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Analysis on 2 256 Reports of Adverse Drug Reactions Induced by Chinese Patent Medicines for
Prevention and Treatment of Osteoporosis in Shandong*
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Academy of Chinese Medical Sciences, Beijing 100700, China; 4. Shandong Provincial Center for
Adverse Drug Reaction Monitoring, Jinan 250014, China)

ABSTRACT OBJECTIVE: To investigate the safety and medication patterns of Chinese patent medicines for
prevention and treatment of osteoporosis, so as to provide references for safe clinical medication. METHODS; The
varieties of Chinese patent medicines for prevention and treatment of osteoporosis were collected. The adverse drug
reaction ( ADR) reports of these drugs as the primary suspect drugs in the database of Shandong Adverse Drug
Reaction Monitoring Center from 2018 to 2021 were retrieved for retrospective analysis. RESULTS: There were 41
kinds of Chinese patent medicines reported as “suspected drugs” , involving 2 256 cases of ADR, including 60 cases of
severe ADR. The median age of patients was 57 years, and the main patients were 45 to <65 years, followed by =65
years. The majority of ADR occurred <5 d after administration, with the highest incidence occurring <1 d after
administration (994 cases, 44.06% ). ADR mainly involved gastrointestinal tract, skin and its accessories and nervous
system. The severe ADR and the top 10 ADR ranked by number of cases were mainly related to blood-regulating
prescription and tonic prescription. The top three categories of Chinese patent medicines ranked by frequency were
tonic drugs, blood-activating and stasis-resolving drugs and rheumatism-relieving drugs. Angelicae sinensis radix,
Drynaria rhizome, Epimrdii herba and Radix rehmanniae preparata were the top four medicines with the high
frequency. CONCLUSIONS: Chinese patent medicines for prevention and treatment of osteoporosis are relatively safe,
yet severe ADR also occurs. In clinical application, it is necessary to treat according to syndrome differentiation, use
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drugs rationally, strengthen monitoring, and ensure the safety of drug use in patients.

KEYWORDS Osteoporosis; Chinese patent medicines; Adverse drug reactions; Medication patterns
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