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Comparison of efficacy and safety of generic and original insulin glargine in
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Abstract: Objective To compare the efficacy and safety between generic and original insulin glargine in treatment of type 2
diabetes. Methods Retrospective cohort study was used to collect the information of type 2 diabetes patients who used insulin
glargine and were hospitalized twice or more from January 1st, 2022 to September 30th, 2023. The propensity score matching (PSM)
was used to balance the baseline levels of covariates between the generic and original insulin glargine groups. The efficacy and
safety of two groups were compared after at least three months. The primary outcome was the change of HbAlc from the baseline,
and the secondary outcome was the change of fasting blood glucose (FBG) from baseline and the standard-reaching rate of HbAlc <
7.0%. Safety was assessed based on adverse events that included hypoglycemia, and rash. Results Before PSM, there were
significant differences between the two groups in age, duration of diabetes, combination use of other antidiabetic agents (P < 0.05).
After PSM, there were not statistically significant between two groups at baseline.The differences between the original group and the
generic group in the reduction of HbAlc, the reduction of FBG and the standard-reaching rate of HbAlc 7.0% were not statistically
significant. There was also no statistically significant difference in the incidence of hypoglycemia and rash between the two groups.
Conclusion The efficacy and safety of generic insulin glargine in the treatment of type 2 diabetes are not inferior to the original drug.
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Fig.1 Case screening process and results
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Table 1 Comparison of general information of patients between two groups before and after PSM
PSMIVEL AU bl B b ey e B g
Ry iy B]/ H g mmHg
PSMAT  JEWIZG 64 40 24 7030+10.44 6724321  18.44+9.20 137.90+23.42 77.00+13.77
iz 67 35 32 64.49+9.55°  6.73£3.21  15.60+8.66 137.15+20.19 76.49+12.12
PSMJG  JEWHZ 42 24 18 66.93+8.48 6.57£3.05  16.97+8.68 137.59+23.06 77.22+13.69
gy 42 25 17 66.48+9.31 6.64£3.12  16.14+8.78 143.49+19.47 79.59+11.30
PSMIMEL 4% wfil  HbAlc/% FBG/ ALT/ AST/ eGFR/ i
(mmol-L™") (U-LhH (U-L™H (mL-min "“1.73m ?)  (pmol-L™ ")
PSMHT  JEFZ 64  8.24+1.98 9.14+4.83  15.13+6.56  16.48+4.55 83.48+28.18 314.44+97.76
2y 67  7.86£1.65 8.25+4.04 19.70+12.62 23.62+24.57 78.57+36.07 324.08+88.84
PSMJ5  JEH#FZY 42 8.59+2.09 9.58+5.04 14.21£5.10  16.36+4.68 83.14+31.74 313.83+97.74
iz 42 7.96+1.72 8.79+4.52  21.27+15.06 26.24+30.51 73.10+35.16 338.98+99.91
pSMEIE sl bl G AR AR 5 2= P 2 R G HARE D R
0 Ff 1% 2% 3 Fif 47 2 i
PSMAT  JEWIZS 64 14 17 17 12 4 31 33
fiflzs 67  20° 16 12 18 1 36 31
PSMJE  JE#IE 42 11 11 12 7 1 24 18
25 42 10 10 8 13 1 21 21

HE#IZ5A . P<0.05; 1 mmHg=133 Pa.
P <0.05 vs original drug group; 1 mmHg=133 Pa.
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Table 2 Comparison of changes in HbAle, FBG and HbA1lc compliance rate between two groups

20 51 n/ HbAlc B AH/% FBG 4L Al/(mmol-L ") HbA1c<7% kbR /%
2 42 0.34+1.65 0.99+5.40 26.19
il 2 42 0.36+1.57 0.62+4.97 38.10
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Table 3 Comparison of incidence of hypoglycemia and

other indicators between two groups
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