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Clinical trial of finerenone combined with dapagliflozin in treating elderly diabetic

nephropathy patients
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Abstract: Objective  To observe the clinical efficacy and safety of

finerenone tablets combined with dapagliflozin tablets in the treatment of

s TOB T DA RR RS WF
AE LB b BB elderly diabetic nephropathy (DN). Methods Elderly patients with DN

GBI H (Q202248)

VEBRA WP (1984 - ), 4, &I FAEBE N, &= in hospital were divided into treatment group and control group. The
SIS 5 B DR LB 22 patients in control group were treated with oral dapagliflozin tablets once a
7 T A R A RIS dav in th . thoad (s bt hile the patients ;

T ay in the morning, with a dose of 5 mg each time, while the patients in
MP 15852756177 the treatment group were combined with finerenone tablets on the basis of

E —mail: yihuai84527@ 163. com control group, and adjusted according to the estimated glomerular



2264

v T R 25 PR gk R

FHalE 16 2025458 H (KA 438 1)

filtration rate (eGFR) levels of patients. Serum creatinine ( SCr), blood urea nitrogen ( BUN), 24 h urine protein
quantification, interleukin —6 (IL —6), tumor necrosis factor — o (TNF — o), high — sensitivity C — reactive protein
(hs — cRP), total cholesterol (TC), triglyceride (TG), low density lipoprotein cholesterol (LDL — C) and clinical
efficacy were compared between groups of patients, and the safety was evaluated. Results A total 90 patients were
enrolced ; 45 in treatment group and 45 in control group. After treatment, the SCr levels in treatment group and control
group were (127.63 + 10.28) and (140.27 + 11.95) pmol - L', BUN levels were (11.45 = 3.57) and
(18.62 £3.29) mmol - L™", 24 h urine protein quantification levels were (99.28 +11.42) and (117.92 +12.00)
mg - 24 h™', IL -6 levels were (12.32 £2.15) and (16.41 +3.50) ng + L ™", TNF — o levels were (31.68 +10.52)
and (43.09 +11.83) ng - L™", hs — cRP levels were (6.08 +1.20) and (9.56+1.57) ng - L™", TC levels were
(4.49 £0.55) and (4.83 +£0.72) mmol - L', TG levels were (2.57 £0.63) and (2.79 +0.48) mmol - L',
LDL - C levels were (2.71 £0.63) and (3.06 +0.45) mmol + L'

treatment group were significantly lower than those in control group, with statistically significant differences ( all

respectively, and the above indicators in

P <0.05). The total clinical effective rate in treatment group was 93.34% (42 cases/45 cases), and that in control
group was 75.56% (34 cases/45 cases), with statistically significant difference ( P <0.05). The adverse drug
reactions in treatment group were hypotension, hypoglycemia, acute kidney injury, hyperkalemia and pruritus, and the
adverse drug reactions in control group included hypoglycemia, acute kidney injury and hyperkalemia. The total
incidence rates of adverse drug reactions in treatment group and control group were 22.22% (10 cases/45 cases) and
8.89% (4 cases /45 cases) respectively, without statistically significant difference (P > 0.05). Conclusion
Compared with dapagliflozin tablets, the combined use of finerenone tablets for elderly DN can better improve the renal
function, and regulate the lipid metabolism, with good safety.
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Table 1 Comparison of general data between two groups

FHEIER 6 75 W B 136 0k I IV LA R - 6
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Control Treatment Control Treatment
ltem Ttem
(n=45) (n=45) (n=45) (n=45)
Gender( male/female ) 25/20 23/22 Body weight(kg,x +s) 62.10 £5.31 61.57 £4.89
Age (year,x £5) 69.37 £2.11  68.66 £2.63  eGFR level(n,% )
Course of diabetes mellitus( years,x +s) 9.21 £2.87 9.72 £2.94 Grade | 23(51.11% ) 26(57.78% )
Course of DN( years,x +s) 2.59 +£0.48 2.71 £0. 56 Grade [I 22(48.89% ) 19(42.22%)
DN staging(n,% ) Concurrent hypertension(n,% ) 24(53.339% ) 22(48.89%)
6(13.34% ) 7(15.56% ) Concurrent coronary heart disease(n,% ) 13(28.89% ) 15(33.33%)

9(20.00% )
15(33.33% )
15(33.33% )

7(15.56% )
15(33.33% )
16(35.56% )

=E =~

Heart rate ( beats/min) 83.10£9.21  82.39 £8.49
Systolic blood pressure( mmHg,x +s) 137.81 £12.73 136.85 +10. 58
Diastolic blood pressure( mmHg,x +s) 82.69 £5.12 83.32+4.83

DN Diabetic nephropathy; eGFR: Estimated glomerular filtration rate; Grade [ : eGFR between 25 and 60 mL - ( min -

eGFR=60 mL + (min -

tablets on the basis of treatment regimen in control group,initial dose of 10 mg - d ~! each time for patients with eGFR of 25 —60 mL + (min -

1.73m?) ~'; Grade 1.

1.73 m*) ~!; Control group: Oral dapagliflozin tablets once a day in the morning, 5 mg each time; Treatment group: Finerenone

1.73 m?) 7!,

initial dose of 20 mg + d ~!for patients with eGFR=60 mL + (min + 1.73 m*) ~'.
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Table 2 Comparison of renal function indicators between two groups (x +s)

Control (n =45)

Treatment (n =45)

Ttem
Before treatment

After treatment

Before treatment After treatment

SCr( wmol - L™1) 183.26 +11.09

BUN(mmol - L") 25.41 +6.35

24 h UPQ(mg - 24h~") 187.39 +14. 88

140.27 £11.95
18.62 +3.29 "
117.92 +12.00 "

185.62 £12.19 127.63 £10.28 **

26.74 £6. 18 11.45 £3.57 *#

185.63 +£13.27 99.28 +11.42**

SCr:Serum creatinine ; BUN; Blood urea nitrogen;24 h UPQ:24 — hour urine protein quantification; Compared with before treatment in the same group,

#p <0.05.

* P <0. 05 ; Compared with control group at the same time,

®3 2 AUBEWIIERE M IR L (ng + L7 3 £5)

Table 3 Comparison of microinflammatory state — related indicators between two groups (ng + L™

,LXES)

Control (n =45)

Treatment (n =45)

frem Before treatment After treatment Before treatment After treatment

IL-6 21.05 £4.10 16.41 £3.50 " 20.19 £3.55 12.32 +2.15*#
TNF - 60. 03 +10. 50 43.09+11.83" 61.11 £12.54 31.68 £10.52*#
hs - CRP 12.67 £4.20 9.56 £1.57" 13.25 +£2.36 6.08 +1.20**

IL - 6 :Interleukin — 6 ; TNF — o: Tumor necrosis factor — a; hs — CRP: High — sensitivity C — reactive protein; Compared with before treatment in the same

group, * P <0. 05 ; Compared with control group at the same time

x4 2HHEHNR L' x+s)

ARG bR H %L (mmol -

Table 4 Comparison of lipid metabolism indicators between two groups(mmol « L™

,"P <0.05.

X ES)

Control (n =45)

Treatment (n =45)

frem Before treatment After treatment Before treatment After treatment

TC 8.46 +0. 81 4.83+0.72* 8.52+0.73 4.49 £0.55**
TG 3.27 0. 56 2.79£0.48 " 3.39 +£0.41 2.57 £0.63**
LDL -C 3.75 +0.53 3.06£0.45" 3.86 £0.41 2.71 0. 63 **

TC: Total cholesterol ; TG : Triglycerides; LDL — C: Low — density lipoprotein cholesterol ; Compared with before treatment in the same group,

Compared with control group at the same time,*P <0. 05.

*P<0.05;
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Table 5  Comparison of clinical efficacy between two groups
(n, %)

Item Control (n=45) Treatment (n =45)
Markedly effective 18(40.00) 21(46.67)
Effective 16(35.56) 21(46.67)
Ineffective 11(24.44) 3(6.66)

Total effective rate 34(75.56) 42(93.34)*

Compared with control group,*P <0. 05
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