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OBJECTIVES

As one of its institutional objectives, ISPOR Italy
Rome Chapter (ISPOR-IRC) favors projects aimed at
disseminating knowledge and improving use of
Economic Evaluations (EE) in Italy.

Objective of this project was to propose
methodological and practical guidance to the costing
(resource consumption and unit costs) in EEs, in the
perspective of the Italian National Healthcare
Service.

METHODS

Project management was articulated around a
Steering Committee (overseeing the approach and
the final deliverables) plus 3 Working Groups (WG)
with the following sub-tasks: WG1 review of
published international guidelines in 14 countries;
WG2 quantification of resource consumption; WG3
attribution of unitary values. Furthermore, WGs
developed questions submitted to ISPOR members
for consensus on areas of uncertainty. According to
the study perspective, the project focused on direct
medical costs.

All WGs run targeted literature reviews to collect
published evidence on the methodology and
practicality of costing, discussed the findings and
formulated summaries and recommendations.

Table 2. Sources for resource consumption

Resources Main source Other sources

Summary of Product Clinical trials, real-world

Drug therapie
8 ples Characteristics (SmPC) studies

Resources for disease
management (visits, exams, etc.)

Non-randomized studies, real-

. . . world studies, medical
Randomized clinical trials

Freguency of adverse events records/administrative
End-oflife therapies databases
Table 3. Ad\ and disad of using diffe data sources

m Advantage Disadvantages

Effect of technology in ideal environment
resulting in risk of overestimation of
resources used.

Medical records are not always
electronic and often do not flow into the
ESF.

Variability of different administrative
sources and difficulty in comparing them.
Registries collect prospective,
nonrandomized observational cohort
data.

Clinical Trials Easily accessible data.

Medical records  Accurate data.

Often created to support

Health records . )
observational studies.

Complete data on demographic
characteristics, treatment (in
prescriptions and dispensations
dispensed), and causes of
termination of treatment.

Fully available to AIFA offices, but only

AIFA Registries partially available to researchers.

Widespread collection in the
territory, of the state of the art of
some oncological diseases.

If poorly constructed, it can be
bureaucratic tool and source of self-
referential and unrobust data.

Cancer registries

Ability to have a direct
confrontation with the patient
and map the difference between
territorial intake.

Estimates may contain bias related to the
number of services that have been
provided over the years.

Health surveys

Difficulty in capturing real worker

They capture the number compensation and matching it with

Health and
eatth an of disability pensions or productivity losses. Difficulty in
welfare database . y L .
companion benefits. perceiving the use of formal or informal
caregivers.
The data is often owned by the device
Wearable They capture the actual activity of = company; it does not dialogue with other

devices, personal
tracking devices

the individual patient (e.g.,
treatment adherence).

devices or currently integrate into public
data systems for consultation by health
professionals or for research activities.
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Table 1. Published Guidance on Costing in Economic Evaluations

Type of costs

Guidance on quantification of consumption (Yes/No)
Specific recommendations

Guidance on sources of costs (Yes/No)
Recommended sources

Comments/Notes

Australia

YES Specific manual and list of tariffs/unit costs.

Not specified Manual/List of tariffs/unit costs

YES Specific manual and list of tariffs/unit costs.

manual and list of tariffs/unit costs.

YES Specific manual and list of tariffs/unit costs.

YES Specific manual and list of rates/unit costs.

YES Specific manual and list of tariffs/unit costs.

YES Specific manual and list of tariffs/unit costs.
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RESULTS
Published guidelines

(Table 1).

recommend using in the base-case mainly direct health care

costs, with half of the countries (7/14) suggesting to include also indirect costs. 8/14
countries provide guidance on how to quantify resource consumption and 7/14
countries provide a list and/or manual of specific unit tariffs/costs to be used in EEs

As to the quantification of resource use the WGs analyzed different approaches,
ranging from using data from administrative databases (laboratory tests and hospital
admissions) to SmPC (drug dosing and schedule), to clinical trials (adverse events).

For the attribution of unitary costs, the WGs developed a comprehensive database to
be published online, reporting unit costs of resources according to Italian practice.
Data reported in Tables 2-3.

CONCLUSION

This report is independent research funded by ISPOR-IRC and involved voluntary
experts from academia, regulatory agencies, consultants and pharma companies. The
comprehensive Report generated by the ISPOR-IRC WGs, will represent a reference
point in the development of EEs in Italy for all stakeholders.

3 - Copenha




