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Introduction: Use of intravitreal anti-vascular endothelial growth factor (anti-VEGF) drugs and dexamethasone implant has 
increased significantly in the management of neovascular retinal diseases. The use of these drugs in Italy has not yet been 
described in detail on a large scale. Primary aim was to explore the prescribing pattern of anti-VEGF drugs and dexamethasone 
in Italian real-world setting. The secondary aim was to validate algorithms to identify in claims databases bilaterally treated 
patients and diabetic macular oedema (DME). 

Materials and methods: This retrospective drug utilisation study was conducted using claims databases of four Italian regions 
(approximately 17.6million persons). The index date (ID) was the first pharmacy claim for study drugs. Yearly prevalence of 
study drug use was described and stratified by region. Among incident users intravitreal anti-VEGF or dexamethasone users (no 
study drugs use in previous year), patient characteristics and treatment regimen were described: treatment lag time, switching, 
and bilateral treatment (i.e. two pharmacy claims <25days apart). Bilateral treatment and DME were validated by linking 
claims with prospectively clinical data from Sicilian ophthalmology centres where this information has been collected.

Results: Overall, 41,836patients received at least 1study drug from 2010 to 2016(4.8per 10,000 persons in the regional 
catchment areas). The prevalence of intravitreal anti-VEGF increased over time, being highest in Lombardy: 2.7per 10,000 
persons in 2010 to 5.74per 10,000 persons in 2016while the lowest was registered in Basilicata region going from 0.6per 
10,000 persons in 2013to 0.8in 2016.. The yearly prevalence of dexamethasone use showed a clear increasing trend particularly 
in Lombardy, increasing from 0.15in 2011to 1.37per 10,000 persons during the last year of study. Most anti-VEGF users were 
female (males/females=0.8), while the opposite was observed for dexamethasone (male/females=1.2). Ranibizumab was the 
most frequently used intravitreal drug (N= 30,298; 74.0%). If for anti-VEGF the median treatment gap was often in line with 
summary of product characteristic (SPC) (approximately one month apart for the first three injections), the median treatment 
gap for dexamethasone users was 180 days (IQR: 145-245days), with wide IQR suggesting treatment not in line with SPC. Only 
2,701patients (8.0%) switched intravitreal drug during the first year of therapy. Overall 16.0% incident users (N= 6,607) were 
bilaterally treated. Validation of 380 patients treated with study drugs suggested an overall accuracy 83.8(95% CI: 79.7- 87.3) 
for the identification of bilateral treatment and 72.3% (95% CI: 67.5-76.8) for DME for algorithms applied to claims databases. 

Discussion and conclusion: Intravitreal anti-VEGF and dexamethasone implant use increased over time in Italy with large 
heterogeneity across Regions. However, treatment regimens are not always in line with SPC recommendations from, especially 
for dexamethasone. For post marketing assessment of anti-VEGF drugs, claims databases are a valuable real world data 
source, if supplemented with clinical data.


