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Quantitative evaluation of off-label disease selection of rituximab biosimilar
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Abstract: Objective Through the method of evidence-based medicine to quantitative evaluation of off-label disease selection of
three rituximab biosimilar. Methods Referring to the "A Quick Guideline for Drug Evaluation and Selection in Chinese Medical
Institutions", through the collection of rituximab pharmaceutical characteristics, efficacy, safety, economy, medical insurance
attributes, base medicine attributes, storage conditions, drug expiration dates, global usage and production enterprise status and other
data from three different manufacturers (trade names: Rituxan, Hanlikang, Dabohua), the application of rituximab in rheumatoid
arthritis, immune thrombocytopenia (ITP), and granulomatous/microscopic polyangiitis was evaluated for quantitative evaluation.
Results Among the three kinds of rituximab in the treatment of rheumatoid arthritis, the score of Rituximab was 64, the score of
Dabohua was 70, and the score of Hanlikang was 72. For rheumatoid arthritis, Hanlikang was the best choice. In the treatment of
thrombocytopenia and granulomatous/microscopic polyangiitis, Dabohua had the highest scores, 68 and 71, respectively. Dabohua
was the best choice for the treatment of thrombocytopenia and granulomatous/microscopic polyangiitis. Conclusion Three kinds of
rituximab could enter the drug catalogue of medical institutions. Hanlikang is recommended for the treatment of rheumatoid
arthritis. Dabohua is recommended for the treatment of granulomatous/microscopic polyangiitis and weakly recommended for the
treatment of thrombocytopenia.
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Table 1 Approved indications for instructions of rituximab from three manufacturers
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Table 2 Pharmacological characteristics and usage methods of rituximab
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Table 3 Recommended guidelines for use of rituximab in RA, GPA/MPA, and ITP
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Table 4 Evidence based medicine for use of rituximab in RA, GPA/MPA, and ITP
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Table 5 Safety evaluation scores of rituximab from three manufacturers
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Table 6 Cycle costs of rituximab in treatment of RA, GPA/MPA, and ITP
s BT D ST
RA ITP AAV
2 B (32 1) 2294.44(10 mL: 100 mg) 45 888.80 55 066.56 55 066.56
2% BT COUFI ™) 1.398.00(10 mL: 100 mg) 27 960.00 33 552.00 33 552.00
2% P GEAAES 1030.00(10 mL:100 mg) 20 600.00 24 720.00 24 720.00
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Table 7 Economic evaluation scores of rituximab from three manufacturers
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Table 8 Evaluation scores for selection of rituximab beyond instructions for use from three manufacturers

N RA ITP GPA/MPA
FLMEY PORIREY akfaser REBMET JURERY akfaee” B R CIN'E )2 R | S S

2R 19 17 17 17 15 15 20 18 18
AR 13 20 13 13 13 13 13 13 13
Atk 12 12 12 12 12 12 12 12 12
25k 8 14 20 8 14 20 8 14 20
Fofh )8 14 12 9 8 12 9 8 12 9 8
e 64 72 70 62 63 68 65 66 71
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