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Abstract

Introduction and Objective: Currently, around 19 million people in Thailand suffer from insomnia, leading
to the efforts to encourage the use of Thai herbal formula as a choice to help with sleep problems. “Samran Nithra”
isa TTM formula, listed in the classical TTM textbook called “Veja Suksa of Phraya Phitsanu Prasartvej” Volume 1,
containing cannabis inflorescence as one of 19 herbal ingredients. It has been prescribed for the relief of insomnia,
wind-related problems, and loss of appetite at Thai Traditional and Complementary Medicine Hospital (TTCMH).
However, no clinical study on this herbal formula has yet been reported. This study was therefore conducted to evalu-
ate the efficacy and safety of Samran Nithra formula in patients with insomnia who are being treated at the TTCMH.

Methods: This study was a quasi-experimental, single-group pretest-posttest design. Forty-five participants
were purposively selected from patients seeking treatment for insomnia at TTCMH between May 15 to August 15,

2024. Prior to receiving the investigational drug (Day 0), the researcher collected: 1) demographic data, 2) sleep
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data, and 3) sleep quality data (using the Thai version of the Pittsburgh Sleep Quality Index: PSQI). Subsequently,
study participants received 250 mg capsules of Samran Nithra formulation, to be taken at the dose of one capsule,
once daily at bedtime, for 4 weeks. On Day 14, participants were followed up for any adverse events (if any) via
telephone. Following drug administration (Day 29), participants were followed-up and evaluated for: sleep data,
sleep quality data (using the Thai PSQI), safety data in case of adverse events during drug use, utilizing Adverse
Event Reporting Form for Health Products of Thai FDA. The causality of adverse drug reactions was assessed
using the Naranjo’s algorithm. Medication adherence was evaluated by pill counting. Statistical data analysis was
performed using descriptive statistics or paired t-test, statistical significance level was set at p < 0.05.

Results: Demographic data showed that the participants were mostly female (62.22%), had an average age
of 57.58 +£9.91 years, with hypertension and hyperlipidemia as the most common underlying conditions (both at
29.63%). Insomnia was present for a duration of 1 week to 1 month and more than 1 year in 53.33% and 35.56%
of the participants, respectively. Sleep data indicated that before receiving the Samran Nithra formulation, most
patients (82.22%) had a sleep latency (time from going to bed to actually falling asleep) of 30—60 minutes. After
receiving the drug, this group decreased to 37.78%, with most patients (55.56%) reporting a sleep latency of less
than 30 minutes. In terms of sleep quality as measured by PSQI, the mean total PSQI score before receiving the
Samran Nithra formulation was 16.16 + 4.42, after 4 weeks of treatment, the mean total PSQI score was signifi-
cantly lower to 4.09 % 3.48 (p < 0.001). All seven components of the PSQI also showed a statistically significant
reduction (p < 0.001). For safety, no adverse events were observed during 4-week administration of the Samran
Nithra formulation.

Discussion: Samran Nithra formulation demonstrated efficacy in promoting sleep or alleviating symptoms
of insomnia. Every component of sleep quality improved, most notably, a reduction in sleep latency, an increase
in total sleep duration, a decrease in sleep disturbances, and an improvement in sleep efficiency. Our findings are
consistent with previous studies, including, the study on Ajarn Decha’s cannabis oil formula conducted by Kanyapak
Silarak at Phra Arjarn Phan Arjaro Hospital, the research on cannabis extract by Suwanna Arunpongpaisal, the
study by Sarunya Khongying on a traditional formula with components similar to the Samran Nithra formulation,
and the research by Sasipong Tipratchadaporn on the Suk Sai-Yad formulation.

Conclusion and Recommendations: This study found that Samran Nithra formulation demonstrated efficacy
in promoting sleep. However, as this was a quasi-experimental study utilizing a single-group design, a Randomized
Controlled Trial (RCT) is recommended for future research to confirm the efficacy and safety of Samran Nithra

formula which may then serve as a new therapeutic option for the treatment of insomnia.

Key words: efficacy, Samran Nithra formula, insomnia
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Table 1 Demographic information of research participants (n = 45)

Demographic parameters

Gender
Male

Female

Age (years) (mean = 57.58, SD = 9.91: min = 38, max = 78)

Less than 50
51-60
61-70
More than 70

Number Percentage
17 37.78
28 62.22
12 26.67
17 37.78
10 22.22

6 13.33
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Table 1 (cont.) Demographic information of research participants (n = 45)

Demographic parameters Number Percentage

Marital Status

Single 13 28.89
Married 26 57.77
Divorced/Separated 3 6.67
Widowed 3 6.67
Occupation
Government employee/Civil servant/State enterprise employee 11 24.44
Company employee 1 2.22
Private business owner/Merchant 6 13.33
Contractor 12 26.68
Others, e.g., homemaker and retirees 15 33.33

Education Level

Below Bachelor’s degree 18 40.00
Bachelor’s degree 24 53.33
Master’s degree 3 6.67
Underlying Diseases
Yes 27 60.00
Hypertension 8 29.63
Dyslipidemia 8 29.63
Diabetes mellitus 4 14.81
Other conditions (allergic reaction, hyperthyroidism, benign prostatic hyperplasia) 7 25.93
None 18 40.00

Smoking history

Never smoker 41 91.11
Current smoker 1 2.22
Ex-smoker 3 6.67

Alcohol consumption history

Non-drinker 39 86.67
Occasional drinker 4 8.89
Regular drinker 1 2.22
Ex-drinker 1 2.22

Duration of illness (insomnia)
1 week to 1 month 24 53.33
>1 month to 1 year 5 11.11
More than 1 year 16 35.56
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Table 2 Sleep information of research participants (n = 45)

Sleep information

Before receiving medication

After receiving medication

Bedtime
Before 8:00 PM
8:00 PM - 10:00 PM
After 10:00 PM
Wake-up time
Before 4:00 AM
4:00 AM - 6:00 AM
After 6:00 AM
The amount of time it has usually taken to fall asleep
Less than 30 minutes
30-60 minutes
More than 60 minutes
Total sleep duration
Less than 5 hours
5-6 hours

More than 7 hours

Number Percentage Number Percentage
3 6.67 3 6.67
33 73.33 39 86.67
9 20.00 3 6.67
3 6.67 0 0.00
35 77.77 40 88.89
7 15.56 5 11.11
4 8.89 25 55.56
37 82.22 17 37.78
4 8.89 3 6.66
9 20.00 5 11.11
35 77.78 39 86.67
1 2.22 1 2.22

daufi 3 Y2y HAMNINNITUIUNAL (Pitts-
burgh Sleep Quality Index: PSQI)
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2
[V Y
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Table 3 Total PSQI scores of research participants before and after receiving medication (n = 45)

Total PSQI score

Before receiving medication*

After receiving medication**

Number
0-5 0
6-11 7
12-17 21
18-21 17

Percentage Number Percentage
0.00 36 80.00
15.56 17.78
46.67 (0] 0.00
37.77 1 2.22

* Before receiving medication — Total PSQI score mean = 16.16, SD = 4.42: min = 6, max = 21
** After receiving medication - Total PSQI score mean = 4.09, SD = 3.48: min = 0, max = 19

3.2 MSIATITRANINNITUIUNAUN %
wasnds lasuendmmiinn

@'1L«afﬂ"ﬁQmmwm'mauwé’uﬁauuawé’d
l@SuendminfauuusaunINgmnIn
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4.09 + 3.48 %al,ﬁaLmﬁmmaaﬁﬁﬁzﬂaucﬂmww
MIUEUNALE S RGN AT AN 1.64 % 0.57
i 0.31 + 0.60 sEEzIMEIUAdIREUIUNTETY

NNUFATUAIN 2.16 +1.00 11k 0.04 + 0.21 STezIaN

DI TUEUNEUATAN 3.00+0.00 £h40.56-£0.66
15 ANENMNDIMTUIURELFTUAN 2.02 % 0.66
s 0.76 + 0.61 MIFUMIUMIUOURFLFTLAN
2.02 % 0.66 \{ 0.76 £ 0.61 M3 eNUaUNAL
FBuan 076 + 1.19 1T 011 + 049 WANTENY
domsvhAansss e nansdiuan .48+ 0,57
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9aHd (p < 0.001) Fauaadlis Table 4

Table 4 Total PSQI scores and scores of each component of PSQI before and after receiving medication (n = 45)

Total PSQI score and components
of PSQI score

Total PSQI score

Quality of sleep categorized by components of PSQI
Subjective Sleep Quality

Sleep Latency

Sleep Duration

Sleep Efficiency

Sleep Disturbances

Use of Sleeping Medication

Daytime Dysfunction

Data are shown as mean * SD.

Before receiving

After receiving

medication medication A
16.16 £ 4.42 4.09 + 3.48 0.001*
1.64 £ 0.57 0.31 £ 0.60 0.001*
2.16 £ 1.00 0.04 £ 0.21 0.001*
3.00 £ 0.00 0.56 + 0.66 0.001*
2.02 £ 0.66 0.76 £ 0.61 0.001*
2.02 £ 0.66 0.76 £ 0.61 0.001*
0.76 £ 1.19 0.11 £ 0.49 0.001*
0.48 = 0.57 0.09 £ 0.30 0.001*

* p < 0.001, paired t-test
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