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Introduction: A biologic is ‘a medicine that contains one or more active substances made by or derived from a biological 
source’. A biosimilar is a biologic highly similar to the reference one, approved according to the standards of quality, safety and 
efficacy applied to all biologics. Although use of biosimilars was encouraged especially in order to ensure system sustainability, 
significant resistance to their use still exists, due to fears of lower efficacy and safety issues. However, clinical experience shows 
that biosimilars can be used as safely and effectively as other biologics. This assumption was highlighted in the second position 
paper and subsequent disclosures published by the Italian Medicines Agency. Moreover, some Italian regions adopted specific 
provisions about the use of lower-cost drugs, including biosimilars. In line with this approach, the Clinical Pharmacology Unit 
and Health Direction of University Hospital of Catania made some recommendations in order to promote appropriate use of 
biologics. In light of national and local disposals, the study aims to evaluate the use and the impact on hospital expenditure of 
biologics at the University Hospital of Catania.

Methods: We identified biologics prescribed from 2017, focusing on 3main therapeutic areas (dermatology, gastroenterology 
and rheumatology) in which high cost biologics are widely used. Data about originator and biosimilar expenditure were obtained 
from hospital administrative database.

Results: We identified almost 2800 patients treated with a biological medicine from January 2017to December 2018(+6.2% 
in 2018), corresponding to an overall expenditure of about 27.9million euro (+4.4% in 2018). Among these, 47.1% of patients 
were treated for rheumatological indications (648in 2017and 675in 2018), corresponding to almost 6million/year,43.5% for 
dermatological indications (589in 2017and 634in 2018) corresponding to 13.4million euro (6.4in 2017and 7million euro in 
2018), 9.4% for gastroenterological indications (129and 135respectively in 2017and 2018), corresponding to 1.1million euro/
year. The most prescribed drugs were adalimumab originator by Dermatology Units (222patients in 2017and 209in 2018), 
adalimumab originator and vedolizumab by Gastroenterology Units (36patients in 2017and 42in 2018respectively), etanercept 
originator by Rheumatology Units (162patients in 2017and 142in 2018). We observed an increase in the use of infliximab and 
etanercept biosimilars: in particular, in 2018almost 50% of patients admitted to Gastroenterology Units were treated with a 
biosimilar, with an average savings of more than 2000 euro/year/patient compared to 2017. Eventually, we detected a decrease 
in the number of patients treated with adalimumab originator in the first quarter of 2019.

Discussion and conclusions: Biologics are highly effective in several gastrointestinal, dermatological and rheumatic diseases. 
However, their introduction resulted in the growth of healthcare expenditure, so that the European annual biological drug 
costs can exceed € 23.000/patient. The recent introduction of biosimilars may address the issue of biologics sustainability.
In this study, we found a growth of biosimilar use at the University Hospital of Catania in 2018. This was particularly true for 
gastroenterology, in which almost 90% of infliximab prescriptions relate to biosimilar products, leading to a significant saving 
in cost per patient. Preliminary data of the first quarter of 2019show further increase in biosimilar use, including adalimumab 
biosimilars (available in Italy from July 2018). However, originators still represent the most prescribed drugs, probably also due 
to the recent introduction of new molecules. We can assume that the increase in biosimilar use may be related to treatment 
of naïve patients, given the overall increase in the number of subjects treated with biologics in 2018. Further analysis will be 
carried out to confirm this hypothesis.


