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IL NUOVO PILOT NELLA RETE PITER

EU4Health Joint Action on Cancer and other NCDs prevention

Aim: to support strategies and policies designed to reduce the burden of C&NCDs, their common risk
factors both at a personal and societal level, and to define methods to assess their effectiveness across
Europe.

Work Package 7 - Social Inequalities
Lead Beneficiary: Istituto Superiore di Sanita

Overall objective: ensure that the JA conftributes to cancer and other NCDs inequalities reduction in Europe.

Task 7.5

Task leaders: Raffaella Bucciardini, 1SS
Peter Csizmmadia, Hungary

Zsofia Kimmel, Hungary

Plan and implement specific pilot actions which address determinants of health and/or exposure to risk
factors (health inequalities monitoring, education/health literacy, fragile and vulnerable groups)
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HEALTH EQUITY

Health inequities are the differences in
health outcomes and their risk factors
between social groups that are socially
produced and systematic in their
distribution

‘ ‘ The absence of unfair and
avoidable or remediable
differences in health
among population groups

Health inequities are avoidable - they are
created by structural and political
processes and decisions that affect the
everyday living conditions of individuals
and populations.

defined socially, economically,
demographically or

geographically. , ,

- World Health Organization, 2008
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SOCIAL DETERMINANTS OF HEALTH

Macro-level context
Action on health inequities requires action

across all the social determinants of health Wider society Systems
(SDoHs): the range of interacting factors that
shape health and well-being.
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Marmot M, Friel S, Bell R, Houweling TA, Taylor S; Commission on Social Determinants of
Health.Closing the gap in a generation: health equity through action on the social
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STRUCTURAL AND INTERMEDIARY
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PATIENT REPORTED OUTCOMES

Despite the significant impact of HCC and its therapies
on PROs, they are rarely measured in routine clinical
practice to guide treatment decisions and symptom
management or inform quality improvement efforts

‘ ‘ Patient-reported outcomes
(PROs) are defined as any
O report of the status of a
patient’s health condition that
comes directly from the

Routine PRO collection allows systematic
evaluation of where improvements are needed in

patient . . . .
patient experience, patient educational needs,
LiL, Yeo W. Value of quality of life analysis in liver H H H H H
cancer: A clinician's perspective. World J Hepatol. Oﬂd Suppor’rlve care, mformlr)g_ nowgo’rlon
2017 Jul 18:9(20):867-883. doi: 10.4254/wjh.v9.i20.867. programs and the goals of clinical follow-up.

PMID: 28804570; PMCID: PMC5534362 Second, PROs may play a role in guiding decision-
making regarding treatment selection and
stopping rules. Finally, PROs can be used to define
freatment effectiveness for regulatory purposes.
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IL PILOT STUDY

Title: Prospective Evaluation of the Role of Social Determinants of Health in the liver cancer pathway in
representative real-life multicenter cohorts in Italy

Target population: patients with chronic liver disease of different etiologies
In a limited number of centers selected for geographic representativeness and relevance

Rational:

> Between 1990 and 2015 LC incidence increased by 75% worldwide and it is expected to grow dramatically by 55%
over the next 20 years if prevention strategies are not promoted.

> Studies from US show that SDoHs impact 1) the prevention measures on etiological agents that lead to liver cirrhosis
and subsequent liver cancer, 2) early prevention and 3) treatment in terms of access to proper medical and social
resources

> In Europe there there are few comprehensive and reliable data collections for patients with LC that enable a proper
study of SDoHs.

> A limited number of studies have systematically analyzed the role of SDoHs as risk factors for the development and
different clinical outcomes of LC in Europe.




IL PILOT STUDY
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IL PILOT STUDY

Awareness. which is the necessary precondition for all other actions, indicates the need for

screening for SDoH to identify social risk factors and assets for individuals and groups. The

19

role played by SDoH in liver cancer should be assessed in full detail, clarifying the different
levels to which they belong (structural or intermediary), in order to assess the specific role of
each factor and the possible interactions of different factors in liver cancer risk factor

distribution, incidence, care and mortality] In particular, socio-economic position should be
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IL PILOT STUDY

Objective: the pilot aims to evaluate the role played SDoHs in HCC clinical outcomes and patient
reported outcomes, and to suggest ethically sound strategies and actions to improve health equity in the
HCC pathway of care

Main outcomes:
1. Collect prospectively data on SDoHs for each enrolled patient with HCC,
2. Collect prospectively data on PROs for each enrolled patient with HCC.

3. Evaluate the correlation between SDoHs (environmental, behavioral, social and economic), clinical

outcomes (time and stage of diagnosis, treatment, survival) and PROs among enrolled patients.

4. Create an ethically sound evaluation tool to systematically analyze health inequalities and to evaluate

the types of intervention to be carried out in the light of available resources, prioritizing them.

P




IL PILOT STUDY

METHODOLOGY Prospective cohort study

Outcome 1: Collection of all relevant data on SDoHs will be made through the addition of specific items in the unified

web-based patient registration system of the PITER centers participating to this pilot study. Data will be integrated with

newly calculated indices such as the deprivation index.

New items to be included :

* Sex * Gender * Age ¢ Address with postal code* Nationality ¢ Education ¢ Job status eFiscal code (tax code)e Private
means of transportatione Members of the household ¢ Attitudes towards medicine scale eTobacco usee Alcohol usee

Diet and exercise* Other diseases not related to HCC ¢ HBV vaccination




IL PILOT STUDY

METHODOLOGY

Ovutcome 2: . Patient Reported Outcomes will be measured with the validated FACT Hepatobiliary (FACT-Hep) questionnaire, and
with NFHSI-18 National Comprehensive Cancer Network/Functional Assessment of Cancer Therapy Hepatobiliary Cancer Symptom
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IL PILOT STUDY

METHODOLOGY

Outcome 3: To evaluate the correlation of the HCC outcomes with SDOHs, the clinical variables will be included in the stafistical
analysis. The analysis will be done taking into consideration the synergistic action and intersectionality of multiple SDoHs
influencing health outcomes. The statistical analysis is related to the application of the main methods of survival analysis: Kaplan-
Meier survival curves, Proportional hazard and/or time-dependent Cox models. In presence of non-liver related mortality causes,
competing risk models will be fitted to model the cumulative incidence for HCC mortality (outcome of interest) and non-liver

related mortality (the competing event) and to detect the impact of SDOHs as well as the clinical variables.

To measure HCC clinical outcomes, data will be collected through the items already present in the unified web-based patient
registration system and through the addition of new specific items. We will consider as relevant HCC outcomes:1. Time and stage

of diagnosis 2. Treatments 3. Survival.




IL PILOT STUDY

METHODOLOGY

Ovutcome 4: Possible strategies and actions to improve health equity will be negotiated with a multidisciplinary approach via the
Estimate-Talk-Estimate (ETE) method, or “mini-Delphi’” consensus. We will first articulate the core values and related main goals.
According to these values, we will lay out the principles guiding HCC access to care in Italy, and we will rank them to handle
potential conflicts. This will allow to have a unique criterion with a proper balance between competing principles and to apply it

in the formulation of new policies.

This new tool could guarantee more uniform choices and it could help navigating choices and trade-offs in new issues arising in
HCC access to care and it could ultimately inform and justify future recommendations, implementing policies that are consistent

and easily communicable.




Context-specific strategies tackling both
structural and intermediary determinants

Key dimensions and directions for policy

Intersectoral Social Participation
Action and Empowerment

Globalization
Environment

Policies on stratification to reduce inequalities,
mitigate effects of stratification

‘ Policies to reduce exposures of disadvantaged

people to health-damaging factors
Policies to reduce vulnerabilities of

disadvantaged people

Policies to reduce unequal consequences of illness

in social, economic and health terms

Macro Level:
Public Policies

Mesa Level:
Community

Micro Level:
Individual
interaction

¢ Monitoring and follow-up of health equity and SDH

e Evidence on intervention to tackle social determinants
of health across government.

Framework for tackling
SDH inequities (Commission
on the Social Determinants
of Health, 2008)

¢ Include health equity as a goal in health policy and
other social policies
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