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Objectives This study is designed to evaluate the safety of palmul-tang soft extract
in healthy male volunteers.

Methods Twelve healthy male volunteers were recruited. And this study was con-
ducted in a single center. As a result of the laboratory test, the safety was evaluated
by collecting vital signs of volunteers. Twelve subjects were assigned by serial number
according to the registration order. For safety evaluation, blood samples were col—-
lected and vital signs were checked four times throughout the test period, including
screening, pre—administration, post-administration (after 48 hours) and post—administration
(after 7 days). The difference in variables was summarized as the meantstandard
deviation. The normality was performed using Kolmogorov—-Smirnov and Shapiro—Wilk
test. If normality is satisfied, a paired t—test is applied. Otherwise, the Wilcoxon sign
rank test, which is a nonparametric method, is applied. The significance was p<0.05.
The incidence of all side effects is expressed as a percentage.

Results In the case of red blood cell, hemoglobin, and hematocrit values, the result of
normality test of variables for the difference value before and after administration is
significant level p{0.05. However, all laboratory test values before and after admin—
istration did not deviate from the normal range. Also the deviations in the normal range
could not be seen as significance related to this clinical trial. And no side effects re—
lated to clinical trial drugs were observed.

Conclusions The soft extract of palmul-tang was considered safe for healthy male
volunteers. (J Korean Med Rehabil 2023; 33(1):77-85)

Keywords Herb—drug interactions, Herbal medicine, Drug compounding, Patient safety
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19 people participated in the clinical trial.
4 people meet the exclusion criteria in screening test.

Of the total participants, 15 were recruited for clinical
trial.
(Including 3 people waiting)

-30days ~ -lday Oday

Screening period Admission

lday

Administration of me

dicine
& Blood collection
& Laboratory test

Fig. 1. Progress of study.

Table 1. Progress of Study

3day

Blood collection
& Laboratory test
& Discharge

7day (+3days)

Blood collection
& Laboratory test

Variable Screening period Administration and blood sample collection Check up
Visit number Visit 1 Visit 2 Visit 3
Visit day 0 day 1 day 2 days 3 days 7 days
Window period -30 days to -1 day - +3 days
Demographic data and history taking \

Acquisition of consent S

Electrocardiogram S \/ \ \
Laboratory test* \ \/ \ \
Admission’ V

Administration of medicine* v

Blood collection \ V V

Vital sign S \/ \/ V
Physical examination \ \/ \ V
Discharge’ V

Monitoring for adverse events \/ \/ V V V

*Immunology and myocardial infarction tests are performed only during the screening period.
"Admission by 22:00 the day before the medication (0 day), discharge after the schedule is over.
ISubjects should be administrated the medicine at 1 day 8 a.m. while fasting for more than 10 hours, and the administration

time is set to 1 day 0 hour.
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Table II. Demographic Characteristics of Subjects

olof WhgrH 2012 BAER K7} kA A}l A
d& B, FofoplEe] olF FXk 1 A
I AL BEAe} 2] B8l wE EHgio] gl
Fol 9 58 Hojdo] FdE Az 5 Thst A

Table IIl. Comparison of Safety Evaluation Variables in Pre-
and Post-Administration

Mean difference

Variable ) p-value
SBP (mmHg) -0.83+2.73 0312
DBP (mmHg) -0.25+2.90 0.770
PR (BPM) 0.67£3.00 0.457
BT (°C) 0.02+0.07 0.438
WBC (10°/uL) -0.28+1.10 0.405
RBC (10%pL) -0.35+0.28 0.005*
Hemoglobin (g/dL) -0.78+0.65 0.008*
Hematocrit (%) -3.16+2.52 0.005*
PLT (10°/uL) -5.33425.478 0.484
Lymphocytes (10°/uL) 0.03+6.24 0.690
Monocytes (10*/uL) -0.2340.75 0.306
Neutrophils (10*/uL) 1.34+7.19 0.531
Eosinophils (10*/uL) -0.06£1.33 0.882
Basophils (10%/uL) -0.27+0.37 0.031
Protein (g/dL) -0.20+0.44 0.132
Albumin (g/dL) -0.03+0.24 0.643
ALP (IU/L) 9.5+12.57 0.050*
AST (IU/L) 117418 0.056*
ALT (IU/L) 0.83+£2.21 0.218
y-GTP (IU/L) -0.50+1.31 0214
BUN (mg/dL) -0.69+2.57 0.373
Creatinine (mg/dL) -0.01+0.07 0.499

SD: standard deviation, SBP: systolic blood pressure, DBP: diastolic
blood pressure, PR: pulse rate, BPM: beats per minute, BT: body
temperature, WBC: white blood cell, RBC: red blood cell, PLT:
platelet, ALP: alkaline phophatase, AST: aspartate aminotransferase,
ALT: alanine aminotransferse, y-GTP: y-glutamyl transpeptidase,
BUN: blood urea nitrogen.

*Statistically significant (p<0.05).

Table IV. Incidence of Adverse Events

Characteristic Mean£SD (n=12)
Age (yr) 39.08+8.82
Height (cm) 173.5643.69
Weight (kg) 72.14+2.83

Variable Frequency (percentage)
Incidence of AE 0/12 (0)
Incidence of AE caused drop-out 0/12 (0)
Incidence of SAE 0/12 (0)

SD: standard deviation.
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