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Abstract. Essential hypertension is a notable threat for
the older (age, =65 years) population. However, to the best
of our knowledge, a real-world study assessing olmesartan
medoxomil-amlodipine besylate (OM-AML) tablets in older
Chinese patients with essential hypertension has not been
performed. Therefore, the present study aimed to evaluate
the efficacy and safety of OM-AML tablets in these patients.
A total of 463 older Chinese patients with essential hyper-
tension treated with OM-AML (20/5 mg) tablets (Sevikar®)
were analyzed in a prospective, single-arm, multi-center,
real-world study. Seated systolic blood pressure (SeSBP)
and seated diastolic blood pressure (SeDBP) at baseline, and
at week (W)4 and W8 after OM-AML tablet administra-
tion were measured. The mean + standard error change of
SeSBP/SeDBP was -10.3+0.8/-4.6+0.5 and -12.5+0.8/-5.6
+0.5 mmHg at W4 and W8, respectively. At W4, 74.1 and
26.8% of patients achieved BP target according to the China
and American Heart Association (AHA) criteria, while at
W8, 78.0 and 38.7% of patients reached these BP targets
accordingly. Finally, 76.5 and 80.5% of patients achieved
BP response at W4 and WS, respectively. Furthermore,
home-measured SeSBP and SeDBP were significantly
decreased from W1 to W8 (both P<0.001). Additionally, the
satisfaction of both patients and physicians was elevated at
W8 compared with at WO (both P<0.001). The medication
possession rate from baseline to W4 and W8 was 95.5 and
92.5%. The most common drug-associated adverse events by
system organ classes were nervous system disorder (4.5%),
vascular disorder (2.8%), and general disorder and admin-
istration site conditions (2.6%), which were generally mild.
In conclusion, OM-AML tablets may be considered effec-
tive and safe in lowering BP, enabling the achievement of
guideline-recommended BP targets in older Chinese patients
with essential hypertension.

Introduction

Essential hypertension is a highly prevalent chronic
disease with >30% of adults having hypertension in 2010
globally; the disease is associated with cardio- and cere-
brovascular diseases, such as stroke, myocardial infarction
and heart failure (1,2). It has been reported that essential
hypertension is more prevalent in the older (age =65 years)
population compared with young adults or middle-aged
subjects, partially due to arterial stiffness, worse renal func-
tion and comorbidities observed in older individuals (3,4).
Considering the aging population and the increase in life
expectancy, essential hypertension in older adults may pose a
critical burden on the public health system in the future (5-7).
Regarding the pharmacological management of essential
hypertension in older patients, numerous factors should be
taken into consideration, including contraindications due to
comorbidity, frailty and ability to follow medical instruc-
tions. Therefore, more alternative routes of pharmacological
management are needed for these patients (3,8,9).
Olmesartan medoxomil-amlodipine besylate (OM-AML)
tablets are a dose-fixed antihypertensive drug, containing an
angiotensin receptor blocker (OM) and a calcium channel
blocker (AML) (10,11). Compared with combined administra-
tion of OM and AML tablets, dose-fixed OM-AML tablets

are more convenient and can promote drug adherence (12).
Currently, dose-fixed antihypertensive drugs are recom-
mended by several guidelines, including guidelines from the
World Health Organization, American College of Cardiology
and American Heart Association, and European Society
Of Hypertension-European Society Of Cardiology (13,14).
According to previous studies, OM-AML tablets exhibit
better efficacy in controlling blood pressure (BP) compared
with OM or AML monotherapy (15-17). This could be due
to the fact that OM-AML tablets not only combine two
effective antihypertensive drugs, but also improve patient
compliance due to convenience (18). However, the majority of
studies evaluating the efficacy and safety of OM-AML tablets
have been performed in Western countries, with Caucasian,
Hispanic and Black individuals being the primary study
subjects (15-17). Since China accounts for a large proportion
of hypertensive individuals globally (7), it is necessary to
evaluate OM-AML tablets in Chinese patients with essential
hypertension.

Therefore, the current prospective, multicenter, real-world
study aimed to evaluate the efficacy and safety of OM-AML
tablets in older (age, =65 years) Chinese patients with essential
hypertension.

Materials and methods

Study population. A subgroup analysis of 463 older patients
with essential hypertension from the Sevikar® (SVK) study
was performed. The SVK study was a prospective, single-arm,
multicenter, real-world study aiming to investigate the
efficacy and safety of SVK in patients with essential hyper-
tension in China. A detailed description of the SVK study
design is available in the Chinese Clinical Trial Registry
(chictr.org.cn/; registration no., ChiCTR1900026574). A
total of 463 older patients were screened from the SVK
study based on the following criteria: i) Patients diagnosed
with essential hypertension; ii) aged =65 years; iii) treated
with SVK as antihypertensive therapy; iv) with at least one
follow-up BP measurement in addition to baseline measure-
ment and v) signed informed consent. The present study was
approved by the Ethics Committee of Zhongshan Hospital,
Fudan University (approval no. B2019-174R2; Shanghai,
China).

Administration of medication. SVK [Daiichi Sankyo
(Shanghai) Holdings Co., Ltd.] was a compound preparation;
each SVK tablet contained 20 mg OM and 5 mg AML. The
dose of SVK recommended by the physicians was one oral
tablet once a day.

Measurement. The seated diastolic BP (SeDBP) and seated
systolic BP (SeSBP) of patients were measured at baseline
(week 0, WO) and then at W4+7 days (W4) and W8+7 days
(W8) in outpatient clinics. From the first day of medication,
the patients measured their BP every day (home-measured
BP). Furthermore, the daily medication-taking of patients and
adverse events (AEs) were recorded to determine the medica-
tion possession rate (MPR) and safety profiles. Additionally,
both attending physicians and patients scored satisfaction
with the current hypertension treatment at WO and W8 using
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a 10-cm visual analogue scale (VAS) (19); a higher score
indicated higher satisfaction.

Outcomes and definitions. The outcomes included mean change
in SeDBP and SeSBP from WO to W8, proportion of patients
achieving American Heart Association (AHA) and China BP
targets (20,21), proportion of patients achieving BP response,
changes in home-measured BP from WO to W8, change in physi-
cian and patient satisfaction with hypertension treatment (VAS)
from WO to W8, MPR and onset of AEs. The AHA BP target
was defined as SeSBP <130 mmHg and SeDBP <80 mmHg (20).
The China BP target was defined as SeSBP and SeDBP <140 and
<90 mmHg, respectively (21). The BP response rate was defined
as proportion of patients who achieved SeSBP <140 mmHg (or a
decrease of 220 mmHg) and SeDBP of <90 mmHg (or a decrease
of =210 mmHg). MPR was calculated as follows: MPR=actual
days of medication use/total number of days.

Statistical analysis. Statistical analysis was performed
using R version 4.0.5 (r-project.org) and SPSS version 26.0
(IBM Corp.). Categorical data are expressed as number and
percentage, and were analyzed using x* or Fisher's exact
test. Measured data are expressed as the mean = SD or
SEM, or median and interquartile range. Comparisons of
the measured data were carried out by Mann Whitney U test
or Kruskal-Wallis test. Data on blood pressure are usually
presented as the mean + SD in the field of hypertension, so
this convention has been followed. Post hoc comparison for
multiple groups was conducted by Bonferroni test. Related
factors were screened using a logistic regression model.
P<0.05 was considered to indicate a statistically significant
difference.

Results

Patient characteristics. The mean + SD age of patients was
70.4+4.1 years. In addition, a total of 238 (51.4%) female
patients (mean age, 70.5+4.2 years) and 225 (48.6%) male
patients (mean age, 70.4+4.0 years) were included. The
median (IQR) time since hypertension diagnosis was 13.1
(6.1-21.2) years, while 259 (55.9%) patients had a family
history of hypertension. At baseline, mean + SD SeSBP
and SeDBP were 142.8+16.7 and 82.1+10.2 mmHg, respec-
tively. A total of 264 (57.0%) and 108 (23.3%) patients
had abnormal SeSBP and SeDBP, respectively (defined as
SeSBP =140 mmHg and SeDBP =90 mmHg, accordingly).
Furthermore, 349 (75.4%) patients received OM-AML
tablets without lipid-modifying agents or other medication
(any medication apart from antihypertensive agents and
lipid-modifying agents), 33 (7.1%) patients were co-treated
with OM-AML tablets and lipid-modifying agents, while 81
(17.5%) patients received OM-AML tablets and lipid-modi-
fying agents and other drugs. The main characteristics of
patients are listed in Table I.

SeSBP and SeDBP are reduced after OM-AML treat-
ment. The mean + SD SeSBP and SeDBP values at
W4 were 132.5+11.9 and 77.6+8.3 mmHg, respec-
tively, which were decreased compared with at WO.
At W8, mean + SD SeSBP and SeDBP values were

130.8+11.8 and 76.5+7.7 mmHg, respectively, which were
decreased compared with those recorded at W4 and WO
(Fig. 1A). In addition, the mean + SEM change of SeSBP
and SeDBP was -10.3+0.8 and -4.6+0.5 mmHg at W4 and
-12.5+0.8 and -5.6+0.5 mmHg at W8 (Fig. 1B).

Comparison revealed greater changes in SeSBP or
SeDBP in patients with shorter time since diagnosis of
hypertension, patients with a history of allergy and kidney
disease, patients without history of cardiovascular disease
or dyslipidemia, patients with abnormal SeSBP and SeDBP
at baseline, patients with moderate or severe hypertension,
or patients without history of hypertension treatment and
patients treated with OM-AML tablets and lipid-modifying
agents (Table SI). Patients who continued their existing
antihypertensive therapy (n=118) showed the most signifi-
cant changes in SeSBP and SeDBP compared with patients
without history of antihypertensive drugs (n=17) and those
who discontinued existing antihypertensive therapy (n=328;
Table SII).

BP target achievement was satisfactory after OM-AML
treatment. At W4, 343 (74.1%) and 124 (26.8%) patients
achieved BP targets according to the China or AHA criteria,
respectively. Additionally, at W8 (n=431 due to lack of assess-
ment data at W8 for some patients), 336 (78.0%) and 167
(38.7%) patients achieved the China and AHA criteria of
BP target, respectively (Fig. 2A). A total of 355 (76.7%) and
434 (93.7%) patients at W4, and 347 (80.5%) and 410 (95.1%)
patients at W8, met the China criteria of SeSBP and SeDBP
target, respectively (Fig. 2B). A total of 183 (39.5%) and 255
(55.1%) patients at W4, as well as 204 (47.3%) and 274 (63.6%)
patients at W8, achieved SeSBP and SeDBP targets according
to AHA criteria, respectively (Fig. 2C). BP response rates of
76.5 and 80.5% were recorded at W4 and WS, respectively
(Fig. 2D).

Subgroup analysis showed that female patients or patients
with shorter time since hypertension diagnosis, normal
SeSBP or SeDBP at baseline, a history of monotherapy of
antihypertensive drugs or those treated with OM-AML
tablets alone more significantly achieved China or AHA BP
targets or BP response rate at W8 (Table II). Furthermore,
male patients (vs. females), time since hypertension diag-
nosis of =10 were associated with a lower probability of
achieving AHA BP target at W8. Abnormal SeSBP at base-
line (vs. normal) and treatment with OM-AML tablets and
lipid-modifying agents and other drugs (vs. OM-AML tablets
without lipid-modifying agent or other drugs) were also
independently associated with lower probability of achieving
AHA BP target at W8 (Table SIII). In addition, abnormal
SeSBP at baseline (vs. normal) and patient treatment with
OM-AML tablets and lipid-modifying agents and other
drugs (vs. OM-AML tablets without lipid-modifying agent
or other drugs) were independently associated with lower
probability of achieving China BP target at W8 (Table SIV).
At W8 after the initiation of OM-AML tablet administration,
the history of double combination of antihypertensive drugs
(vs. monotherapy) and treatment with OM-AML tablets and
lipid-modifying agents and other drugs (vs. OM-AML tablets
without lipid-modifying agent or other drugs) were indepen-
dently associated with lower BP response rate (Table SV).
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Table I. Baseline characteristics (n=463).

Table I. Continued.

Characteristic Value Characteristic Value

Mean age, years 70.4+4.1 Hypertension severity, n (%)

Sex, n (%) No 188 (40.6)
Female 238 (51.4) Mild 197 (42.5)
Male 225 (48.6) Moderate 67 (14.5)

Mean BMI, kg/m? 25.243.1 Severe 11(24)

Highest completed education level, n (%) History of hypertension treatment, n (%)

Primary school or less 83 (17.9) Yes 446 (96.3)

High school 269 (58.1) No 17.3.7)

Undergraduate or above 111 (24.0) History of antihypertensive drugs, n (%)

Smoker, n (%) Monotherapy 237 (51.2)
No 339 (73.2) Double combination 164 (35.4)
Yes 124 (26.8) Triple combination 37 (8.0)

Alcohol intake, n (%) Unknown 25(54)
No 408 (88.1) History of antihypertensive medication, n (%)

Yes 55 (11.9) Calcium channel blocker 281 (60.7)
Median (IQR) time since hypertension 13.1(6.1-212)  Angiotensin II antagonist 338 (73.0)
diagnosis, years Angiotensin-converting enzyme inhibitor 36 (7.8)
Family history of hypertension, n (%) Combination, n (%)

No 185 (40.0) No combination 349 (75.4)

Yes 259 (55.9) Lipid-modifying agent 33(7.1)

Unknown 19 (4.1) Lipid-modifying agent and others® 81 (17.5)
History of allergy, n (%) *Any medications apart from antihypertensive agents and lipid-modi-

No 410 (88.6) fying agent. Data are presented as n (%), mean + SD or median +

Yes 47 (10.2) IQR. BMI, body mass index; CCVD, cardiovascular and cerebrovas-

Unknown 6 (1.3) cular disease; SeSBP, seated systolic blood pressure; SeDBP, seated

. . . diastolic blood pressure.

History of respiratory disease, n (%)

No 416 (89.8)

Yes 45 (9.7)

Unknown 2(04) .

History of kidney disease, n (%) Home-measured BP is reduced after OM—AMI., tr.ec.ltment.
No 432 (933) Home-measured SeSBP anq SeDBP were significantly

decreased from W1 to W8 (Fig. 3A). The mean changes of

Yes 30(6.5) weekly home-measured SeSBP from W2 to W8 were -1.9,

Unknown 1(0.2) 2.4,29,-38,-4.5,-4.8 and -5.0, respectively. Additionally,
History of diabetes, n (%) the mean changes of weekly home-measured SeDBP from W2

No 358 (77.3) to W8 were -0.8,-1.2,-1.5,-1.7,-2.0, -2.3 and -2.1, respectively

Yes 102 (22.0) (Fig. 3B). The post hoc comparisons of home-measured BP are

Unknown 3 (0.6) shown in Table SVI.

H;Is(tory of CCVD, n (%) 256 (55.3) Satisfaction is improved and medication possession is high

) after OM-AML treatment. The satisfaction of both patients

Yes 207 (34.7) and physicians was significantly increased at W8 compared
History of dyslipidemia, n (%) with WO (Fig. 4A and B). MPR for WO-W4 and W0-W8 was

No 266 (57.5) 95.5 and 92.5%, respectively (Fig. 4C).

Yes 188 (40.6)

Unknown 9(1.9) OM-AML treatment is generally tolerable. The most common
Mean baseline respiratory rate, breaths/min 177+1.9 AEs were nervous system disorder (13.4%), vascular disorder
Mean heart rate, beats/min 73.649.6 (9.7%), general disorder and administration site conditions
Mean SeSBP, mmHg 142 8+16.7 (6.5%) and cardiac disorder (4.5%). Additionally, severe AEs
Abnormal SeSBP, n (%) 264 (57.0) (grade 3-4 AEs) 1nc.1uded vascula.r d1sorder.(0.§%), c.ardlac

disorder (0.4%), respiratory, thoracic and mediastinal disorder

Mean SeDBP, mmHg 82.1+10.2 . . . . .

(0.2%), general disorders and administration site conditions

Abnormal SeDBP, n (%) 108 (23.3)

(0.2%), and reproductive system and breast disorders (0.2%).
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Figure 1. SeSBP and SeDBP following treatment. (A) SeSBP and SeDBP at W0, W4 and W8. (B) Changes in SeSBP and SeDBP at W4 and WS8. Data are
presented as mean + SD. SeSBP, seated systolic blood pressure; SeDBP, seated diastolic blood pressure; W, week.
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Figure 2. Achievement of BP target. (A) Proportion of patients who achieved BP target according to Chinese or AHA criteria at W4 and W8. Proportion of
patients who achieved SeSBP or SeDBP targets according to (B) Chinese and (C) AHA criteria at W4 and W8. (D) BP response rate at W4 and W8. AHA,
American Heart Association; W, week; SeSBP, seated systolic blood pressure; SeDBP, seated diastolic blood pressure.

Furthermore, the most common drug-associated AEs (AEs  Discussion

that were associated with the drug use, as evaluated by the

investigators) were nervous system disorder (4.5%), vascular OM-AML tablets are an effective antihypertensive agent not
disorder (2.8%), and general disorder and administration site  only for the general population, but also for older patients,
conditions (2.6%; Table III). and patients with diabetes mellitus or obesity (22,23).
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Table II. Achievement of BP target rate and BP response rate at week 8 (n=431).

AHA BP China BP BP response,
Characteristic N target,n (%) P-value target,n (%)  P-value n (%) P-value
Sex 0.002 0.096 0.069
Female 223 102 (45.7) 181 (81.2) 187 (83.9)
Male 208 65 (31.3) 155 (74.5) 160 (76.9)
BMI?, kg/m? 0.878 0.767 0.371
<30 394 152 (38.6) 306 (77.7) 315(79.9)
=30 30 12 (40.0) 24 (80.0) 26 (86.7)
Highest completed education level 0.306 0.515 0.530
Primary school or less 80 37 (46.3) 60 (75.0) 62 (77.5)
High school 249 93 (37.3) 199 (79.9) 205 (82.3)
Undergraduate or above 102 37 (36.3) 77 (75.5) 80 (78.4)
Smoker 0.067 0.199 0.297
No 317 131 (41.3) 252 (79.5) 259 (81.7)
Yes 114 36 (31.6) 84 (73.7) 88 (77.2)
Alcohol intake 0.078 0.176 0.126
No 380 153 (40.3) 300 (78.9) 310 (81.6)
Yes 51 14 (27.5) 36 (70.6) 37 (72.5)
Time since hypertension 0.016 0.307 0.668
diagnosis, years
<5 87 45 (51.7) 73 (83.9) 73 (83.9)
5-9 55 22 (40.0) 43 (78.2) 44 (80.0)
=10 289 100 (34.6) 220 (76.1) 230 (79.6)
Family history of hypertension 0.657 0.676 0.803
No 178 70 (39.3) 140 (78.7) 144 (80.9)
Yes 234 87 (37.2) 180 (76.9) 187 (79.9)
History of allergy 0.845 0.813 0.840
No 382 148 (38.7) 296 (71.5) 306 (80.1)
Yes 43 16 (37.2) 34(79.1) 35(81.4)
History of respiratory disease 0.436 0.556 0.565
No 386 147 (38.1) 299 (71.5) 309 (80.1)
Yes 43 19 (44.2) 35(81.4) 36 (83.7)
History of kidney disease 0.210 0.701 0.451
No 402 153 (38.1) 314 (78.1) 325 (80.8)
Yes 28 14 (50.0) 21 (75.0) 21 (75.0)
History of diabetes 0.814 0.637 0.735
No 332 127 (38.3) 260 (78.3) 268 (80.7)
Yes 96 38 (39.6) 73 (76.0) 76 (79.2)
History of CCVD 0.596 0.713 0.923
No 234 88 (37.6) 184 (78.6) 188 (80.3)
Yes 197 79 (40.1) 152 (77.2) 159 (80.7)
History of dyslipidemia 0.743 0.060 0.105
No 245 98 (40.0) 200 (81.6) 205 (83.7)
Yes 177 68 (38.4) 131 (74.0) 137 (77.4)
Respiratory rate 1.000 1.000 1.000
Normal 356 146 (41.0) 283 (79.5) 294 (82.6)
Abnormal 5 2 (40.0) 4 (80.0) 4 (80.0)
Heart rate (%) 0.246 0.193 0.441
Normal 397 153 (38.5) 308 (77.6) 319 (80.4)

Abnormal 26 13 (50.0) 23 (88.5) 23 (88.5)
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Table II. Continued.

AHA BP China BP BP response,
Characteristic N target,n (%) P-value target,n (%) P-value n (%) P-value
SeSBP <0.001 <0.001 <0.001
Normal 180 90 (50.0) 162 (90.0) 168 (93.3)
Abnormal 251 77 (30.7) 174 (69.3) 179 (71.3)
SeDBP 0.001 0.034 0.017
Normal 330 142 (43.0) 265 (80.3) 274 (83.0)
Abnormal 101 25 (24.8) 71 (70.3) 73 (72.3)
Hypertension severity 0.950 0.097 0.034
Mild 189 57 (30.2) 138 (73.0) 143 (75.7)
Moderate or severe 72 22 (30.6) 45 (62.5) 45 (62.5)
History of hypertension treatment 0.420 0.774 0.754
Yes 414 162 (39.1) 323 (78.0) 334(80.7)
No 17 5294 13 (76.5) 13 (76.5)
History of antihypertensive drugs 0.566 0.005 0.070
Monotherapy 224 92 (41.1) 187 (83.5) 189 (84.4)
Double combination 146 54 (37.0) 106 (72.6) 109 (74.7)
Triple combination 36 12 (33.3) 23 (63.9) 29 (80.6)
History of calcium channel blockers 0.192 0.814 0.209
No 64 30 (46.9) 53 (82.8) 56 (87.5)
Yes 271 103 (38.0) 221 (81.5) 219 (80.8)
History of angiotensin II antagonists 0.119 1.000 1.000
No 7 5(14) 6(85.7) 6 (85.7)
Yes 328 128 (39.0) 268 (81.7) 269 (82.0)
History of angiotensin-converting 0.736 0.058 0.140
enzyme inhibitors
No 302 119 (39.4) 251 (83.1) 251 (83.1)
Yes 33 14 (42.4) 23 (69.7) 24.(72.7)
Combination 0.009 0.001 0.002
No combination 325 139 (42.8) 266 (81.8) 273 (84.0)
Lipid-modifying agent 32 10 (31.3) 24 (75.0) 25 (78.1)
Lipid-modifying agent and other 74 18 (24.3) 46 (62.2) 49 (66.2)

*Seven patients had no BMI data, thus the comparison was made in 424 patients. AHA, American Heart Association; BMI, body mass index;
CCVD, cardiovascular and cerebrovascular disease; SeSBP, seated systolic blood pressure; SeDBP, seated diastolic blood pressure.

Regarding the effect of OM-AML tablets on older patients
with essential hypertension, a previous study demonstrated
that the mean change of SeSBP/SeDBP was -14.5/-7.8 mmHg
in older patients with uncontrolled hypertension who had
previously received monotherapy followed by administra-
tion of OM-AML tablets for 20 weeks (24). Another study
showed that after treatment with OM-AML tablets for
36 months, SeSBP/SeDBP decreased from 157.2/84.6 to
132.6/72.6 mmHg in older patients with hypertension (25),
resulting in a mean change of -24.6/-12.0 mmHg for
SeSBP/SeDBP. To the best of our knowledge, however, no
similar studies have been performed in China. Due to differ-
ences in ethnicity, as well as lifestyle factors of Chinese
patients, including high sodium and low potassium intake,
low levels of physical exercise and high levels of alcohol
abuse, evaluating the efficacy of OM-AML tablets in older

patients with essential hypertension in China is of marked
importance. The present study revealed that the mean change
of SeSBP/SeDBP in older patients with essential hyperten-
sion was -12.5/-5.6 mmHg. The change of SeSBP/SeDBP
was lower compared with that reported in previous studies
(20 weeks and 36 months, respectively) (24,25). This may
be due to the different duration of treatment, which was
8 weeks in the present study. However, OM-AML tablets
could effectively lower BP in older patients with essential
hypertension.

Decreasing BP to a particular threshold is the main
objective of antihypertensive treatment. A previous study
showed that 62.5% of older patients with resistant hyperten-
sion achieved the goal of SeSBP/SeDBP <140/90 mmHg
following treatment with OM-AML tablets for 8 weeks (26)
Additionally, a BP threshold of <140/90 mmHg was achieved
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Table III. AEs by system organ class.

System organ class

Any AE, n (%)

Severe AE, n (%) Drug-associated AE, n (%)

Nervous system disorder 62 (13.4) 0(0.0) 21 (4.5)
Vascular disorder 45 (9.7) 3(0.6) 13 (2.8)
General disorder and administration site conditions 30 (6.5) 1(0.2) 12 (2.6)
Cardiac disorder 21 (4.5) 204 9(1.9)
Gastrointestinal disorder 18 (3.9) 0(0.0) 6(1.3)
Respiratory, thoracic and mediastinal disorder 15@3.2) 204) 1(0.2)
Metabolism and nutrition disorder 12 (2.6) 0(0.0) 0(0.0)
Psychiatric disorder 8(1.7) 0(0.0) 6(1.3)
Skin and subcutaneous tissue disorder 7(1.5) 0(0.0) 2(04)
Musculoskeletal and connective tissue disorder 7(1.5) 0(0.0) 0(0.0)
Investigations 4(0.9) 0(0.0) 0(0.0)
Eye disorder 3(0.6) 0(0.0) 1(0.2)
Reproductive system and breast disorder 3(0.6) 1(0.2) 0(0.0)
Renal and urinary disorder 3(0.6) 0(0.0) 0(0.0)
Endocrine disorder 204 0(0.0) 0(0.0)
Immune system disorder 1(0.2) 0(0.0) 1(0.2)
Hepatobiliary disorder 1(0.2) 0(0.0) 0 (0.0)
AE, adverse event.
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Figure 3. Home-measured BP following treatment. (A) Home-measured SeSBP and SeDBP from W1 to W8. Data are presented as mean + SD. (B) Changes
in home-measured SeSBP and SeDBP from W2 to W8. Data are presented as mean + SEM. W, week; SeSBP, seated systolic blood pressure; SeDBP, seated

diastolic blood pressure.

by 86.8% of older patients with essential hypertension
receiving OM-AML tablets for 20 weeks (24). Furthermore,
another study reported that 51.4% of older patients with
essential hypertension achieved a BP goal of <140/90 mmHg

after treatment with OM-AML tablets for 10 weeks (27). In
the present study, 78.0 and 38.7% of older patients achieved a
BP target of <140/90 and <130/80 mmHg, based on the China
and AHA criteria, respectively. The aforementioned results
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Figure 4. Satisfaction and MPR following treatment. The satisfaction of (A) patients and (B) physicians at WO and W8 was evaluated. (C) MPR at W4 and W8
was determined. W, week; MPR, medication possession rate; VAS, visual analogue scale.

were consistent with those reported in previous studies, which
used a BP goal of <140/90 mmHg (24,26,27). Additionally,
compared with previous studies on older patients with hyper-
tension treated with OM or AML monotherapy (22,28), the
present study revealed that a higher proportion of patients
achieved a BP target of <140/90 mmHg. This could be due to
the fact that OM-AML tablets combine two antihypertensive
drugs with high efficacy, thus displaying superior treatment
efficacy.

During the treatment of essential hypertension, both
patient and physician satisfaction should be considered.
Satisfaction is commonly associated with treatment efficacy,
convenience of treatment and cost (8,9,18). Consistent with a
previous study (29), satisfaction of both patients and physi-
cians in the present study was increased at W8 compared
with at WO. This may be because OM-AML tablets were
effective in controlling BP, thus enhancing both patient and
physician satisfaction and OM-AML tablets were convenient
to take due to their single-pill, dose-fixed design, reducing
the probability of missing doses, thus also increasing the
satisfaction of both patients and physicians. Additionally,
the present study reported a MPR of 92.5% at W8, which
was similar to that reported in Korean patients with essential
hypertension treated with a dose-fixed OM/AML/hydrochlo-
rothiazide regimen (29).

Due to comorbidities and frailty, the safety of antihy-
pertensive drugs is a key issue during the treatment of older
patients with essential hypertension (3,5). The present study
revealed that the incidence of OM-AML-associated AEs
in older patients with essential hypertension was similar to
that reported in previous studies (24-27). In addition, the
incidence of severe AEs was relatively low, indicating that
OM-AML tablets could be considered a safe antihyperten-
sive drug.

The present study had some limitations. Firstly, the
present study was a prospective, observational, single-cohort
study that evaluated the efficacy and safety of OM-AML
tablets in older patients with essential hypertension.
However, further randomized, controlled trials should be
performed to provide more evidence for the administration
of OM-AML tablets in these patients. Secondly, a 10-cm
VAS scale was used to assess the satisfaction of both
patients and physicians. This scale is characterized by ease
of assessment; however, this leads to an increased risk of
bias. Thirdly, the long-term efficacy and safety of OM-AML

tablets in older patients with essential hypertension should
be further explored in the future.

In conclusion, the present study indicated that OM-AML
tablets were an effective and safe antihypertensive drug,
facilitating the achievement of BP targets in older patients with
essential hypertension.
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