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Objective Methodology
While international reference pricing (IRP) is recognized as a prevalent An Excel model was developed to simulate IRP application, drawing
tool, there is some debate surrounding its continued relevance amid the on ex-manufacturer prices in potential reference countries from three
rise of confidential discounting. In a country such as Italy, where IRP is months prior, and calculating the delta relative to historic Italian prices.
used informally, and managed-entry agreements (MEAs) as well as other A basket of 23 drugs selected among the top prescribed molecules in
confidential agreements are relatively common, its continued influence oncology (as reported by OsMed, the National Observatory on the Use
is uncertain. The present analysis sought to identify whether there is of Medicines) was used. Controlling for active ingredient, pack size,
evidence that IRP continues to hold relevance in the Italian context. strength, form and market authorization holder, Italian prices were
compared to simulated prices in individual EU countries and the EU-wide

Results arithmetic average, on a monthly basis over a period of 15 years (from
73% of the molecules exhibited simulated prices falling within a delta January 2004 until June 2019).
of £5% of actual launch prices in Italy. In general, the smallest deltas _ . . o .
were observed with reference to the EU-wide average simulated price Figure 2 — Actual price evolution comparison (in EUR) for ustekinumab (130 MG,

) , . . ’ Concentrate solution for infusion, 1 unit) between Italy and all EU countries with the
as opposed to simulated prices in individual reference countries. Actual oroduct available on the market, from 2017 to present
Italian prices tended to remain largely stable, despite increasing deltas

relative tO S| mu lated p rices over t| me Ustekinumab - 130 MG, CONCENTRATE SOLUTION FOR INFUSION, 1 unit - Price evolution since January 2017 to present
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Figure 1 — Analysis results for each of the 23 active ingredients (Als) under analysis. * B
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« L:% delta between the actual list price in Italy and the simulated average price at
time of launch.

Figure 4 - Actual price evolution comparison (in EUR) for trastuzumab (600 MG,
Solution for injection, 1 unit) between Italy and all EU countries with the product
available in the market, from 2013 to present

« TD: % delta between the actual list price in Italy and the simulated average price
to date (as of June 2019).

« CAGR: Compound Annual Growth Rate

« NR: Not relevant (in case the product was launched in Italy prior to any other country
in the EU).

« The main 5 reference countries are the ones reported in primary research to
be the most frequently used during informal IRP, namely France, Germany,
the Netherlands, Spain and the United Kingdom. This is the rationale for
performing the analysis on the average of these 5 countries, as well as on the
EU-wide average.

Trastuzumab - 600 MG, SOLUTION FOR INJECTION, 1 unit - Price evolution since January 2013 to present
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« In green are highlighted cases where simulated prices fall within a delta of
+5% of actual launch prices in Italy; in blue are highlighted cases where price

fall within the same range in June 2019, just for comparison purposes.
« Please note we selected just one preparation per Al as an example, ensuring a

wide variety in the date of first price in Italy.
Conclusions e e e e T
The present analysis suggests that IRP continues to exert influence on e T e e e | Jemm——
Italian list prices, particularly at time of launch. Moreover, the EU average

price may be an important benchmark in price negotiations. Although
pricing contracts may be re-negotiated every couple of years, the present
results suggest that IRP may not be an extensive driver of price erosion
downstream of launch. Additional analysis on larger sample sizes is
needed to clarify the generalizability of these findings.
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