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Objective:
The objective of this study was to compare the efficacy of 4CYTE™ with a positive control NSAID carprofen, for the 
treatment of naturally occurring osteoarthritis in the dog. The primary hypotheses was that improvement in 
lameness scores were not different between treatments.

Summary:
A randomised controlled clinical trial was used to assess response to therapy. 82 dogs with clinical signs of 
osteoarthritis were enrolled in the study of which 16/82 (19.5%) were then excluded due to lack of radiographic 
evidence of osteoarthritis. The remaining 66 dogs completed the study. The main breeds represented were cross 
breeds 20/82 (24%), Labradors, Retrievers and Border Collies as the three main pure bred cases 22/82 (27%) and the 
remaining dogs were a variety of pure breeds. All dogs were over 6 months of age, from 10 to 50 kg and were 
enrolled from May 2011 to May 2012 in Victoria, Australia. 
The primary outcome was defined as the binomial “improvement versus no improvement” of Owner Lameness 
Score (OLS) at Day 28 compared to Day 0. Other outcomes were the improvement in OLS, Veterinary Lameness 
Score (VLS) and the Owner Mobility Scores (OMS) at Days 14 and 28. All outcomes used ordinal observation scales 
with masked assessment. Outcomes were evaluated for non-inferiority using the 90%CI of the difference between 
two independent proportions. The Hodges-Lehmann estimate of the median of the pairwise differences was also 
calculated from the ordinal ratings.

Key Findings:
•  For dogs dosed with 4CYTE™ versus carprofen, OLS at day    
   14 improved for 10/29 (34%) dogs and 13/37 (35%) dogs,  
   and at day 28 had improved for 14/29 (48%) and 13/37  
   (35%) respetively. 
•  4CYTE™ was found to be non-inferior to carprofen at day      
    14 for the OMS, and non-inferior at day 28 for all three  
    outcomes. 
• The results support the conclusion that 4CYTE™ was at  
   least as effective as carprofen in relief of pain and lamness  
   resulting from osteoarthritis in adult dogs, i.e. clinical   
   end-point bioequivalence was demonstrated.

Fig 6 - At day 28 twice the proportion 41.4% of dogs on 4CYTE™ Canine 
improved compared to 21.6% that received the control.

Fig 7 - Between day 0 and day 28 at any given time point, 62.1% of dogs that 
received 4CYTE™ Canine improved compared to 54.1% on the control.
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