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Abstract

Introduction and Objective: Sleep is a fundamental need for human health and well-being. Maintaining a good
and high-quality sleep cycle is essential as insufficient sleep or sleep disorders can adversely affect both physical and
mental health. Currently, many people have problems with insomnia. The Thai Traditional and Integrative Medicine
Hospital provides treatment for patients with insomnia using herbal medicine for relieving the symptom. There are
herbal remedies for relieving insomnia, including those containing cannabis and those without. The researchers are in-
terested in studying the comparative effectiveness and safety of cannabis-containing Ya Sukkhasaiyat and non-cannabis
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Ya Sukkhasaiyat formulas (CCYS and NCYS) in patients with insomnia. To provide information for further research and
development on the use of Ya Sukkhasaiyat in patients with insomnia in the future. The objectives of this study were to
(1) evaluate the effectiveness of CCYS and NCYS sleep quality, (2) assess the severity and safety of adverse reactions to
Ya Sukkhasaiyat in insomnia patients, and (3) evaluate satisfaction of using Ya Sukkhasaiyat for insomnia.

Method: This research, using an experimental study double-blinded randomized control design, was conducted on
patients with chronic insomnia or difficulty sleeping, who were receiving treatment at the Thai Traditional and Integrative
Medicine hospital, with a total of 84 participants. By assessing sleep quality using the Pittsburgh Sleep Quality Index, data
were collected and then analyzed using descriptive statistics, independent t-test, and paired t-test.

Results:  When comparing composite scores of sleep quality of the participants before and after treatment, the CCYS
group had mean scores of 10.45 +3.79 and 5.91 +2.72, respectively, while the NCYS group’s mean scores were 10.49 +
3.15 and 6.68 + 1.75, respectively. In both groups the post-treatment scores significantly reduced (p < 0.05), but there was
no significant difference between the groups (p > 0.05). Based on the assessment of adverse drug reactions, both groups
had mild adverse symptoms including epigastric burning from using the formulas. As for quality of life, the ESAS assess-
ments of pain, tiredness/fatigue, nausea, depression, anxiety, drowsiness, anorexia, physical/mental discomfort, shortness
of breath, other symptoms, showed a significant decrease in ESAS scores (p < 0.05). Regarding patient satisfaction after
treatment, the CCYS group had significantly increased satisfaction with their sleep, but the increase was not significant in
the NCYS group (p < 0.05). However, between the two groups, their satisfaction levels were not significantly different (p
>(.05). Based on the comparison of sleep satisfaction levels, it can be explained that the CCYS group had significantly
different sleep satisfaction scores before and after treatment regarding sleeping more soundly, not waking up during the
night, and better sleep quality, etc. The higher satisfaction level might result from the effect of the cannabis contained in
the medication as cannabis has an important compound called delta-9-tetrahydrocannabinol (THC), which helps induce
relaxation, euphoria, and sleep. However, when considering the sleep satisfaction scores before and after treatment in the
NCYS group, the satisfaction rating increased post-treatment, but not significantly. Based on the satisfaction scores of both
formulas, it was found that the participants had higher sleep satisfaction scores after receiving the two herbal medicine
formulas. That was because both formulas contain the same 11 herbal ingredients, and according to herbal drug informa-
tion, the herbs other than cannabis that have sleep-inducing properties are, for example, long pepper, neem, ginger and
nutmeg.

Discussion: Regarding patient satisfaction after treatment, the CCY'S group had significantly increased satisfaction
with their sleep, but the increase was not significant in the NCYS group (p < 0.05). However, between the two groups,
their satisfaction levels were not significantly different (p > 0.05). Based on the comparison of sleep satisfaction levels,
it can be explained that the CCYS group had significantly different sleep satisfaction scores before and after treatment
regarding sleeping more soundly, not waking up during the night, and better sleep quality, etc. The higher satisfaction level
might result from the effect of the cannabis contained in the medication as cannabis has an important compound called
delta-9-tetrahydrocannabinol (THC), which helps induce relaxation, euphoria, and sleep. However, when considering the
sleep satisfaction scores before and after treatment in the NCYS group, the satisfaction rating increased post-treatment,
but not significantly. Based on the satisfaction scores of both formulas, it was found that the participants had higher sleep
satisfaction scores after receiving the two herbal medicine formulas. That was because both formulas contain the same
11 herbal ingredients, and according to herbal drug information, the herbs other than cannabis that have sleep-inducing
properties are, for example, long pepper, neem, ginger and nutmeg.

Conclusion and recommendation: The results of this study have shown that both Ya Sukkhasaiyat formulas
are significantly effective and safe in treating patients with insomnia. The efficacies in both study groups are not signifi-
cantly different. If more research on this matter is promoted, it can help solve public health problems and reduce chronic
diseases caused by insomnia. To ensure safety, future studies should investigate the effects of active compounds in the
formulas, potentially in collaboration with external organizations. This would provide a systematic scientific evidence
to support their use.

Key words: insomnia, cannabis-containing Ya Sukkhasaiyat formula, non-cannabis Ya Sukkhasaiyat formula,

safety
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Table 2 Pittsburgh Sleep quality Index (PSQI)

Table 1 Demographic characteristics

N=284 (%) &

Characteristics Mean = S.D.
Gender

Male (%) 32 (38.1)

Female (%) 52 (61.9)
Age (year) 48.70 £ 11.54
Weight (kg) 65.67 + 11.58
Height (cm) 161.37 + 14.34

N =78 (%) & Mean % S.D.

Pittsburgh Sleep quality Index (PSQl) p-value
Before After

Groups that received remedy with cannabis 10.45 + 3.79 591272 <0.05

Groups that received remedy without cannabis 10.49 + 3.15 6.68+1.75 <0.05

p—valueb p>0.05

Sueneafiodlulassnside (Table 1)
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005) duiihnmATungui lesushSuene-
€AY 1o ~ ! o | @

laenenift lfifumdasuuunaumaSnewii

10.49 + 3.15 WAIMIINVIYINNIL 6.68 + 1.75 LAY

Rezuuianasnalitiuddnneana (p < 0.05)

wazilaw Suufiaussrinangalifenuuanes

Table 3 Information on Adverse Drug Reaction when using Ya Sukkhasaiyat

N=78 (%)

Adverse Drug Reaction

(ADRs)

Groups that received remedy

- No symptoms found

with cannabis

38 (97.44%)

Groups that received remedy

without cannabis

38 (97.44%)

- Found symptoms 1 (2.56%) 1 (2.56%)
Frequency of ADRs (N = 78 (%))
- Epigastric burning 1 (1.28%) 0

- Heartburn

0 1(1.28%)
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penfitied@ Y eaidl (p > 0.05) (Table 2)
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Table 4 Summary of the mean values of the ESAS adverse reaction assessment scale

Groups that received

Groups that received

Date remedy with cannabis remedy without cannabis p-value
Mean S.D. Mean S.D.
Pain
Day 1 3.50 2.73 3.79 3.02 0.994
Day 2 3.48 2.73 3.74 3.02 0.994
Day 3 3.29 2.65 3.55 2.88 0.994
Day 4 3.19 2.62 3.48 2.87 0.994
Day 5 2.98 2.54 3.48 2.87 0.972
Day 6 2.67 2.24 3.29 2.64 0.899
Day 7 1.83 2.06 2.10 2.31 0.994
Day 8 1.64 1.97 1.88 2.07 0.994
Day 9 1.17 1.62 1.74 1.87 0.741
p-valueb decrease < 0.05 decrease < 0.05
Tiredness/Fatigue
Day 1 3.40 2.54 3.38 2.89 1.000
Day 2 3.40 2.54 3.38 2.89 > 0.999
Day 3 3.21 2.45 3.19 2.86 > 0.999
Day 4 3.05 2.31 3.02 2.80 > 0.999
Day 5 2.81 2.23 3.00 2.81 0.999
Day 6 2.43 2.11 2.93 2.86 0.973
Day 7 1.67 1.93 1.93 2.37 0.995
Day 8 1.45 1.78 1.79 2.26 0.984
Day 9 1.12 1.60 1.57 2.20 0.952
p—valueb decrease < 0.05 decrease < 0.05
Nausea
Day 1 0.43 0.94 0.69 1.62 0.985
Day 2 0.43 0.97 0.69 1.62 0.985
Day 3 0.33 0.79 0.55 1.58 0.985
Day 4 0.33 0.79 0.55 1.58 0.985
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Table 4 (cont.) Summary of the mean values of the ESAS adverse reaction assessment scale

Groups that received Groups that received

Date remedy with cannabis remedy without cannabis p-value

Mean S.D. Mean S.D.
Day 5 0.33 0.79 0.55 1.58 0.985
Day 6 0.33 0.82 0.48 1.47 0.985
Day 7 0.24 0.62 0.31 1.09 0.985
Day 8 0.26 0.70 0.26 0.86 > 0.999
Day 9 0.24 0.69 0.26 0.86 0.991
p-value” decrease < 0.05 decrease < 0.05
Depression
Day 1 0.88 1.93 1.12 2.07 > 0.999
Day 2 0.88 1.93 1.12 2.07 > 0.999
Day 3 0.79 1.82 1.00 2.05 > 0.999
Day 4 0.79 1.82 1.00 2.05 > 0.999
Day 5 0.79 1.82 1.00 2.05 > 0.999
Day 6 0.71 1.73 0.88 1.86 > 0.999
Day 7 0.57 1.52 0.69 1.55 > 0.999
Day 8 0.57 1.52 0.64 1.50 > 0.999
Day 9 0.48 1.31 0.60 1.38 > 0.999
p—valueb decrease < 0.05 decrease <0.05
Anxiety
Day 1 1.81 2.50 1.33 2.42 0.945
Day 2 1.81 2.50 1.33 2.42 0.945
Day 3 1.71 2.49 1.24 2.35 0.945
Day 4 1.67 2.41 1.24 2.35 0.945
Day 5 1.48 2.11 1.24 2.35 0.945
Day 6 1.43 2.09 1.14 2.09 0.945
Day 7 1.14 1.82 0.76 1.53 0.945
Day 8 0.95 1.67 0.62 1.31 0.945
Day 9 0.83 1.53 0.38 0.96 0.650
p—valueb decrease < 0.05 decrease < 0.05
Drowsy
Day 1 3.21 2.81 2.86 2.77 0.995
Day 2 3.17 2.77 2.83 2.76 0.995

Day 3 3.05 2.70 2.62 2.70 0.995
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Table 4 (cont.) Summary of the mean values of the ESAS adverse reaction assessment scale

Groups that received Groups that received
Date remedy with cannabis remedy without cannabis p-value
Mean S.D. Mean S.D.

Day 4 2.98 2.65 2.55 2.62 0.995
Day 5 2.81 2.54 2.60 2.62 0.998
Day 6 2.38 2.13 2.40 2.45 0.999
Day 7 1.87 1.81 1.74 2.01 0.998
Day 8 1.62 1.78 1.57 1.91 0.999
Day 9 1.29 1.64 1.26 1.67 0.999
p—valueIO decrease <0.05 decrease <0.05

Anorexia

Day 1 0.79 1.91 1.38 2.21 0.738
Day 2 0.79 1.91 1.38 2.21 0.738
Day 3 0.69 1.75 1.26 2.05 0.738
Day 4 0.69 1.75 1.24 2.06 0.738
Day 5 0.55 1.53 1.24 2.06 0.509
Day 6 0.43 1.17 1.05 1.83 0.469
Day 7 0.33 1.083 0.64 1.38 0.738
Day 8 0.33 1.083 0.52 1.19 0.738
Day 9 0.33 0.93 0.43 0.99 0.738
p-value” decrease <0.05 decrease <0.05

Discomfort in both body and mind

Day 1 1.86 2.34 1.81 2.09 > 0.999
Day 2 1.83 2.35 1.81 2.09 > 0.999
Day 3 1.76 2.26 1.74 2.01 >0.999
Day 4 1.76 2.26 1.71 2.02 > 0.999
Day 5 1.57 2.07 1.69 2.03 > 0.999
Day 6 1.50 1.95 1.64 1.92 > 0.999
Day 7 1.10 1.68 1.00 1.55 > 0.999
Day 8 1.00 1.47 0.81 1.31 0.998
Day 9 0.86 1.42 0.67 1.20 0.998
p—valueb decrease <0.05 decrease < 0.05

Shortness of breath

Day 1 1.21 2.21 1.33 2.15 0.999
Day 2 1.19 2.19 1.33 2.15 0.999
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Table 4 (cont.) Summary of the mean values of the ESAS adverse reaction assessment scale

Groups that received

Groups that received

Date remedy with cannabis remedy without cannabis p-value
Mean S.D. Mean S.D.

Day 3 1.07 2.06 1.21 2.11 0.999
Day 4 1.07 2.06 1.21 2.1 0.999
Day 5 0.95 1.97 1.21 2.11 0.997
Day 6 0.86 2.06 1.14 1.97 0.997
Day 7 0.55 1.37 0.71 1.77 0.998
Day 8 0.50 1.23 0.57 1.56 0.999
Day 9 0.31 0.78 0.55 1.56 0.985
p—valueb decrease < 0.05 decrease < 0.05

Other symptoms

Day 1 1.31 2.30 1.55 2.60 0.990
Day 2 1.31 2.30 1.62 2.59 0.990
Day 3 1.26 2.22 1.57 2.61 0.990
Day 4 1.21 2.16 1.43 2.38 0.990
Day 5 1.10 2.06 1.43 2.38 0.990
Day 6 1.02 1.97 1.38 2.33 0.990
Day 7 0.86 1.75 1.21 2.14 0.990
Day 8 0.85 1.75 1.17 2.02 0.990
Day 9 0.71 1.55 1.02 1.79 0.990
p—valueb decrease < 0.05 decrease < 0.05

Note: symptoms were assessed according to the feelings of the research participants, with O indicating no symptoms to 10

indicating the most symptoms.

(Table 3)
INMIUILHUHNATDIO N INTING LY

1/5¢18% Edmonton Symptom Assessment
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NN WUAMAIN L FuUsemudsuenluuda
2IM363 mammww%‘imLﬁ'aﬂ'ﬁmﬁu@’hmmu
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06 (Table 4)
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Figure 1 Bar chart shows the total satisfaction scores of the study participants before and after received remedy

with cannabis (blue) and received remedy without cannabis (red)

pamMIszfinenaione R lumavenundy  Wisuifuusmiengad iesudsuenea laenenst
FIULLFOUDNINNA 10 98 wudmdsan  Afuaylififymlsanandag one-way ANOVA
Sudsgmudhsuenealaeneiud gt wohlifiensuanesegedisddgmesia

a =< o a .
3~|ﬂ’)’]N‘WQ‘Waiai%ﬂ’]'ﬁ%@%ﬂﬂaﬂi%ﬂ’]W?’JNLWN (Flgure 1)
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Table 5 Comparing the sleep satisfaction of group 1 research participants before and after receiving the

Ya Sukkhasaiyat remedy containing cannabis as an ingredient

Before receiving Sleep and takeing
Question medicine medicine p-value
X S.D. X S.D.
After lying down, you can actually sleep 2.86 1.05 3.64 1.03 0.005
Feeling satisfied with sleep 2.71 0.81 3.57 1.25 0.003
How often do you wake up in the middle 2.43 0.86 3.33 1.14 0.001
of the night
Turning or moving while sleeping. 3.00 0.83 3.57 1.15 0.043
How soundly do you sleep 2.98 0.95 3.83 1.03 0.002
How long does it take for someone who wakes 2.83 1.19 3.45 1.37 0.086
up in the middle of the night to continue sleeping
How much sleep was disturbed 3.48 1.25 3.57 1.55 0.770
How good is the quality of sleep 2.88 0.74 3.71 1.29 0.004
How appropriate is sleep time 3.02 0.98 3.60 1.42 0.086
How refreshing is it when you wake up 2.76 1.03 3.69 1.39 0.005

Note: Satisfaction ranges from 1 (lowest) to 5 (highest)

Table 6 Comparing the sleep satisfaction of group 2research participants before and after receiving the

Ya Sukkhasaiyat remedy did not contain cannabis as an ingredient

Before receiving After takeing
Question medicine medicine p—value
X S.D. X S.D.
After lying down, you can actually sleep 2.90 1.03 3.6 1.21 0.053
Feeling satisfied with sleep 3.05 0.79 3.6 1.25 0.152
How often do you wake up in the middle 2.86 0.84 3.36 1.14 0.161
of the night
Turning or moving while sleeping. 2.90 0.93 3.43 1.29 0.186
How soundly do you sleep 2.88 1.04 3.50 1.33 0.152
How long does it take for someone 2.86 1.03 3.29 1.40 0.450
who wakes up in the middle of
the night to continue sleeping
How much sleep was disturbed 3.26 1.23 3.12 1.55 0.648
How good is the quality of sleep 2.95 0.94 3.33 1.43 0.488
How appropriate is sleep time 2.95 0.88 3.29 1.53 0.488
How refreshing is it when you wake up 2.88 1.09 3.29 1.63 0.488

Note: satisfaction ranges from 1 (lowest) to 5 (highest)
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