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Abstract

Object: Based on a real-world study, the efficacy and safety of its generic and originator drugs in the
treatment of patients with pulmonary infections were evaluated on the basis of the rational clinical use of
meropenem, with a view to promoting the rational use of meropenem in the clinic and providing a
reference for the selection of clinical medication.

Methods: (1)Retrospective collection of medical records of hospitalized patients using meropenem to treat
lung infections in a public tertiary hospital in Urumqi City, Xinjiang, from November 2016 to November
2020, and screening of the medical records through the nano-sorting criteria; development of evaluation
criteria for the rational application of meropenem in the clinic and evaluation of the reasonableness of its
use on the selected medical records. (2)Real-world data of medication-justified patients were collected and
divided into originator and generic groups for the study, and propensity score matching (PSM) was used to
equalize the differences between the groups and to compare the efficacy and safety of meropenem generic
and originator in the treatment of hospitalized patients with pulmonary infections.

Results: (1)A total of 1,397 patients were included according to the NAE criteria, and the rationality rate of
the indications for medication in this hospital was 92.68%, in which there was no contraindication to
medication, and the compliance rate of the indications for indications was 92.68%. The rationality rate of
the medication process was 75.52%, in which the drug selection, route of administration, drip time and
solvent medium were all reasonable; the compliance rate of the dosage indications was 90.48%; there were
582 patients with co-medication, in which the compliance rate of the co-medication indications was
97.42%; the compliance rate of the interaction indications was 95.06%; and the compliance rate of the
laboratory test indications was 91.05%. (2)Of the 936 patients with reasonable points, 629 were in the
generic group and 307 in the originator group, and after PSM matching, 251 patients were successfully
matched in each of the two groups. The effectiveness study showed that: the difference in clinical
effectiveness rate (68.6% vs. 73.7%, P=0.419) was not statistically significant between the generic group
and the originator group; the difference in bacterial clearance rate (22.3% vs. 23.5%, P=0.969) was not
statistically significant between the groups; the difference in the degree of temperature reduction and the
related indicators of infection (CRP, WBC, NEUT%, PCT) between the groups was not statistical
significance (P>0.05). Safety evaluation: the incidence of adverse reactions during the use of meropenem
was low in the generic group and the original drug group, and the clinical manifestations were mainly in the
digestive system, followed by the skin and its adnexes, and the difference between the groups was not

statistically significant; the differences in the rates of abnormalities of the indicators of liver function (ALT,



AST, TBIL, ALP), renal function (Cr), and the hematological system (PLT, EOS) were not statistically
significant between the groups.

Conclusions: (1)The overall clinical use of meropenem in this hospital is reasonable, however, further
standardization is needed in terms of the dosage to be administered, especially for patients with reduced
renal function, drug interactions and laboratory tests. (2)In patients with pulmonary infections, the
effectiveness of generic meropenem for injection was not inferior to that of the originator, and both had
comparable safety profiles.

Key words: Generic drug; Original research drug; Meropenem; Propensity score matching; real-world

study
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