Authority to Access: Rituximab dispensing trends at St. Vincent’s Hospital Sydney after PBS unrestricted listing
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Introduction. Rituximab, an anti-CD20 monoclonal antibody that has more than 350 off label uses reported in Australia (O’Connor et al., 2013). Biosimilars entered the Australian market in 2019, and in 2021 the Pharmaceutical Benefits Scheme (PBS) lifted restrictions on its use. Prior to these changes came into effect in 2022, rituximab was accessed for off-label and non-PBS listed indications via individual patient use (IPU) applications.
Aims. We aim to quantify changes in rituximab dispensing rates and associated hospital expenditure at St.Vincent’s Hospital, Sydney from 2015-2025. Additionally, we seek to categorize the most common indications for its use and requesting specialties. 
Methods. A descriptive analysis was performed on dispensing rates and hospital expenditure. 
Results. A total of 498 rituximab IPUs across 132 conditions were identified. Lung transplant antibody mediated rejection (AMR) was the most common off-label indication (125/498; 25.1%), followed by cardiac transplant AMR (23; 4.6%) and non-Hodgkin’s lymphoma (21; 4.2%). Haematology accounted for 23.3% of IPUs (116/498) and represented the largest share of PBS-indicated use, while lung transplant was the highest overall IPU user (128/498; 25.7%). Following biosimilar (Riximyo) introduction, the cost of 500 mg rituximab fell from $2,144.29 in 2015 to $523.89 in 2019 (−75.6%) and to $247.22 in 2025 (−88.5% vs 2015).
Discussion. Lung transplant services were the largest users of off-label rituximab at St Vincent’s over the past decade, though use has declined in recent years, likely reflecting policy changes and newer biologics for antibody-mediated rejection. In contrast, haematology use aligns more closely with PBS-approved indications and standardised regimens, while transplant programs drive institutionally approved prescribing. Over this period, the cost of rituximab has fallen substantially, improving affordability despite ongoing off-label demand.
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