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Clinical Effects of Bid — Winning Generic Glimepiride in the Centralized Volume — Based
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Procurement and Original — Patented Drugs:A Real — World Study
LUO Qiao'?,WANG Zhizhou',LIU Wenna',CUI Xiaohui',DONG Xianzhe',ZHANG Lan'
(1. Xuanwu Hospital,Capital Medical University.Beijing,China 100053; 2. College of Pharmacy.Zunyi Medical University,Zunyi,Guizhou,China 563000)
Abstract: Objective To evaluate the difference in clinical effects between the bid - winning generic glimepiride in the centralized
volume — based procurement and original — patented drugs in the treatment of diabetes mellitus type 2 (T2DM) based on the real
world data. Methods
December 30,2019) and bid — winning generic glimepiride (from October 1,2020 to September 30,2021) in the the electronic

The data of outpatients with T2DM treated with original — patented glimepiride (from January 1,2019 to

medical record system of Xuanwu Hospital, Capital Medical University were extracted. The patients were divided into the original -

patented group and generic group according to different medications. The direct indicators (efficacy and safety) and indirect
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indicators (compliance and economy) of treatment effects between the two groups were compared after the patients’ baseline data
were corrected by the propensity score matching (PSM) method. Results A total of 81 pairs of patients were successfully matched
for direct indicator analysis. The reduction of glycosylated hemoglobin (HbA,.) and fasting blood glucose (FBG) after treatment in
the two groups was similar (P > 0.05),while the HbA,, standard — reaching rate in the generic group (< 7.0%) was significantly
higher than that in the original — patented group (P < 0.05) ;the incidence of transaminases (alanine aminotransferase, aspartate
aminotransferase) and serum creatinine abnormalities after treatment in the two groups was similar (P > 0.05). A total of 1 350 pairs
of patients were successfully matched for indirect indicator analysis. Compared with those in the original — patented group,the dose
and defined daily doses in the generic group both increased by 20.34%, and the defined daily cost decreased by 98.20%; the
continuous drug — treatment rates for six and nine months in the generic group were significantly lower than those in the original -
patented group (P < 0.05),the incidence of dose up — regulation from 4 mg to 6 mg and overall dose up — regulation rate were
significantly higher than those in the original — patented group (P < 0.05). Conclusion The efficacy and safety of the bid -
winning generic glimepiride in the centralized volume — based procurement are not inferior to those of the original — patented drug,
and the former has a lower cost.

Key words:glimepiride;centralized volume — based procurement;generic drug;original — patented drug;real world study;efficacy;safety
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Fig.1 Flowchart of patient screening and matching
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Tab.1 Comparison of baseline data between the two groups before and after matching (direct indicators)

. JU%: ) U353
RHA(n=187)  H#HAGR=95) Y/ZHE PH BHa(n=81)  fH4n=81) y/Z#A PH
BRI [41(%) ] 5 102(54.55) 52(54.74) 46(56.79) 42(51.85)
% 85(45.45) 43(55.26) GO s 39(48.15) b0
S M(P,, P, % ] 60(53,66) 60(51,67) -0.594  0.553  60(53.5,66) 62(53.5,67) 0.269 0.737
EREL[4(%)] Eff 183(97.86) 90(94.74) 79(97. 53) 78(96.30)
o % 42, 14) 5(5.26) 0.107  0.293 20 3(3.70) 0.206 0.65
BAZ[#1(%)] 2mg 10(5.35) 3(3.16) 2(2. 2(2.47)
4 mg 32017.11) 34(35.79) 12(14 81) 24(29.63)
6 mg 142(75.94) 58(61.05) 1333 0,00 66(81.48) 55(67.90) o000 0.1
Hie 3(1.60) 0(0) 1(1.23) 0(0)
HbA, [ M(P,,P.,), %] 7.20(6.40,8.10)  7.40(6.70,8.70) -2.063  0.039 7.50(6.75,8.55)  7.20(6.45,8.20) -1.270 0.204
FBG[M(P,g,P,5) ,mmol / L] 7.73(6.61,9.36)  8.27(6.96,10.48) -1.971  0.049 8.10(7.23,10.36) 7.95(6.78,9.87) -1.072 0.284
A #(%)] B SRS R 38(20.32) 19(20. 00) 0.004  1.000 19(23. 46) 16(19.75) 0.328 0.703
g f 126(67.38) 65(68.42) 0.031  0.893 53(65.43) 53(65.43) 0.000 1.000
BhE 96(51.34) 39(41.05) 2,670 0.130 41(50.62) 37(45.68) 0.396 0.637
A 109(58.29) 45(47. 37) 3.031  0.100 23(28.40) 16(19.75) 1.655 0.270
i f0. % S 27(14.44) 9(9.47 1.394  0.263 12(14.81) 7(8.64) 1.491 0.329
ANy 56(29.95) 21(22.11) 1.951  0.203 24(29.63) 21(25.93) 0.277 0.726
Je it 0(0) 4(4.21) 7.987  0.012 0(0) 2(2.47) 2,025 0.497
HR 10(5. > 7(7.37) 0.454  0.598  7(8.64) 5(6.17) 0.360 0.766
RIS A 14(7. 14(14.74) 3.703  0.061 (8. 11(13.58) 1.000 0.454
P 30(16 04) 13(13.68) 0.271  0.726 12(14. 81) 13(16.05) 0.047 1.000
AR oA 11(5.83) 8(8.42) 0.646  0.455 3(3.70) 8(9.88) 2.438 0.210
[41(%)] 4 27(14.44) 16(16.84) 0.282  0.603 12(14.81) 12(14.81) 0.000 1.000
24 38(20.32) 20(21.05) 0.021  0.877 18(22.22) 17(20.99) 0.036 1.000
R 37(19.79) 26(27.37) 2,088 0.174 14(17.28) 22(27.16) 2,286 0.185
4A 40(21.39) 13(13.68) 2,451 0.147 22(27.16) 12(14. 81) 3.7220.082
54 34(18.18) 12(12.63) 1.422  0.306 12(14.81) 10(12.35) 0.210 0.819
B AR 04 20(10.70) 11(11.58) 6(7.41) 10(12.35)
[#(%)] 14 51(27.27) 23(24.21) 15(18.52) 21(25.93)
24 80(42.78) 36(37.89) 6.455  0.168 40(49.38) 32(39.51) 4.132 0.388
R 34(18.18) 19(20. 00) 20(24.69) 17(20.99)
244 2(1.07) 6(6.32) 0(0) 1(1.23)
AR ez £ 17(9.09) 17(17.89) 4.605  0.051 8(9.88) 16(19.75) 3.130  0.120
[41(%) ] LR 89(47.59) 88(92.63) 54.678 <0.001 43(53.09) 29(35. 80) 4.900 0.039
(9% 82(43.85) 33(34.74) 2.167  0.159 37(45.78) 31(38.27) 0.912  0.426
AR R 36(19.25) 14(14.74) 0.880  0.411 16(19.75) 14(17.28) 0.164 0. 840
®2 MABRFBRTENAEREERELERS (0 =81) ®3 MARERTENESBERNINESRERILER
Tab.2 Comparison of changes in efficacy indicators between the Tab.3 Comparison of incidence of transaminases and serum creatinine
two groups after treatment (n = 81) abnormalities between the two groups after treatment
Kok B4 f4a Iph P A7 AR )4 i P
HbA, R NP D), %] -0.300-0.80,0.20)  -0.40(-1.05,0.05) -1.470 0.142 AST 6.41%(5/78) 7.69%(6/78) 0.098 0.754
FBGZ AL M(P,,Po) ol /L] -0.43(-1.70,0.64)  -0.59(-2.11,0.26)  -0.502 0.615 ALT 5.71%(4/70) 7.46%(5/67) 0.170 0.680
HbA A7 (%)] 34(41.98) 50061.73) 6.330 0.018 oo fILEF 2.50%(2/80) 3.70%(3/81) 0.194 0.660
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Tab.4 Comparison of baseline data between the two groups before and after matching (indirect indicators)

7 ] It B
’ B (n=2102) FRAn=1316) YIZ1E P JRAt 4 (n=1350) FHEA(n=1350) Y/ZHE PHA
PRI 4(%)] 3 1165(55.42) 754(54.80) 764(56.59) 741(54.89)
0.132  0.716 0.794 0.373
* 937(44.58) 622(45.20) 586(43.41) 609(45.11)
S M(P,,,P,), % ] 61(54,67) 62(54,68) -1.477  0.140 61(55,67) 62(54,68) -0.941 0.347
ERER[ 4 (%)] Ef 2015(95.86) 1274(92 59) 1275(94. 44) 1274(94.37)
17.345  <0.001 0.007 0.933
ER 87(4.14) 102(7. 75(5.56) 76(5.63)
BAE[H(%)] 2mg 153(7.28) 108(7. 94(6. 96) 93(6.89)
4mg 391(18. 60) 325(23. 62) 324(24.00) 324(24.00)
15.38  <0.001 0.053 0.997
6mg 1531(72. 84) 932(67.73) 922(68. 30) 922(68. 30)
§-200) 27(1.28) 11(0. 80) 10(0. 74) 11(0.81)

x5 FABREHMIFERTELE(%,n=1350)
Tab.5 Comparison of continuous drug — treatment rate between

the two groups (%,n = 1 350)

285 3R 6/~ A 9/ A
JRAT4E 39.26 27.11 19.78
A ) 41 42.74 23.26 14. 44
XA 3.382 5.315 13. 537
P1L 0. 066 0.021 <0.001

x6 WHBEBFNELEERLEK(%,n=1350)
Tab. 6 Comparison of daily dose up — regulation rate between

the two groups (%,n = 1 350)

215 2mg—4mg  2mg—6mg 4dmg—6mg ELiA
JRA A 0.81 0.81 4.44 6.96
1542 1.04 1. 19 6.44 9.04
P! 0.363 0.935 5.245 3.945
P& 0.547 0.333 0.022 0. 047
P A7 E — 5 (SR BIR < A0 A RS S8 5 R AT Bl U5 DA R I 3

R IR W0 IR 2 2GR RO & AR S
Tk AR ?%%m AR R ERSE S T2DM A A DG Y
G SR R T RE R SNl Sl
Lﬁﬁﬁ AHIFFE H ST R A ﬁ‘w\ri\,lo.

‘fi#ﬁﬁﬁﬁ%ﬂ%ﬂﬁ%ﬂﬁﬂﬂ”ﬁ% LIt 25 : 47
1] 25 550 b7, 25 R B 1ﬁﬁ?ﬂ”’ié’]ﬁi§%‘§ﬁ(ﬁxﬂuﬁ

V) 5IEVTC 3 22 R, T HbA A b R E 2T
JERIF 24 o 3 ANA AT [l 7 Ak 2 45 35 76 4 SR UK S 5 %
D5 2597 305 2 A5 B O, 3 S Hh BE 2 5 1 I
PRAd FHAIAE SR TAE AT R 3R A T — 2 B S 4

e
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