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Clinical trial of empagliflozin in the treatment of heart failure patients with mildly
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Abstract; Objective

assisted therapy on end - diastolic volume and major cardiovascular

To observe the effects of empagliflozin tablets —

adverse events in patients with mild reduced EF heart failure ( HFmrEF)
. Methods Patients with HFmrEF were divided into control group and
treatment group by queue method. The control group received
conventional treatment. The treatment group was given empagliflozin

tablets in addition to control group, 10 mg each time (starting dose and
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target dose were both 10 mg) , orally on an empty stomach in the morning, once a day. Both groups of patients were
treated for 6 months. The clinical efficacy, end - diastolic volume including left ventricular end - diastolic area
(LVEDA ) and left ventricular end — diastolic volume ( LVEDV ), left ventricular ejection fraction ( LVEF)
myocardial markers including cardiac troponin I (¢Tnl) and N - terminal B — type natriuretic peptide ( NT — proBNP) ,
major adverse cardiovascular events and safety were compared between the two groups. Results Both groups had no
cases dropped out, with 60 cases in control group and 60 cases in treatment group. After treatment, the total effective
rates of treatment group and control group were 95.00% (57 cases/60 cases) and 81.67% (49 cases/60 cases) ,
respectively, with statistically significant difference (P <0.05). After treatment, the LVEF of treatment group and
control group were (56.20 £ 5.12)% and (50.25 + 4.26 )% , LVEDV were ( 142.58 + 15.58 ) and
(165.28 £18.59) mL, LVEDA were (36.28 +3.41) and (39.62 +3.56) c¢m’, serum NT — proBNP levels were
(869.48 +135.29) and (1459.87 +158.69) pg - mL~", ¢Tnl levels were (7.02 +1.65) and (9.28 +1.74) ng - L',
respectively, and the incidence of major cardiovascular adverse events in treatment group and control group were
5.00% and 16. 67% . The above indexes in treatment group had statistical significant differences compared with control
group (all P<0.05). The adverse drug reactions of treatment group mainly include headache, hyperkalemia,
hypotension and gastrointestinal reactions, while the adverse drug reactions of control group mainly include
hyperkalemia, headache and hypotension. During the treatment, the incidence of adverse drug reactions in treatment
group and control group were 8.33% and 5.00% , respectively (P >0.05). Conclusion Adjuvant treatment with
empagliflozin tablets can improve the overall therapeutic effect of HFmrEF, improve the end diastolic volume
index and LVEF of patients, regulate myocardial marker indicators, reduce the incidence of major
cardiovascular adverse events, and has good safety.

Key words: empagliflozin tablet; heart failure with mildly reduced ejection fraction; diastolic volume; cardiovascular

adverse events; clinical efficacy; safety evaluation
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Table 1 Comparison of general data between the two groups

Item Control(n=60) Treatment(n =60)
Sex (' male/female ) 38/22 35/25
Age(year,x ) 45.25 +4.45 46.15 +4.62
BMI(kg « m~2 % +5) 22.55+2.86  22.48+2.71
Hypertension(n,% ) 36(60.00) 39(65.00)
Diabetes(n,% ) 25(41.67) 23(38.33)
NYHA grading( II /II/1IV) 15/26/19 16/28/16

BMI; Body mass index; NYHA: New York Heart Association; Control
group: Conventional treatment; Treatment group: Empagliflozin combined

with conventional treatment.



Chin J Clin Pharmacol

2421
S

Vol. 41 No. 17 September 2025 ( Serial No. 439)

CVRPERRAE 1 IR a6 2 AN AR 2 Y 32 220 I 45
AR FFBRAEZRS N 5. 00% F1 16. 67% , fEG8 1T
¥ EESAEGIFE (P <0.05),
4 2 AEEMIGKTZOEM

TRIT i, I 2 R X BR A A B 4
95.00% (57 fl/60 f5]) Fi1 81.67% (49 /60 ) , 1E
gt L ERA G E (P <0.05) , WK 3,
5 REMITEM

RPN IR A R A A RO S IR
CSRI 2 B, BRI AR L B i R 45 1 )
XTHRRZH A 3 Bk (s B AE SR R s & 1 ) o

TR ZH A BB 4 B 25 AN B R R Kk AR R A4 i R
8.33% M1 5.00% , %Gt it2¢ L £ RF G it 5 X
(P>0.05).

R32AHBFRIEAS TR AL (0, % )

Table 3 Comparison of clinical efficacy between groups(n,% )

Ttem Control(n =60) Treatment(n =60)
Excellent 14(23.33) 19(31.67)
Effective 35(58.33) 38(63.33)
Invalid 11(18.33) 3(5.00)
Total effective rate 49(81.67) 57(95.00) *
Compared with control group, * P <0. 05.

R2 2HABFAALEGMPE(LVER) G AR BLO AR EYIE PRI AL (x £5)

Table 2 Comparison of left ventricular ejection fraction (LVEF ), end diastolic volume and myocardial markers between two groups of

patients(x )

Control (n =60)

Treatment(n =60)

frem Before treatment After treatment Before treatment After treatment
LVEF(% ) 44.25 +£3.56 50.25 +4.26* 44.32 +£3.70 56.20 £5.12**%
LVEDV(mL) 180.28 +24.26 165.28 +18.59 " 181. 15 +£25.77 142.58 £15.58 **
LVEDA ( cm?) 42.26 +3.26 39.62 +3.56 " 42.40 +£3.12 36.28 £3.41 **

NT - proBNP(pg - mL ") 2 659. 44 +295. 25

¢Tnl(ng - L") 11.29 £2. 65

1 459.87 +158.69 *
9.08 +1.74"

2 651.21 +302. 17 869.48 +135.29 %%

11.12 £2.54 7.02+1.65**

LVEDV: Left ventricular end — diastolic volume; ¢Tn [ : Cardiac troponin [ ; NT — proBNP: N — terminal pro — B — type natriuretic peptide; LVEDA ; Left

ventricular end — diastolic area; Compared with before treatment in the same group, * P <0.05; Compared with control group at the same time, *P <0. 05.
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