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Assessment of Off — Label Use of Cyclosporine by Evidence — Based Medical Approach
LI Dulian,QIN Kaiyu,LAN Xianyan,WAN Yongyan,BAl Fali,TAO Xiaojing

(Liuzhou Traditional Chinese Medicine Hospital -
Abstract: Objective

rational use. Methods

Liuzhou Zhuang Medical Hospital ,Liuzhou ,Guangxi,China  545001)
To evaluate the rationality of off — label use of cyclosporine, and to provide a reference for its clinical

The outpatient prescriptions for cyclosporine used in the hospital from January 2022 to July 2023 were
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collected to screen for relevant diagnoses of off — label use according to the latest instructions. Referring to the evidence - based

medicine evaluation process of the off — label drug use,the off — label indications included in the study were directly cited using
the Thomson classification system of Micromedex database,and the diagnosis was classified, while those not included were searched
in relevant guidelines and literature databases. The quality of clinical guidelines was evaluated by the AGREE I scale,and the
quality of systematic reviews / Meta — analyses was evaluated by the AMSTAR 2 scale. Whether the off — label drug use was
supported by evidence — based medicine was evaluated and recommendations for graded management were provided. Results A total
of 1 058 outpatient prescriptions were collected, including 385 prescriptions (36.39%) for cyclosporine with off — label drug use,
involving one type of off — label drug use — related diagnosis. The quality evaluation results showed that there was evidence — based
medicine for cyclosporine in 10 indications. Grade management suggested that the use of cyclosporine to aplastic anemia, Sjogren’s
syndrome, systemic lupus erythematosus, urticaria, myelodysplastic syndrome should be restricted, pruritus, and these indications were
recommended for grade B management;the use of cyclosporine in pemphigoid, mixed connective tissue disease,urticarial vasculitis and
recurrent abortion should be strictly limited with a recommendation for grade C management. However,there was no evidence — based
medical support for using cyclosporine in antiphospholipid syndrome, female infertility or increased antibody titer, therefore its usage
should be prohibited with a recommended D - level management. Conclusion In clinical practice,the off — label use of cyclosporine
exists,so it is recommended to strictly follow the hierarchical management to ensure the safe and rational use of cyclosporine.

Key words:evidence — based medicine;cyclosporine;off — label drug use;rational drug use;hierarchical management
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Tab.2 Off — label use of cyclosporine (n = 385)
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Tab.1 Recommendations for the hierarchical management of off — label use of cyclosporine
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Tab.3 Off — label use and classification of cyclosporine included

in the Thomson system of Micromedex database
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Tab.4 Results of AGREE II evaluation scale
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Tab.5 Quality assessment results of AMSTAR 2 methodology

(included two references)
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Note: The key items of AMSTAR 2 methodological quality assess-
ment scale are 2,4,7,9,11,13,15;Y refers to yes,PY refers to partly

yes,and N refers to no.
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Tab. 6 Analysis of the rationality of off — label use of cyclospo-

rine and suggestions for hierarchical management
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