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Abstract

Introduction and Objectives: Kae Lom Kae Sen is found in the traditional Thai medical scripture
Vej-ja-sat-van-na volume 5. The properties of relieving muscle pain, fatigue, muscle stiffness, and numb-
ness, serving as a traditional Thai herbal medicine formula making it one of the top 3 most used cannabis
formula in Thailand medical cannabis clinics. However, there has been no study on its clinical outcome
and side effect methodically. This study aims to evaluate the outcome and adverse drug reaction of using
Kae Lom Kae Sen in outpatients with low back pain symptoms at the Hang Kra Rok Clinic, Pra Arjan Phan Arjaro
Hospital.

Methods: The study was conducted through a prospective observational study on patients receiving treatment
for low back pain. A total of 60 patients were included between June 2020 and May 2021. The intervention group
received Kae Lom Kae Sen, packaged in sachets of 2 g each, to be taken once a day, 1 sachet mixed with honey,
Citrus anrantium juice, or warm boiled water, taken twice a day before meals, morning and evening, continuously
for 4 weeks. The sample group was scheduled for follow-up to assess treatment outcomes, including pain intensity
scores (Visual Analogue Scale: VAS), adverse events from medication, and overall treatment satisfaction.

Results: At one week after treatment initiaion, 93.33% of the intervention group experienced improved
low back pain symptoms, with statistically significant reductions in average pain intensity scores before and after
completing 4 weeks of Kae Lom Kae Sen treatment, from 7.57 £ 1.24 points to 3.18 + 1.14 points, respectively.
The most common adverse events from drug were heartburn (16.67%), dry mouth, feel dry (5.00%), and dizziness
(1.67%). The average overall treatment satisfaction score for Kae Lom Kae Sen treatment was 4.51 =+ 0.62 points.

Discussion: Kae Lom Kae Sen can reduce the pain score. This should be a result of the pharmacological
effects of important herbal substances in the formula that have analgesic effects and anti-inflammatory. The main
action of the recipe is very hot. Overall formulation possesses a predominantly hot quality with a subtle aromatic
character, interspersed with intoxicating and bitter undertones. Consequently, it is believed to penetrate Sumanavata
and disperse the accumulation of wind elements. Let the blood flow to various organ and increase body warmth.

Conclusion and Recommendation: The results indicate that Kae Lom Kae Sen can effectively alleviate
muscle pain symptoms in the intervention group, as assessed by reduced pain intensity scores, along with absence

of severe adverse drug reaction among whom using Kae Lom Kae Sen continuously for one month.

Key words: Kae Lom Kae Sen, low back pain, outcome, adverse drug reaction
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Process

Hang Kra Rok Clinic

1. Informative campaign on the Kae Lom Kae Sen
medication research project for treating lower back

muscle pain in patients.

1

Hang Kra Rok Clinic

2. Volunteers registering to participate in research
activities: providing initial information and receiving

explanations form researchers as per the form.

A 4

Dispensary Room

3. Volunteers receives 60 sachets of Kae Lom Kae Sen
medication, along with receiving explanations regarding
its use, dosage and direction, including warning possible

side effects from the pharmacist.

v

Hang Kra Rok Clinic

4. Volunteers receive follow-up on disease symptoms
and side effects of medication usage on days 7, 14 and

21 via telephone by reseaarchers.

A 4

Hang Kra Rok Clinic

5. Volunteers return for follow-up and evaluation of
treatment outcomes on day 28 of treatment by general
practitioner, GP/traditional Thai physicians and will be

interviewed on various research-related topics by the

researchers.

Figure 1 Research process
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NAISUUSEMY (Table 1-2)

Table 1 Demographic characteristics of participants (n = 60)

Characteristic

Gender
Male
Female
Age group
31-40 years
41-50 years
51-60 years
> 60 years
Min: 34 yrs Max: 68 yrs Mean £ SD: 59.36 + 7.29
Marital status
Single
Married
Widowed/Divorced
Educational level
Primary education
Secondary education
Diploma
Bachelor’s degree
Occupation
Daily wage laborer
Government officer
Housewife
Unemployed
Underlying disease
Present
Absent
History of drug/herbal allergy
Present
Absent
Pain severity (VAS score)
Mild (0-4 points)
Moderate (5-7 points)
Severe (8-10 points)

Number (%)

22 (36.67)
38 (63.33)

1(1.67)
5 (8.33)
16 (26.67)
38 (63.33)

19 (31.67)
39 (65.00)
2 (3.33)

8 (13.33)
20 (33.33)
19 (31.67)
13 (21.67)

17 (28.33)
16 (26.67)
13 (21.67)
14 (23.33)

13 (21.67)
47 (78.33)

2 (3.33)
58 (96.67)

0 (0.00)
48 (80.00)

12 (20.00)
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Table 2 Dosage, administration method, and timing of herbal formula use (n = 60)

Medication Use Variable

Dosage

Number (%)

1,000 mg (half sachet) 6 (10.00)

2,000 mg (full sachet) 54 (90.00)
Method of administration

Dissolved in warm water 49 (81.67)

Mixed with honey, shaped into bolus 11 (18.33)
Time of administration

Before meals 56 (93.33)

After meals 4 (6.67)

HAANEAIUNITINR ﬂ’g@mﬁmLﬁawﬁaﬁauﬁwaafunﬂiwa ATLLARAE

UsLEUN 1 5TAUINMITUIANANITANES
FIUFN NGNFIDENIIUIU 60 AU NUTILNDITHN
o [ 2 v} 6 1 o 1 o
Sumssnenluudn 1 Slenh ngashaehedmm
56 A1 AnTuSasay 93.33 Ao msthanaiuiie
VAIEIUA IR Laziilafiamusaiiosanasy 4

JUaeh wungudinesd I 60 A1 013

SLEUANNAULIANEUANTS MWL 7.57 £ 1.24
A o o o 6a A
ATLUL BBSUMISNINATU 1 UM AN aSRRe
FLOUANNALULIAANRIVNTL 5.44 + 1.37 AL
uaziiloasy 4 Flenm wungasageiainad
ALLAMARLTENUANNRULINanRIWIN L 3.18 +

1.14 QL NNA1GU (p < 0.05) (Table 3-4)

Table 3 Therapeutic outcomes for low back pain among participants following administration of the traditional

Thai herbal formula Kae Lom Kae Sen at different time points (n = 60)

Number (%)

Outcome

Week 1
Improved 56 (93.33)
Unchanged 4 (6.67)
Worsened 0 (0.00)

Week 2 Week 3 Week 4
60 (100.00) 60 (100.00) 60 (100.00)
0 (0.00) 0 (0.00) 0 (0.00)
0 (0.00) 0 (0.00) 0 (0.00)

Table 4 Mean pain scores before and after of the traditional Thai herbal formula Kae Lom Kae Sen use

(n = 60)

Indicators for clinical

Mean pain scores * S.D.

monitoring Week O

Pain scores 7.57 £1.24

5.44 + 1.37

Week 1 Week 4 p-value®

3.18x1.14 <0.05

Note: °Paired sample t-test was used for comparison.
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Table 5 Adverse reactions from traditional Thai herbal formula Kae Lom Kae Sen use (n = 60)

General information Number (person) %

Total participants with Kae Lom Kae Sen use (n = 60) 60 100.00
Participants with adverse reactions 16 26.67
- Serious adverse drug reactions (ADRs) 16 26.67
- Non-serious adverse drug reactions (ADR) 0 0.00
- Participants without adverse reactions 44 73.33

Adverse reactions by affected body system (n = 16)

Nervous system 0 0.00
Respiratory system 0 0.00
Gastrointestinal system 15 25.00
- Definite 5 8.33
- Probable 10 16.67
- Possible 0 0.00
Cardiovascular system 1 1.67
Musculoskeletal system 0 0.00
Skin 0 0.00
General systemic 0 0.00
Time to onset of adverse reactions (n = 16)
Within 15 minutes 7 11.67
Between 16-30 minutes 6 10.00
After 30 minutes 3 5.00
Management of adverse reactions after Kae Lom Kae Sen use (n = 16)
Discontinued (Dechallenge) or reduced dosage 3 5.00
- Symptoms did not improve 0 0.00
- Symptoms improved 3 5.00
Continued using of Kae-Lom-Kae-Sen 13 21.67
- Symptoms worsened 0 0.00
- Symptoms unchanged 10 16.67
- Symptoms resolved 3 5.00
Rechallenge (intentional or accidental) 0 0.00
- No recurrence 0 0.00
- Recurrence occurred 0 0.00
The adverse symptoms may be attributable to the patient’s underlying
medical condition. (n = 16)
Yes 16 100.00
No 0 0.00
The adverse symptoms may have been caused by concomitant
medications. (n = 16)
Yes 16 100.00
No 0 0.00
The patient had previously experienced similar symptoms. (n =1 6)
Yes 16 100.00

No 0 0.00
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Table 6 Adverse reactions of the Kae Lom Kae Sen use categorized by method of administration (n = 16)

Adverse Drug Reactions

Number (%)

(n=16)
Non-serious ADR 16 (100.00)
Heartburn 10 (62.50)
Dry mouth/throat 3(18.75)
Dizziness 1 (6.25)
Nausea/Vomiting 1 (6.25)
Hiccups 1 (6.25)

Method of Administration

Warm water (n = 12) Honey-bolus (n = 4)

12 (100.00) 1 (100.00)
6 (50.00) 1 (100.00)
3 (25.00) 0 (0.00)
1(8.33) 0 (0.00)
1 (8.33) 0 (0.00)
1 (8.33) 0 (0.00)

Table 7 Mean satisfaction scores for Kae Lom Kae Sen use in muscular pain treatment (n = 60)

Evaluation Item

Dosage form
Ease of administration
Therapeutic effectiveness

Adverse effects

a a o o O

Overall satisfaction

Max Score

Min Max Mean % S.D.
2 5 4.01 £0.83
1 5 3.80+1.10
4 5 4.48 = 0.50
3 5 4.01 +£0.83
4 5 451 +£0.62

4 = 7]
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