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Abstract: Objective To evaluate the effect and safety of Qishen Yiqi Dropping Pills combined with optimal medical therapy (OMT)
on coronary plaque progression in patients with non-obstructive coronary artery disease (NOCAD). Methods A prospective

randomized controlled study design was adopted. Patients with NOCAD indicated by coronary computed tomography angiography
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(CCTA) who visited Tianjin Chest Hospital from October 2022 to March 2023 were consecutively screened. Finally, 400 patients who
completed baseline and at the end of the 18-month treatment period and whose imaging data met the analysis requirements were
included. Patients were randomly divided into a control group and a treatment group ina 1 : 1 ratio, with 200 cases in each group. The
control group received OMT, while the treatment group was given Qishen Yiqi Dropping Pills in addition to OMT for a course of 18
months. AutoPlaque software was used for quantitative and qualitative analysis at the plaque level. Plaque volume (total plaque volume,
non-calcified plaque volume, low-density plaque volume, calcified plaque volume), plaque burden (total plaque burden, non-calcified
plaque burden, low-density plaque burden, calcified plaque burden), high-risk plaque features (low-density plaque, positive
remodeling, napkin-ring sign, spotty calcification), and vascular remodeling parameters [remodeling index (RI), minimum lumen area
(MLA)] were compared between the two groups. The incidence of major adverse cardiovascular events (MACE) during the treatment
period was observed in both groups, including cardiac death, non-fatal myocardial infarction, and hospitalization for angina pectoris.
Results Before treatment, there were no statistically significant differences between the two groups in terms of plaque volumes,
incidence of high-risk plaque features, plaque burdens, RI, or MLA (P > 0.05). After 18 months of treatment, the total plaque volume,
non-calcified plaque volume, and low-density plaque volume in the treatment group were lower than those in the control group (P <
0.01). The incidence rates of low-density plaque, positive remodeling, and napkin-ring sign in the treatment group were also lower than
those in the control group (P < 0.05). There were no statistically significant differences between the two groups in calcified plaque-
related indicators, incidence of spotty calcification, or MLA (P > 0.05). During the treatment period, there was no statistically
significant difference in the incidence of MACE between the two groups, and no serious adverse drug reactions were observed.
Conclusion In patients with NOCAD, Qishen Yiqi Dropping Pills combined with OMT can significantly reduce plaque volume,
decrease the incidence of high-risk plaque features, improve vascular positive remodeling indicators, achieve imaging stabilization of
plaques, and demonstrate good safety. This may provide new intervention evidence for the clinical management of NOCAD.

Key words: Qishen Yiqi Dropping Pills; non-obstructive coronary artery disease; atherosclerotic plaque; coronary computed

tomography angiography; plaque burden
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Table 1 Comparison of baseline data of NOCAD patients between two groups
TiH R (n=200) Y597 41 (n=200) (N P1H
ER S 55.85+10.60 55.08+10.30 t=0.742 0.459
PERINGN (i LL/%) 2£4=0.262 0.609
7 81 (40.50) 76 (38.00)
5 119 (59.50) 124 (62.00)
MR 52451 (o EE /%) 72=1.387 0.239
= 31 (15.50) 40 (20.00)
% 169 (84.50) 160 (80.00)
R S M9 (o5 G /%) 2£2=0.497 0.481
= 11 (5.50) 8 (4.00)
= 189 (94.50) 192 (96.00)
BE LRI M (15 HL/%) 1=2.942 0.086
= 59 (29.50) 44 (22.00)
% 141 (70.50) 156 (78.00)
e LR/ 5 B /%) 7#=2.911 0.088
2 117 (58.50) 100 (50.00)
= 83 (41.50) 100 (50.00)
LDL-C/(mmol L) 3.03+0.60 3.13+0.77 t=-1.581 0.115
TG/(mmol L) 2.12 (1.68, 2.72) 2.30 (1.70, 2.78) Z=-1.191 0.233
TC/(mmol L) 5.15+0.78 5.28+0.85 t=-1.515 0.131
Fr EEP R AR N Z/mm 48.00 (46.00, 50.00) 48.50 (45.51, 52.33) Z=-1.318 0.187
5 153 2501 % 61.00 (59.00, 63.00) 61.00 (57.75, 64.00) Z=1554 0.120

*=2
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Table 2 Comparison of coronary artery plaque distribution in vessels of NOCAD patients between two groups

BEHLFTLE ML AN (& /%)

ZH 5 PEHL A%

i AR 77 |8l e 32 A ik e B S ANK 1 ek IR B ik Fo E TR BNk
pagic 380 60 (15.79) 208 (54.74) 97 (25.53) 15 (3.95)
BT 360 64 (17.78) 200 (55.56) 88 (24.44) 8 (2.22)

&3 A NOCAD BEIATRIERRIATRAELEL

Table 3 Comparison of plaque volume of NOCAD patients between two groups before and after treatment

Hal FIEH WA SREIAR/mmE JEESAEIA R Imm® IR EREIVAR mm® A BEHUARR/mmS
Xof et 380 YRITHT 138.08+38.06 122.83+37.97 11.49 (7.76, 15.93) 15.25+4.05

BIT R 132.97+31.26™ 117.80430.80" 8.86 (5.83, 11.74)" 15.17+4.06
BIT 360 YRIT R 139.41+40.19 123.59+40.13 11.04 (6.49, 15.29) 15.82+3.96

BIT R 125.79+33.09™* 110.13+32.92** 7.63 (4.60, 10.88)* 15.66+3.86

HFRAEBITRTHR: "P<0.05; SXTRLZAIRITEEHE: #P<<0.05.

*P < 0.05 vs same group before treatment; *P < 0.05 vs control group after treatment.

IT I, 1RITARBTE R . AR AL BEER gy L K55
B H A gm0 5 B R T X R 4 (P<<0.001), 454LHE
WA A b Z R LG X (P>0.05), U
* 5.

343 MEEMSE WITHT, P4 RICMLA b

BMERTLG I HE X (P>0.05); (75, W4 RI
A MLA BAH J6 ¥ T 35 0 35 P (P<<0.05); ¥R
J7JE, 1BITH RI BELT XA (P<0.001),
P4l MLA LR ZE R gt %2 L (P>0.05), U
* 6,
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Table 4 Comparison of incidence of high-risk plaque features of NOCAD patients between two groups before and after

treatment
o X AN (1 H/%)
A PIRER 3 BE R EEE TR ARG
SR 380 YBIT T 67 (17.63) 87 (22.89) 58 (15.26) 57 (15.00)
BT R 64 (16.84) 75 (19.74)" 42 (11.05)" 52 (13.68)
BIT 360 YBIT T 48 (13.33) 67 (18.61) 42 (11.67) 40 (11.11)
BT A 26 (7.22)* 45 (12.50)™ 21 (5.83)™ 36 (10.00)

HRABITATHEL: "P<0.05; SXMAIGYTER: *P<0.05.

“P < 0.05 vs same group before treatment; *P < 0.05 vs control group after treatment.

5 M4 NOCAD EEATTRIEBIR AL
Table 5 Comparison of plaque burden of NOCAD patients between two groups before and after treatment

Ao PEPCE A R e PR 1%

AEFS LR A7 47 /%

IR B B R A7 47/ % AL BEH A 1%

bay ] 380 VTR 53.38 (43.33, 64.93)
WBITJE 49.91 (41.08, 60.06)"
BT 360  JAJTHI 52.78 (45.75, 59.65)

46.56 (37.68, 56.39)
44.06 (35.74, 52.27)"
46.42 (39.71, 52.33)
VRIT)E  44.87 (34.15, 55.42)*** 38,65 (29.27, 48.11)"*#*

4.48 (2.60, 6.37)
3.17 (1.94, 4.94)"
4.16 (2.92, 6.54)
2.59 (1.26, 4.15)"##

5.97 (4.11, 7.87)
5.76 (4.10, 7.43)
5.68 (4.28, 8.09)
5.65 (3.84, 7.79)

HRM®\TATHE: "P<0.05; SXHEARITEHE: #P<0.001.

“P < 0.05 vs same group before treatment; *#P < 0.001 vs control group after treatment.

R 6 ML NOCAD BEATRIFMEEMSHLLE
Table 6 Comparison of vascular remodeling parameters of

NOCAD patients between two groups before and after

treatment
o PEYLRE A A RI MLA/mm?
g 380 WITHT 1.1740.30 2.92+0.96
WA 1144031 2.83+0.97
BT 360 WITHT 1.17+0.24 2.90+1.04
WITIE  1.07+£025%%  277+1.05

HRHGTATHAE: P<0.05; SXIHARITRE: #P<0.001.
*P < 0.05 vs same group before treatment; *#P < 0.001 vs control

group after treatment.
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