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Time from EMA approval to first biosimilars sales
Treatment guidelines for biosimilar use
Physician switching policies
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Time from tender award to delivery

Winner decision criteria beyond price

all

VOLUME
DEVELOPMENT

1=Low, 5=High

IR
IR
IREEN
IREEN
IRNEN
IREEN
IREEN
RN

e N T T T TR T Y

Change in biologic volume
since biosimilar entry

COUNTRY STATUS
1=Low, 5=High
EEEEC]
EEEEC]
DEEEE
DEEEE
CEOEC
COEC]
NN

BN

w w w u un b

N

Ooa0]
Ooand
DEEEE

w U1 W W un un n

OoEnd



BIOSIMILAR SCORECARD: ITALY

POSITIVE POLICY ELEMENTS

1. The central government has a clear position on promoting biosimilars with the intention
of achieving savings from biosimilar competition.

2. An efficient tendering process, defined by national law, with a multi-winner tender
approach is used when there are more than three biosimilars available.

POLICY CHALLENGES

1. Certain regions have poor uptake of the most cost efficient product and tendering
processes result in high levels of complexity.

2. Incentives for investment in future innovation are at risk if savings from biosimilars are
not achieved and are offset by “high growth” charges to the industry.

POTENTIAL POLICY SOLUTIONS

1. Anational commitment to achieve target uptake levels, and increase recognition by all
stakeholders of their shared responsibility to encourage biosimilars would be welcomed.
Acknowledgment that the increased usage of biosimilars in Italy would contribute to the
long term sustainability of biosimilars, and play a role in the sustainability of the Italian
healthcare system.

2. Awarding multiple tender winners across more regions rather than a single winner can
result in more manufacturers being willing to bid and therefore intensifying the level of
competition in these regions, while promoting long term sustainability.

3. Asystem to provide consultation to regions with poor uptake of the most cost efficient
products, in order to understand the issues and provide advice, could bring improved
levels of savings to those regions.

4. Measures to ensure that regions effectively make the three winners available to
prescribers should be pursued in order to support prescribers’ freedom, ensure the
success of the multi-winner tender framework, and guarantee long-term competition.

Italy Biosimilar Scorecard prepared June 2020.
All analysis based on 12 months ending Q1 2020.
In cases where information is unavailable, scores are left blank.

For information on methodology supporting the scorecard metrics and statements,
please see the Appendix document at www.iqviainstitute.org/biosimilarscorecards
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