteristics Table 3 - Anticancer therapy prescribed at randomization Table 4 - Compliance to treatment
In recent years oral chemotherapy is an expanding option for cancer
treatment. £ Arm A Arm B Therapy - n (%) Arm A Arm B Arm A Arm B
Despite more convenient, an home-based therapy makes patients and H :
caregivers responsible for dose adjustments and exact drug intake T Number of patients - Capecitabine 81(431) |88(43.4) Number of patients - 188 198
particularly in the case of side effects onset. E n (%) LB () || B Eey) Sunitinib 19 (10.1) |23 (11.6) n (%) (48.7) (51.3)
Patient education has a key role in the successful treatment with oral g Age (years) Sorafenib 22 (11.7) | 18(9.1) Treatment 144 154
chemotherapy. Therefore an accurate attention must be paid to b 69.0 EE] Vinorelbine 14(74) | 17(8.6) completed (76.6) (77.8)
; 3 : : Mean (SD) P 4 45
develop educational strategies to ensure patient understanding about (11.1) (10.2) K azoeamb 9 (4.8) 9 (4.5) Treatment
administration, potential side effects and self-care measure particularly 72.2 Erlotinib 9 (4.8) 5 (2.5) interrupted (@) || L)
concernivng the ear!y Qetection an_d management of toxicities. Median (Q1 - Q3) 719 (63.7- _Everolimus (3.2) 7 (3.5) Reasons:
The ltalian Association of Medical Oncology (AIOM) sponsored a £ (60.5-77.9) 77.7) Gefitinib (3.2) 5 (2.5) Medical
prospective randomized study aimed to assess the effectiveness and b3 310 e T TamalnRE 5(2.7) 5 (2.5) decision 22 (56.4) | 19 (50.0)
cllnlvc‘al impact of a specific home care nursing program (HCNP) (in I} E Min - Max 88.2 85.7 Capecitabina + Death 6 (15.4) 7 (18.4)
feidiiensto standard care) in a large and multi-institutional study 5 . 2(1.1) 5(2.5)
skl : q f 2 o7 Missing 0 0 Vinorealbine Disease
representative of different practices in the management of oral = | Sex - n (% Capecitabina + e 6(15.4) | 4(10.5)
AheINAEMIZRY controlled trial was designed. The study gained the A KM, q 6(3.2) 1(0.5) rogress
" P 3 Male 94 (50.0) | 101 (51.0) Lapatinib Lost to follow-
approval by every local Ethics Committees related to the Oncology I} = . 57 (50.0 57 (45.0 Ve TS D 5) 2(5.1) 4 (10.5)
Units involved. The study was registered in the Italian observational EeCmOE(l;PS D) (50.0) (49.0) ATatmb (0'5) ( '5) 42 Corsert
studies registry [AIOM TO -1(ID637, =N (Y — . -
aistry [ { ] L] 0 100 (53.2) | 102 (51.5) Imatinib (0.5 (1.0) withdrawal 26 S
Sample and setting 1 79 (42.0) | 87 (43.9) Others 5(2.6) 7(3.5 Sgbj_em refusal | 1 (2.6) 1 (2.6)
The sample consisted of patients aged 18 years or older receiving 2 9(4.8) 9(45) Table 5 - Number of subjects who have had at least one Missing 0
treatment for a neoplastic disease. They were eligible if: Educational - n (%) _Ireatmentongoing 5 (2.7 5 (2.5)
- they had to receive a regimen containing cytotoxic drugs and/or _IIInerale 11 (5.9 4 (2.0 Mantel-
target therapies as oral form without past experience of oral treatment Primary school 51 (27.3) | 63(32.1) . RR Haenszel
o q - Difference
- they were able to communicate answering phone calls and they were Middle school 56 (29.9) | 59 (30.1) Arm A Arm B %
able to register toxicity and drug intake in specific form. High school 37(19.8) | 39(19.9) (Cl1 95%) Chi-Square
Concomitant use of Radiotherapy, intravenous drugs or metronomic Results: . : . memmm Chpractenasys (@.1) Test*
therapies were not allowed. Patients unable to self care were Overall 430 pts were randomized in 18 Italian Oer A I Number of patients - n (%) 188 108
excluded. Oncology Units. 44 pts were excluded for major T T > (48.7) (51.3)
A q A R iolati i issing b 5
Consecutive patients were recruited and were allocated to receive violation (9 pts) or for never starting treatment (35 NOmbeHo D e EI NS asHons Gl EAE
either standard care (control arm) or HCNP (experimental arm). pts). We included in the analysis 386 pts (188 pts in access - n (E/D) (e19) el2)
Random assignment was centrally carried out by an independent arm A and 198 in arm B). Number of patients-n (%) | 188(48.7) | 198 (51.3) : - T O B N0 T
statistician by a computer-generated program. Baseline and socio-demographic patient Months from diagnosis to Improper access - n (%) (27.5) | 10 (23.8) b . -
Experimental Arm characteristics are listed in Table 1. Arms were random Proper access - (%) 29(72.5) | 32(76.2)
During the medical visit physicians discuss chemotherapy and its comparable as regard the origin of neoplasia (Table Mean (SD) 25.1(44.6) | 21.5 (42.6) Table 6 - Number of subjects /accesses Concl
adverse effects providing patient all information related to the 2). . 5.1 (1.8- 4.0 (1.5
prescribe treatment. As regard treatment no significant differences were Median (Q1 - Q3) 23.6) 17.8 PR |
Only in the experimental arm after the medical visit, dedicated nurses registered between arms. Anticancer treatment in- 5 5 m m Our experience failed to
y p Min - Max 0.0-239.7 | 0.0-276.8
provided: consisted of cytotoxic drugs in 110/188 pts in arm A = - = h | f
o X X d 120/198 pts in am B (58% and 60% Missing 3 4 Number of patients with at least one support the role of a
- Accurate information to the patients for self management of therapy an P 6 b, Primary site - 1 (%) % 40 (21.3) | 42 (21.2) i
at home; respectively). Antiangiogenic or target therapies were = = N access - n (%) - specific HCNP for
- A daily record on which patients check off the pills consumption for prescribed in the remaining cases (84 pts in arm A 200 EEL OIITPIOPERAECESSESE ';' 06) 22 [T 2] patients taking oral
each day and a specific form to collect toxicity; and 79 in arm B)  Capecitabine was the most idney 31( 35(17.7) 1 improper access - n (%) 11(27.5) 1 8(19.0) .
- A telephone monitoring by means of phone calls on day 7 and 14 of prescribed drug (88/386 pts corresponding to 22%). _Breast 27( 31(15.7) 2 improper accesses - n (%) 0(0.0) 2(4.8) anticancer therapy.
cycle 1 and on day 14 of cycle 2. Anticancer therapy prescribed at randomization is Lung 25( 23 (11.6) Number of accesses - n 0 67 During recent years
Patients were monitored for the first two cycles independently from listed in Table 3. Liver 18 18(9.1) Proper - n (%) 49 (81.7) | 55(82.1) implementation of
the treatment schedule (3, 4 or 6 weeks). Compliance to treatment was comparable between _Dancreas 7 (. 12 (6.1) Improper - n (%) 11(18.3) | 12 (17.9) n
arms since 144/188 pts in arm A (76.6%) and Stomach 7. 7 (35 recommendations for
Statistical analysis 154/198 pts in arm B (77.8%) completed treatment as “Bile ducts 2 ( 7 (3.5 oral treatments, an
Data were reported as absolute difference between the two planned during the period of monitoring program. 39 Skin 3(16) 525 improved atten{ion to
proportions and relative risk. Data were statistically compared by pts in both arms interrupted treatment before planned Brain 4(2.1) 2(1.0 R - N
Mantel-Haenszel chi-squared test stratified by center. A P value < gor};espondlng? 10 20.7% in armI_A Z”Fj _1|_9-g|%4'” am Other 9 (4.8) 7 (3.5 specific educational
0.05 was considered statistically significant. - Reasons of interruptions are listed in Table O i
L At least one access to hospital was observed in 40 gtage n(%) 20 T05) _practlce_ and an
ts in arm A and 42 pts in arm B (21.3% vs 21.2% — . increasing use of
Outcome measure p P! [5) 7 (3.5)
Primary endpoint was to verify if this HMP could reduce unplanned re§pectlvely) : ) T > (1'3 ) 6 1é T prescription Writings with
hospital admissions. We consider as unplanned hospital admission Primary end point was unmet as no difference was I 70 (21'4) 1 (—L20'7 accurate information
any admission to Oncology Unit or to Emergency Unit due to grade 1- detected in the proportion of pts with improper v Tm (59' I VS (62' ) N _
2 toxicities according to CTC-AE scale v4.0 or to solve patient's accesses between arm A and arm B (27.5% vs — : : given to all pts receiving
doubts and questions of clarification. 23.8% respectively) Table 5 shows difference issing 1 0

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.

between arms of pts with at least one access (proper
and improper accesses). Table 6 shows number of
proper and improper accesses between arms.
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oral therapies may
explain these results.
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Serie generale - n. 158

DECRETI E DELIBERE DI ALTRE AUTORITA

AGENZIA ITALIANA DEL FARMACO

DETERMINA 19 giugno 2015.

Determina inerente i requisiti minimi necessari per le
strutture sanitarie, che eseguono sperimentazioni di fase I di|
cui all’articolo 11 del decreto del Presidente della Repubbli-
ca 21 settembre 2001, n. 439 e di cui all’articole 31, comma 3
del decreto legislative 6 novembre 2007, n. 200, (Determina

n. 809/2015).
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Infermiere di ricerca
In oncologia

Coordinatori scientifici:
Stefania Gori, Carmine Pinto . 4

Milano
28 giugno 2016
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Coordinatori: Stefania Gori e Carmine Pinto

MILANO
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Regolamento Europeo 2014 .
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Milano, 16 aprile 2015  h. 09.30 - 19.00

Comitato Scientifico

Carmine Pinto
Emanuela Omodeo Salé
Romano Danesi

N
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Workshop ltaliano
Sperimentazione in Oncologia
Focus sulle Sperimentazioni Profit

Milano, 21 aprile 2015 h. 09.30 - 19.00

IEO Istituto Europeo di Oncologia
Building 1 - Area Formazione
Aula Conference A

Via Ripamonti 435 - 20141 Milano

Convegno Nazionale
Milano, Hotel Michelangelo Conference Center — 29 settembre 2016

WISPO 2016

“Sperimentazioni Cliniche. Il Nuovo Regolamento Europeo: dalla teoria alla pratica”




STUDI CLINICI:
METODOLOGIA

Coordinatore:

Dr.ssa Stefania Gori

Evento ECM MODULO 1
(formazione di base)

NEGRAR
13/14 Febbraio
2018

Centro Formazione
Ospedale Sacro Cuore
Don Calabria

FORMAZIONE

Studi clinici: metodologia- 2018

STUDI CLINICI:
METODOLOGIA

Coordinatore:

Evento ECM MODULO 2

(formazione avanzata)

Centro Formazione
Ospedale Sacro Cuore
Don Calabria

STUDI CLINICI:
METODOLOGIA

Coordinatore:
Dr.ssa Stefania Gori

Evento ECM MODULO 3
(revisioni sistematiche ¢ lisi)

NEGRAR
6/7 APRILE
2018

Centro Formazione

Ospedale Sacro Cuore
Don Calabria

4° edizione

STUDI CLINICI:
METODOLOGIA

Coordinatore:

Dr.ssa Stefania Gori

Evento ECM MODULO 4

(come scrivere un protocollo di ricerca clinica)

| —

NEGRAR o é
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e | —

Centro Formazione ﬁé—
Ospedale Sacro Cuore
Don Calabria ’
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Al Cerca nel sito .
Associazione [taliana di Oncologia Medica
19.01.2016

LINEE GUIDA AIOM 2015 . Niente sodi iente cure

le versioni aggiornate,

con I'aggiornamento dell' . o
B8 - ERE——— . PINO, la nuova App di Fondazione AIOM dedicata ai pazienti

TUTTE | AIOM || ISTITUZIONALI RIVISTE SCIENTIFICHE

sono consultabili

anche su dispositivi mobili

‘ 19.01.2016
Regioni in campo sul “risk”
‘ ‘ 19.01.2016
Relazione tra giovane eta e alterazioni genomiche bersagliabili e prognosi
nel cancro del polmone non a piccole cellule
Associazione [taliana di Oncologia Medica

0a®
'.‘\ PAZIENTI PROFESSIONISTI ..‘ SOCI

@



http://www.aiom.it/

Piattaforma web

= Utilizzabile sia dagli oncologi
sia dai pazienti.

= Consente rapido accesso alle
informazioni su tutte le sperimentazioni
profit e non profit in corso nei centri di
riferimento pil vicini.

L'impegno di AIOM

AIOM si impegna soprattutto nella
promozione di informazioni e servizi
a valore aggiunto per i propri soci e
per la popolazione.

Da qui nasce la nuova sezione

di consultazione degli Studi Clinici
in Italia, dedicata al pubblico e

ai pazienti oltre che

ai professionisti di settore.

Per individuare studi clinici sia su
criteri geografici, sia in base a

caratteristiche come la sede del
tumore o i farmaci utilizzati

www.aiom.it
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Raccomandazioni o Raccomandazioni AIOM

sui requisiti minimi Raccomandazioni e SIAPEC-IAP per

e gli standard di refertazione per la determinazione la valutazione delle mutazioni
e sull’utilizzo di metodiche dello stato di HER2 . .

per la determinazione nel carcinoma gastrico di RAS nel carcinoma

dello stato di HER2 del colon-retto

nel carcinoma mammario A cura del Gruppo di Lavoro di AIOM e SIAPEC-IAP

AIOM: Nicola Normanno (Napoli), Carmine Pinto (Farmal,
Carlo Barone (Roma}, Roberto Labianca (Bergamo),
Saivatore Siena (Milano), Alberto Zaniboni (Brescio)

A cura del gruppo di lavoro AIOM-SIAPEC-IAP
B - - SIAPEC-HAP: A

Nopoli),

ieti) De R
Massimo Barberis (Milang), Gabriella Fontanini (Pisa)

Raccomandazioni Raccomandazioni Raccomandazioni per ’analisi
per I'analisi mutazionale per la determinazione dei riarrangiamenti del gene
del gene EGFR dello stato mutazionale ALK nel carcinoma polmonare
nel carcinoma polmonare di BRAF nel melanoma non a piccole cellule

A cura del Gruppo di Lavoro di AIOM e SIAPEC-IAP A cura del Gruppo di Lavoro di AIOM e SIAPEC-IAP

Antonio Marchetti e Nicola Normanno

AIOM: Re ferenti Programma Nazionale: Carmine Pinto (Bologna),
Nicola Normanno (Napoli; Esperti: Paolo Ascierto (Napoli). AJOM: Andrea Ardizzoni, Lucio Cried, Cesare Gridell,

Nicola Normaana, Giargio Scaghiots, Carmise Pinto ((ardinatore)

SIPECIAP: Antonio Marchets, Mauro Papott, Giuto Rossi.
Masarmo Barbers, Eugenio Mucrana, Gias Lusg: Tadde,
Qeudso Cemente (Qardinatore)

Alessandro Testori (Milano), Michele Del Veechia (Milano),
Wanna Chiarlon Slleni (Padova), Michele Malo (Siena),
Paola Queirolo (Genova)

A cura del gruppo di lavoro AIOM - SIAPEC-IAP

Cormine Finta (Balogna), Gian Luigi Todder Firenze), SIAPEC-IAP: R
Vincenzo Adome (Messing), Andrea Ardizzoni (Farma),
Gerarda Batti (Napoli, Alberto Bardeli (Candioin, Torina),

nert
i nol, e
Comilla Comin (Firenze), Lucia Crind (Perugial, ” @erardo Ferrara (Bens . chetti (Chieti),
Jio Fo Froa), Morceflo - () Daniela Massi (Firenze), Marla Cristina Montesco (Padova), 4
n fes ) = Stefania Staibano (Napoli) SiAPRa AR

A Morchetti (Chist), Bruno Murer [
Micola Mormanno (Napoli), Oscar Nappi (Napalil ot




Controlli di Qualita Nazionali AIOM- SIAPEC

Test/Anno

BRAF Melanoma 2012

ALK FISH NSCLC
2013

BRAF Melanoma 2014

ALK IHC NSCLC
2015-16

Centri partecipanti N.

Centri Validati
N.

In pubblicazione

Centri Validati
%

In pubblicazione
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