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Meta-Analysis on Efficacy and Safety of Teplizumab in the Treatment of Type 1 Diabetes Mellitus*
WU Dong'*, WU Chao™*, LIU Qiao', YI Lidan'®, WAN Xiaomin'’, LUO Xia'” (1. Dept. of
Pharmacy, the Second Xiangya Hospital of Central South University, Changsha 410011, China;
2. Dept. of Pharmacy, Fuyang People’ s Hospital, Anhui Fuyang 236000, China; 3. National Clinical
Research Center for Endocrine and Metabolic Diseases, the Second Xiangya Hospital of Central South
University, Changsha 410011, China; 4. Dept. of Metabolism and Endocrinology, the Second Xiangya
Hospital of Central South University, Changsha 410011, China; 5. Institute of Clinical Pharmacy, Central
South University, Changsha 410011, China)

ABSTRACT OBJECTIVE:; To evaluate the efficacy and safety of teplizumab in the treatment of type 1 diabetes
mellitus. METHODS; PubMed, Embase, the Cochrane Library, CNKI, Wanfang Data, and CBM databases were
retrieved to collect randomized controlled trials ( RCT, the control group received insulin or insulin combined with
placebo treatment, while the observation group was given insulin combined with teplizumab treatment) of efficacy and
safety of teplizumab in the treatment of type 1 diabetes mellitus, the retrieval time was from the database establishment
to Mar. 25th, 2025. Quality of the included literature was evaluated by using the Cochrane risk of bias assessment tool
and the Grading of Recommendations Assessment, Development and Evaluation ( GRADE) tool. Meta-analysis was
conducted based on RevMan 5. 3 software. RESULTS: A total of 8 RCT including 1 052 patients were enrolled. Meta-
analysis showed that compared with the control group, the observation group had an increase in C-peptide AUC at 6
months (MD=0. 10,95%CI=0.04-0. 16) , 12 months (MD=0.11,95%CI=0.05-0.18), 18 months (MD=0. 18,
95%CI=0.09-0.28) , and 24 months (MD=0.24,95%CI=0. 14-0. 33) of follow-up, a decrease in hemoglobin level
at 6 months (MD =-0.57,95%CI=-1.07--0.08) and 12 months ( MD =-0.31,95% CI =-0.59--0.02) of
follow-up, a decrease in insulin dosage at 6 months (MD=-0.12,95%CI=-0. 16--0. 08) , 12 months (MD=-0. 12,
95%CIl=-0.17--0.08) , 18 months (MD=-0.17,95%CI=-0. 26--0.09) , and 24 months (MD=-0.17,95%CI =
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—0.26--0.07) of follow-up, with statistically significant differences ( P<0.05). The overall incidence of adverse drug
reactions (RR=1.02,95% CI=0.99-1.04) and incidence of severe adverse drug reactions ( RR=1.10,95% CI =
0.60-1.99) between two groups showed no statistically significant differences ( P>0.05). CONCLUSIONS: Current

evidence indicates that teplizumab can increase the C-peptide AUC in patients with type 1 diabetes, reduce hemoglobin

levels, and decrease insulin dosage without increasing the incidence of adverse drug reactions. Due to limitations in the

number and quality of included studies, the conclusions need to be verified by more high-quality research.
KEYWORDS Teplizumab; Type 1 diabetes mellitus; C-peptide; Glycated hemoglobin; Insulin dosage; Meta-analysis
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