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Costo delle cure
Diretto
* |Interventi, farmaci,
dispositivi, trasporti,
parcheggio, alloggio, tempo
Indiretto
* Produttivita ridotta,
incapacita o impossibilita a
lavorare

Preoccupazioni finanziarie
Incertezza sulle spese da
sostenere, rischio di
indebitamento, rischio per la
proprieta e i risparmi, oneri
amministrativi, preoccupazioni

relative al futuro professionale e

altro

Tossicita finanziaria

Onere finanziario oggettivo
Difficolta a sostenere i legati al
percorso diagnostico e
terapeutico della malattia

Onere psicologico soggettivo
Stress emotivo, ansia,
preoccupazione, depressione,
altro

Reazioni pratiche individuali
Rinvio visite mediche, rinvio
controlli diagnostici,

[

Modficatori

Entita

Situazione economica e disponibilita di risorse,
sistema sanitario nazionale, altri fattori di stress
legati alla malattia e altri

multidimensionale

Modified from Pisu M et al. Nature Reviews 2022
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Reporting and Grading Financial Toxicity

Nandita Khera

Her questions are difficult and
thought provoking: “Will I have to sell my home?
Should I declare bankruptcy? Do I need to stop
spending money on food and utilities to be able to
pay for medical care? Will T have to go to hospice

when I am unable to pay any more? Does hospice

Table 1. Proposed Financial Toxicity Grading Criteria

charge very much?” These questions make me

Description

uncomfortable and aware of the fact that 1 am not | ™%
really prepared to manage this adverse effect of !
cancer treatment.

2

Una storia che nasce :
negli Stati Uniti

Lifestyle modification (deferral of large purchases or reduced
spending on vacation and leisure activities) because of
medical expenditure

Use of charity grants/fundraising/copayment program
mechanisms to meet costs of care

Temporary loss of employment resulting from medical treatment
Need to sell stocks/investments for medical expenditure

Use of savings accounts, disability income, or retirement funds
for medical expenditure

Need to mortgage/refinance home to pay medical bills
Permanent loss of job as a result of medical treatment
Current debts > household income

Inability to pay for necessities such as food or utilities
Need to sell home to pay for medical bills

Declaration of bankruptcy because of medical treatment
Need to stop treatment because of financial burden
Consideration of suicide because of financial burden of care
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Financial Insolvency as a Risk Factor for Early Mortality

Cancer and Bankru ptcy Among Patients With Cancer

Scott D. Ramsey, Aasthaa Bansal, Catherine R. Fedorenko, David K. Blough, Karen A. Overstreet,
Veena Shankaran, and Polly Newcomb

+ Linked SEER and bankruptcy data in Washington State,

1995 - 2009 Table 3. Bankruptcy Impact on All-Cause Mortality in the Propensity Score Matched Sample
+ Cancer patients 2.65X more likely to file for bankruptcy ' :
— - Cancer Type No. at Risk No. of Deaths HR 95% ClI P
relomact ® Cancer patients

020, = i Overall 17,021 2,026 164t01.96 < .001
Breast 3,788 280 1.15to1.91 .003

= T Lung 958 350 165 1.22t01.98 < .001
 os0. gt Melanoma 1,197 51 150 08310272 .179
Thyroid 952 23 171 069t04.27 249

B Prostate 2,365 214 207 1560274 < .00
s Leukemia/lymphoma 1,792 254 122 0.93to 1.61 .146
R Uterine 739 42 109 055t02.16  .795
..Ramsey et al. Health Aff 2013 oo ASOB N Colorectal 1,430 217 247 18510 3.31 < .007

Other 3,800 595 149 125t01.78 < .001

Abbreviation: HR, hazard ratio.



Chiaramente, il
costo dei farmaci
anticancro gioca un
ruolo importante
negli Stati Uniti

Leonard Salts - ASCO 2015, plenary session

These drugs T—

cost too much.

EDITORIAL

Perspectives on Cost and Value in Cancer Care

Leonard B. Saltz, MD

Figure. Cancer Drugs Hit Market at Ever-Higher Prices
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In the past 5 years, 77% of oncology launches had annual
treatment costs above $100K, up from 14% 20 years ago

Exhibit 40: Oncology NAS launches in U.S. by annual costs

Oncology NAS launches by year Median annual cost by molecule type
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Launch Price of New Cancer Drugs
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The Price They Pay

Chronic myelogenous leukemia in 2007
Treated with Gleevec and cured.

“We have a huge pile of medical debt that
resulted from all of this.
I will be paying those up until the day I die”
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Grazie al SSN nessuno paga per i farmaci anticancro
Quindi non dovremmo avere problemi...

Ma, stimolati dalla letteratura, siamo andati a verificare...



Annals of Oncology 27 2224-2229, 2016

The association of financial difficulties with clinical
outcomes in cancer patients: secondary analysis of 16
academic prospective clinical trials conducted in Italy’

F. Perrone’™, C. Jommi2, M. Di Maio™.*, A. Gimigliano', C. Gridelli3, S. Pignata®, F. Ciardiello®,

F. Nuzzob, A. de Matteis®, L. Del Mastro’, J. Bryce!, G. Daniele!, A. Morabito8, M. C. Piccirillo’,
G. Rocco?, L. Guizzaro'®11 & C. Gallo™

EORTC C30 - domanda #28
Durante gli ultimi sette giorni, le Sue condizioni fisiche o il Suo
trattamento medico Le hanno causato difficolta finanziarie?

No Un po’ Parecchio Moltissimo
1 2 3 4



Annals of Oncology 27: 2224-2229, 2016

Trial Published in, year  Type of tumor Setting # pts
1. BREAST-10 BMC cancer, 2011 Breast Advanced 126
2. CAPPA-2 Lung Cancer, 2013 NSCLC Advanced, PS2 37
3. DISTAL Br J Cancer, 2004 NSCLC Advanced, 2 line 192
4. DISTAL-2 Lung cancer, 2009 NSCLC Advanced, 2 line 73
5.EDD Br J Cancer, 2006 Breast Advanced 16
6. ELDA Ann Oncol, 2015 Breast Adjuvant, 265 yrs 251
7. ELVIS J Natl Cancer Inst, 1999 NSCLC Advanced, 270 yrs 149
8. GECO Lancet Oncol, 2007 NSCLC Advanced 358
9. GEMVIN-2 Br J Cancer, 2000 NSCLC Advanced 129
10. GEMVIN-3 J Clin Oncol,2003 NSCLC Advanced 342
11. G-STEP J Thor Oncol, 2012 SCLC Extended 62
12. MILES-1 J Natl Cancer Inst, 2003 NSCLC Advanced, 270 yrs 594
13. MILES-2 J Clin Oncol, 2007 NSCLC Advanced, 270 yrs 193
14. MITO-2 J Clin Oncol, 2011 Ovary Advanced 617
15. TAXw Ann Oncol, 2005 Breast Advanced, 265 yrs 38
16. TORCH J Clin Oncol, 2012 NSCLC Advanced 493

3670




Annals of Oncology 27: 2224-2229, 2016

Difficolta finanziarie al basale

EORTC C30 - QUESTION #28
Durante gli ultimi sette giorni, le Sue condizioni fisiche o il Suo
trattamento medico Le hanno causato difficolta finanziarie?

No Un po’ Parecchio Moltissimo
1 2 3 4

2714 669 205 82 2 6 %

(74.0%) (18.2%) (5.6%) (2.2%) I




Annals of Oncology 27: 2224-2229, 2016

The association of financial difficulties with clinical
outcomes in cancer patients: secondary analysis of 16
academic prospective clinical trials conducted in Italy’

Table 1. Distribution of patients according to baseline characteristics and baseline financial burden

Total During the last week, has your physical condition or medical treatment caused you financial P
N=3670 difficulties?
Not at all Alittle Quite a bit Very much
N=2714 N=669 N=205 N=82
n (%) n (%)
(o)
Age <65: 33/) <0.001
-565 1654 58 (3.5%)
>65 ws  Female: 32% U (12%)
Gender <0.001
Male a0 Centre-South: 30% 2 0o
1550 0 (26%)
Region <0.001
North 956 804 8 (0.8%)
Centre 509 343 (67.4%) 109 (21.4%) 41 16 (3.1%)

South/islands 2205 1567 (71.1%) 447 (20.3%) 133 (6.0%) 58 (2.6%)




The association of financial difficulties with clinical Annals of Oncology 27: 2224-2229, 2016
outcomes in cancer patients: secondary analysis of 16
academic prospective clinical trials conducted in Italy’

26% di 3670 pazienti con

QOL difficolta finanziarie al basale
EORTC it
29_;; m Odd ratio di peggiorare la QOL

1.35 (95%CI 1.08-1.70) P=0.009




The association of financial difficulties with clinical Annals of Oncology 27: 2224-2229, 2016
outcomes in cancer patients: secondary analysis of 16
academic prospective clinical trials conducted in Italy’

Cambiamento durante il
26% di 3670 pazienti con trattamento della risposta alla
QOL difficolta finanziarie al basale domanda #28
EORTC i Better (lower) score 7.3%
zg_étoems Odd ratio di peggiorare la QOL ( ) 2
1.35 (95%CI 1.08-1.70) P=0.009 Same score 70.2%
Worse (higher) score 22.5%

U

«Financial toxicity»



The association of financial difficulties with clinical Annals of Oncology 27: 2224-2229, 2016
outcomes in cancer patients: secondary analysis of 16
academic prospective clinical trials conducted in Italy’

Cambiamento durante il
26% di 3670 pazienti con trattamento della risposta alla
QOL difficolta finanziarie al basale domanda #28
EORTC i Better (lower) score 7.3%
zg_étoems Odd ratio di peggiorare la QOL ( ) 2
1.35 (95%CI 1.08-1.70) P=0.009 Same score 70.2%
Worse (higher) score 22.5%
22.5% dei pazienti sviluppa l
tossicita finanziaria durante il - . = =
0S rattamento «Financial toxicity»
Hazard Ratio di morte
1.20 (95%CI 1.05-1.37) P=0.007




Costo delle cure

Diretto Tossicita finanziaria
* |Interventi, farmaci,

dispositivi, trasporti Onere finanziario oggettivo

parcheggio, alloggio, tempo  m——! Difficolta a sostenere i legati al
Indiretto percorso diagnostico e Peggioramento della
« Produttivita ridotta, terapeutico della malattia qualité della vita

incapacita o impossibilita a

lavorare Onere psicologico soggettivo

Stress emotivo, ansia, Aumento de| rischio
preoccupazione, depressione, . o Ngns
Altro di morbidita e

Preoccupazioni finanziarie
Incertezza sulle spese da
sostenere, rischio di
indebitamento, rischio per la
proprieta e i risparmi, oneri
amministrativi, preoccupazioni
relative al futuro professionale e

altro T

- Modficgtori - Entlté
Situazione economica e disponibilita di risorse, mu |t|dlmenSIOna|e

sistema sanitario nazionale, altri fattori di stress
legati alla malattia e altri

mortalita

Reazioni pratiche individuali
— Rinvio visite mediche, rinvio
controlli diagnostici,

Modified from Pisu M et al. Nature Reviews 2022



mal List » BMJ Cpen » v.33) 2018 » PMCET35930

B Visil this arbiche
¥ Submit & manuscripl
B"] Open b Receive email alerts

<o BM)

BM.J Open. 2019; 9(9): e031485. FMCID: PMCBT38930
Published online 2019 Sep 9. doi: 10.1136/bmjopen-2019-031485 PMID: 31501130

Development and validation of a patient-reported outcome tool to assess

cancer-related financial toxicity in ltaly: a protocol

Silvia Riva,'-2 Jane Bryce, 345 Francesco De Lorenzo,%7 Laura Del Campo,® Massimo Di Maio,® Fabio Efficace,1?

14

Luciano Frontini,"! Diana Giannarelli,? Lara Gitto,"* Elisabetta lannelli,® Claudio Jommi,
Vincenzo Montesarchio, 1? Francesca Tracld,® Concetta Maria Vaccaro, '® Ciro Gallo,'” and Francesco Perrone

3

»  Author information » Article notes » Copyright and License information Disclaimer

AIRC



ISPOR

Improuing healthcare decisions

Task 1 Task 2 Task 3 Task5

Concept Item Instrument External
elicitation generation refinement validation
and coding and analysis and internal
validation
Supportive Care in Cancer Received: 20 June 2020 / Accepted: 16 October 2020
https://doi.org/10.1007/500520-020-05840-z () Springer-Verlag GmbH Germany, part of Springer Nature 2020
ORIGINAL ARTICLE
®

Check far
updates

A qualitative analysis and development of a conceptual model
assessing financial toxicity in cancer patients accessing the universal
healthcare system

Silvia Riva "2 - Fabio Efficace® - Massimo Di Maio* + Jane Bryce®®” . Laura Del Campo® + Francesco De Lorenzo®'® .

Luciano Frontini'' - Diana Giannarelli ' - Lara Gitto'* - Elisabetta lannelli® - Claudio Jommi'* -

Vincenzo Montesarchio'® - Francesca Tracld® - Concetta Maria Vaccaro'® - Laura Arenare® - Giuliana Canzanella® -
Anna Gimigliano® + Fiorella Romano® + Alfonso Savio® - Lucia Sparavigna® - Maria Carmela Piccirillo® -

Lorenzo Guizzaro ' - Ciro Gallo'? - Francesco Perrone®



PROFFIT - summary

Task 1

Initial pool of 156 concepts — 10 thematic libraries

Task 2

Task 3

101 items removed by the Steering Committee due to overlapping content 55 items
25 items removed because of importance score under the median 30 items
6 items removed due to high inter-item correlation » 24 items

l

8 items removed due to low communality

Y

16-item PROFFIT




BM) Open Cross-sectional study to develop and

describe psychometric characteristics of
a patient-reported instrument
(PROFFIT) for measuring financial
toxicity of cancer within a public
healthcare system

Silvia Riva,'? Laura Arenare,® Massimo Di Maio @ ,* Fabio Efficace,’
Vincenzo Montesarchio,® Luciano Frontini,” Diana Giannarelli,® Jane Bryce,
Laura Del Campo,'" Francesco De Lorenzo,'*'® Elisabetta lannelli,"
Francesca Traclo,'? Lara Gitto, ' Claudio Jommi,'® Concetta Maria Vaccaro, '®
Daniela Barberio,'” Saverio Cinieri,'® Camillo Porta,'®?° Lucia Del Mastro,?"??
Vittorina Zagonel,?® Alessio Aligi Cogoni,?* Roberto Bordonaro,?® Anna Gimigliano,®
Maria Carmela Piccirillo,® Lorenzo Guizzaro,?® Ciro Gallo @ ,%®

Francesco Perrone

3,9,10

DESIGNERS

CORSO DI

PROF.SSA

e o PROFFIT

PATIENT

REPORTED
OUTCOME FOR

FINANCIAL
TOXICITY
OF CANCER

VALERIA LEPORE
PIERPACLA BORZACCHIELLO

DESIGN PER LA VISUALIZZAZIONE SCIENTIFICA

CARLA LANGELLA

BM)

Riva S, et al. BMJ Open 2021;11:e049128. doi:10.1136/bmjopen-2021-049128



ol A X i.-:: Codice paziente Iniziali paziente Data " B

E". Mg Gentile Signora/Signore, per ognuna delle seguenti
A affermazioni, Le chiediamo di segnare |a risposta che

REEEEEE LN meglio descrive la Sua esperienza. Permiende  Unpo'  Abbastsnzs Maoltissimo
d'sccorde  d'aceerde dsocorde  d'accorde

1 2 L)
1 Sonoin grado di sostenere le mie spese mensili senza difficolta (ad esempio per affitto, eletiricita, " ? X “
telefono...)
La mia malattia ha idotto le mie disponibilita economiche
Sono precccupata/o dei problemi economici che potrei avere in futuro a causa della mia malattia
La mia condizione economica incide sulle mie possibilitd di curarmi
Ho ridotto le spese per atfivitd ricreative come vacanze, ristoranti o spettacoli per affrontare le spese
della mia malattia
Ho ridotio le spese per acquisti essenziali (ad esempio il cibo) per affrontare le spese per la mia
malattia
T Sono preoccupata/o di non duscine & lavorare a causa della mia malattia
8 Il Servizio Sanitario Nazionale copre tutti i costi sanitari associati alla mia malattia
9 Hosostenuto spese per una o pil visite private per la mia malattia
10 Hosostenuto spese per fammaci supplementan o integrator per la mia malattia
11 Devo sostenere spese per cure integrative a mio carico (es. fisioterapia, psicoterapia, cune
odontoiatriche)
12 Il centro dicura & lontano dalla mia abitazione
13 Hodovuto sostanere dlevanti costi ditrasporto per curarmi
14 |l personale sanitario (cioé medici, infermien, etc.) ha agevolato il percorso di cura

15 |l personale ospedaliero amministrativo (ciog ufficio prenotazioni, segreterie, etc.) ha agevolato il
percorso di cura
16 ('&stata comunicazione tra i medici e |e strutture sanitarie che mi seguono

o
o
O

& ;o R
O 00 O

00 00 O O00QC0 O 0O Q00
00O OO0 O OO0QCO O ©O OO0
00 000 O O0O0CO0O O O OO0

OO0 000 O O000 O



1. 2. 3. 4, 5. 6. 7.
Monthly Financial Future Medical Leisure Essential Ability to
expenses resources problems care activities goods work
A

PROFFIT score

Effect

14.
Causes | o
/ Nurses
12. P Financial toxicity
Distance | 15. Support from
£ hospital Administrative health £
rom hospita personnel ealth sta
13. 16.
Cost of Communication
travelling between parties
8. 9. 10.
National Health Private Medicines or Addltlonal
Service coverage examinations supplements treatments

Medical expenses

Figure 1 Postulated causal structure for PROFFIT tool. PROFIT, Patient-Reported Outcome for Fighting FInancial Toxicity.
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Confirmatory validation analysis of the PROFFIT questionnaire to assess
financial toxicity in cancer patients
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ISPOR

Improving healthcare decisions

Concept Item Instrument External
elicitation and generation refinement validation
coding and analysis and internal
validation
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Figure 1. Correlation between PROFFIT-score and financial difficulties (Q-28, question 28 of the EORTC-QLQ-C30, on the left) and HR-QOL (questions 29/30 of the
EORTC-QLQ-C30, on the right). Bubble size is proportional to frequency. Solid line represents regression lines.
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financial toxicity in cancer patients

L. Arenare!, C. Porta’?, D. Barberio?, S. Terzolo®, V. Zagonel, S. Pisconti’, L. Del Mastro®?, C. Pinto'?, D. Bilancia',

S. Cinieri'?, M. Rizzo®, G. Migliaccio®, V. Montesarchio®, L. Del Campo™, F. De Lorenzo'*™, E. lannelli'**, F. Traclo™®1,
L. Gitto'?, M. C. Vaccaro®®, L Frontini'®, D. Giannarelli?°, J. Bryce™, M. C. Piccirillo’, C. Jommi*?, F. Efficace?, S. Riva™,
M. Di Maio®, C. Gallo™ & F. Perrone®”

https.//di Volume 8 m Issue 6 m 2023

Table 2. PROFFIT-score by selected baseline characteristics. NA, not
applicable

n  PROFFIT- P
score
Mean (SD)

Sex at birth 0.08
Female 116 39.4 (25.7)

Male 105 33.4 (23.7)

Age, years 0.10
<65 106 39.4 (24.5)
>65 115 33.9 (25.1)

Macro-region where the patient lives <0.001
North West 44 245 (19.9) :
North East 48 34.0 (24.8)

South 129 42.7 (25.0)

Education level 0.017
None/primary 32 44.0 (24.2)

Lower secondary 64 34.6 (26.1)
Upper secondary/tertiary 125 33.2 (24.3)

Living alone 0.79
No 173 36.3 (25.5)

Yes 48 37.4 (22.6)

With dependent family members 0.19
No 156 35.1 (24.2)

Yes 65 39.9 (26.3)

Family members with cancer or chronic disease 037
No 119 37.9 (25.6)

Yes 102 34.9 (24.0)

Working status at diagnosis <0.001
Permanent/temporary/flexible 62 32.5 (19.4)
Freelancer/craftsman/trader 21 51.2 (28.6)
Housewife/unemployed 36 48.5 (26.6)

Retired 102 31.7 (24.1)

Time (years) from initial diagnosis 0.87
<1 147 36.7 (24.8)
>1 74 36.1 (25.2)

Performance status at baseline 0.54
0 146 35.8 (23.9)
>1 75 38.0 (26.8)

Concomitant diseases at baseline 052
None 60 38.3 (27.8)
>1 161 35.9 (23.8)

Primary tumour site 0.23
Breast 50 34.9 (24.7)

Lower gastrointestinal tract 44 37.4 (26.0)
Genito-urinary 40 329 (21.2)
Thoracic 20 43.7 (25.1)
Upper gastrointestinal tract 37 31.8 (23.8)
Other 30 44.0 (28.3)

Line of ongoing treatment 0.31
Adjuvant/neoadjuvant 59 33.3 (25.2)

First line 109 39.1 (25.6)

Second or further line
Reported economic damage from COVID-19

53 34.9 (22.8)
<0.001
130 31.0 (23.2)

A4

)

Not at all

A little 64 36.8 (22.2)
Very much 24 65.6 (21.0)
Missing 3 NA

Table 3. PROFFIT-score by response to items describing determinants

Number and item content Mean PROFFIT- SD P

score ]

8. The National Health Service covers all ‘ 0.006 )
health costs...

Very much agree 254 24.9

Agree substantially 40.7 235

Agree partially 406 239

Do not agree at all 38.1 25.
9. | have paid for one or more private <0.001 >
medical examinations...

Do not agree at all 27.4 18.7

Agree partially 318 23.2

Agree substantially 40.8 26.0

Very much agree 46.9 27.
10. | have paid for additional medicines or @>
supplements...

Do not agree at all 303 27.1

Agree partially 30.0 20.2

Agree substantially 39.5 233

Very much agree 46.8 25.7C
11. | have to pay for additional treatment <0.001 >
myself (e.g. physiotherapy...

Do not agree at all 26.9 22.8

Agree partially 334 22.0

Agree substantially 46.0 234

Very much agree 46.5 27.0,
12. The treatment centre is a long way from <0.001 >
where | live

Do not agree at all 26.4 203

Agree partially 36.1 229

Agree substantially 403 26.7

Very much agree 49.9 26.7C
13. | have spent a considerable amount of <0.001 >
money on travel...

Do not agree at all 254 19.1

Agree partially 36.5 228

Agree substantially 46.8 26.5

Very much agree 56.6 ZS,C
14. Medical staff (i.e. doctors, nurses, etc.) 0.048 >
have been helpful...

Very much agree 346 253

Agree substantially 379 233

Agree partially 434 26.1

Do not agree at all 46.2 25.6
15. Staff in hospital administration have 0.057
been helpful...

Very much agree 330 24.5

Agree substantially 37.3 26.1

Agree partially 39.6 19.4

Do not agree at all
16. Healthcare staff communicated well with
each other...

<0.001

=
o
=
N
o

A4

Very much agree 301 228
Agree substantially 38.2 25.1
Agree partially 432 27.2
Do not agree at all 48.1 SR
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Significant associations (p < 0.0001) were found
between PROFFIT-score and Q28 at all time-points
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Table 1
Characteristics of patients.
N =221

Sex at birth, n(%) 100 +
Female 116 (52.5)
Male 105 (47.5)
Age, n(%) 80
<65 106 (48.0) 9
> =65 115 (52.0) 8
Macro-region where the patient lives, n(%) 0
North 92 (41.6) — 604
South 129 (584) L
Education level, n(%) (L:IS
None/primary 32 (14.5) e
Middle school 64 (2000 O 40
Upper secondary/tertiary 125 (56.6)
Working status at diagnosis, n(%)
Permanent/temporary/flexible 62 (28.1)
Freelancer/craftsman/trader 21 (9.5) 20 A
Housewife/unemployed 36 (16.3)
Retired 102 (46.2)
Performance status at baseline, n(%)
0 146 (66.1) 01
=1 75 (33.9)
Primary tumour site, n(%)
Breast 50 (22.6)
Lower gastrointestinal tract 44 (19.9)
Genito-urinary 40 (18.1)
Upper gastrointestinal tract 37 (16.7)
Other 30 (13.6)
Thoracic 20 (9.0)

1 2 3 4

Baseline

End cycle 1 End cycle 2 End cycle 3 End cycle 4 End cycle 5

Response to Q28 (1=not at all, 2=a little, 3=quite a bit, 4=very much)

Fig. 2. Associations across the time between PROFFIT-score and response to Q28

End cycle 6
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throughout treatment, with 100 1001
patients in Southern Italy ] ®,
reporting higher (worse) values. »U ”

T T T T T T T T T T T T r
Basoline Endcycle! Endcyce? Endoyced Endoyded Endcycles Endcyced Baseine Endcyde! Endoyce? Endoyced Endoyced Endoces Endcycle®

Mean PROFFIT-score (sd)
kS
o
Mean PROFFIT-score (sd)
5
o

® PROFFIT-score @ Q28-score HR-QOL-score

Fig. 3. Distribution of PROFFIT-score, Q28-score and HR-QOL-score over the time for the overall population and scattered by geographic region



Forse abbiamo qualche problema di equita...

Mean PROFFIT score

Riva S, et al. BMJ Open 2021;11:2049128. doi:10.1136/bmjopen-2021-049128

_ Median  (IQR} P (Mann-Whitney)
(SD) All patients 381 (23.8-57.1)
Overall 42.4 (24.9) Region of the hospital 0.005
: Morth 286 (14.3-47.m
Sex at birth Conter 353 ine19)
Female 45.9 (26.0) South 429 (23.8-57.1
Islands W 3335101)
RETE ONCOLOGICA Male 36.9 (22'2) Gender 0.932
CAMPANA Age Female 381 (23.8-57.1)
Male 333 (238524
<65 51.6 (24.9) Age category 0.005
=>65 34.9 (22.4) <=b5 429 (23.8-57.1)
»65 26.2  (14.3-47.6)
Annals of Research in Oncology
Vol. 2{2), 94-104, 2022 Table 2. PROFFIT-score by selected baseline characteristics. NA, not
Ospedale Mauriziano, Torino applicable
 Tw | wewen [ weawem || OPEN s
e | e mzmern [esianaa | iean 0]
:): 57 27.90 (21.92 23.81 (9.52-42.86 > Sex at birth 0.08
ale 90(21.92) -811(9.52-42.86) Female 116 39.4 (25.7)
Female 110 30.00 (21.77) 23.81 (14.29-47.62) Male 105 33.4 (23.7)
Age 0.002 Age, years 0.10
Younger than 70 years 79 34,54 (22.33) 14.29-47.62) <65 106 39.4 (24.5)
Older than 70 years 88 2457 (20.27) 19.05 (9.52-36.90) >65 115 33.9 (25.1)
Macro-region where the patient lives <0.001
North West 47 24.5 (19.9)
North East 4% 4.0 (24.8)
South il .7 (25.0
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e Dati da PROFFIT in 2.166 pazienti
tra ott 2019 e dic 2024, raccolti
negli studi di validazione e in
casistiche cliniche (Ospedali W
Mauriziano e Molinette di Torino, A
Rete Oncologica Campana,
indagine ANDOS)

100¢%%

e Datidalla domanda 28 EORTC-C30
in 3.670 pazienti tra mar 1996 e
mag 2012 dei 16 studi che hanno
dato 'avvio al progetto di ricerca +
ulteriori 670 pazienti di altri studi CIGURA 48. Stima
promossi dall'INT Napoli tra marzo | deitandamento R —
2009 e dicembre 2018 della tossicita

finanziaria in ltalia
nel corso degli anni. 1201994 121959 122004 122009 122014 122019 12/2024

Tossicita finanziaria
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La tossicita finanziaria in oncologia

Francesco Perrone, Laura Arenare, Maria Carmela Piccirillo, Massimo Di Maio
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ESMO expert consensus statements on the screening and management of
financial toxicity in patients with cancer

P. M. Carrera™?”, G. Curigliano®*, D. Santini®, L. Sharp®, R. J. Chan’, M. Pisu®, F. Perrone’, 5. Karjalainen'®, G. Numico®?,
N. Cherny'?, E. Winkler™, M. L. Amador, M. Fitch'®, M. Lawler'5, F. Meunier'’, N. Khera'®, G. Pentheroudakis®®,

D. Trapani®* & C. I. Ripamonti?’

When and how should cancer patients undergo
a financial toxicity assessment?

Health care providers should make a preliminary assessment of the financial impact of disease and
treatment on patient and his/her household at the diagnosis or before the start of treatment. As
the data on long-term survivors are lacking, whether there is a need for these assessments to
continue over time needs further research. A reasonable approach, which requires further
validation, might be based on a sequential strategy, starting with the use of a simple set of
questions from instruments developed to evaluate quality of life (Qol) as a screening tool, and
then using a specific, longer validated questionnaire for further comprehension of the financial

problems by the initial single question. LoE: V

Risk factors for FT

FT during continuous treatment

FT at diagnosis

FT at end of life

FT during initial treatment | FT among survivors
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ESMO expert consensus statements on the screening and management of
financial toxicity in patients with cancer

P. M. Carrera™?”, G. Curigliano®*, D. Santini®, L. Sharp®, R. J. Chan’, M. Pisu®, F. Perrone’, 5. Karjalainen'®, G. Numico®?,
N. Cherny'?, E. Winkler™, M. L. Amador, M. Fitch'®, M. Lawler'5, F. Meunier'’, N. Khera'®, G. Pentheroudakis®®,
D. Trapani®* & C. I. Ripamonti?’

Table 1. Selection of instruments specifically developed to measure financial toxicity of cancer
Abbreviation of the  Author, year, Country of Original Translations Target population Mo. of
instrument reference origin language items
CosT de Souza et al, USA English 14 available (Chinese—simplified, Patients with cancer (various types) 12
2014" Chinese—traditional, English, French,
de Souza et al,, German, Greek, Hindi, Indonesian,
2017¢ ltalian, Korean, Malay, Marathi,
Portuguese, Spanish)
PROFFIT Riva et al,, Italy Italian English {ongoing linguistic validation and Patients with cancer (various types) 16
20217577 cross-cultural adaptation)
SFDQ, Dar et al., India Indian English Patients undergoing radiotherapy for 14
2022” head and neck cancer

COST, COmprehensive Score for financial Toxicity; PROFFIT, Patient-Reported Outcome for Fighting Financial Toxicity; SFDQ, Subjective Financial Distress Cuestionnaire.
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PROFFIT - Progetti in corso...

* Rete Oncologica Campana

* MITO45 - Ovarian cancer con il gruppo MITO

* FIT-RT - Radioterapia con AIRO

* GIM-VOICE - Early breast cancer con il gruppo GIM
* POINTER — mesotelioma

* Studi su neoplasie ematologiche con il GIMEMA

* Studi su sarcomi con lo IOV

* Coorti da pratica clinica di Mauriziano e Molinette
* Rete Oncologica Abruzzese

* Coorti prospettiche con tumori cerebrali

* Versione pediatrica?
* Terapia digitale...?



La tossicita finanziaria in oncologia € questione di rilevanza politica crescente

PROFFIT e il primo PROM per misurare la tossicita finanziaria sviluppato in
un sistema sanitario pubblico

Fornisce informazioni sia sul singolo caso che per gruppi di pazienti
Oltre a quantificare il problema, ne individua le cause strutturali

Offre una base per I'implementazione di politiche sanitarie mirate e per lo
sviluppo di un’‘oncologia attenta non solo agli aspetti clinici, ma anche al
benessere socioeconomico dei pazienti

'uso di strumenti come PROFFIT puo essere una strada per garantire una
cura del cancro piu equa e completa
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