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1. OBJECTIVES  

To analyze requested drugs for off-label use in public hospitals, their therapeutic indications, available evidence  for their use, outcomes, and cost. 

 

2. METHODS 

Prospective analysis of patients treated with off-label used drugs from May 2011 to May 2012 in 5 public hospitals of Catalonia. Information on patients’ characteristics, medical 

conditions and therapeutic response (at 6 months in chronic diseases) was collected from medical records. The clinical responses to off-label use of drugs were classified as 

complete response (CR), partial response (PR), stabilization (S), and no response (NR) taking into account different parameters of efficacy for each disease.  

A review of published evidence for every drug use in each clinical indication was performed searching for information on the PubMed database. A search looking at ongoing 

clinical trials for every drug use in each clinical indication was conducted in clinicaltrials.gov register. The Oxford Centre for Evidence Based Medicine criteria was used to classify 

the available evidence found for each requested drug in each indication. The sale price of medicines in Spain was taken into account in the analysis of the cost of treatments. The 

total cost per patient was calculated according to the duration of treatment up to a maximum of 6 months. 

 

 

4. CONCLUSIONS 
 

There was a high variability of off-label medicines and indications. Although the clinical evidence of off-label medicines was often low, clinical response was observed in many patients with 

previous multiple treatment failure, but at the expense of some adverse effects and a high cost. Registers of patients would be helpful for clinical decisions, although clinical trials are needed. 

. 

3. RESULTS 

226 patients were included. The median [IQR] age of patients was 46 (33-62) years; 59% were women.  

Patients had received a median of three previous treatments. A total of 232 off-label medicines were administered to 226 patients for 102 different indications.  

Median (IQR) of 3 previous treatments: 3 (2-5) 

 

Toxicity:  

• 58 patients (25.7%) with 105 adverse effects. 

• 11 adverse effects were severe and in 10 treatment was withdrawn. 


