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Abstract

Objectives : The purpose of this study is to evaluate the feasibility of massive clinical research and to make
a basic analysis on the effectiveness and safety of moxibustion treatment on knee osteoarthritis compared
to usual care.

Methods and Results : This study is a protocol for a pilot randomized controlled trial. Forty participants are
assigned to the moxibustion group (n=20) and usual care group (n=20). Participants assigned to the
moxibustion group receive moxibustion treatment on the affected knee(s) at six standard acupuncture points
(ST36, ST35, ST34, SP9, Ex—-LE04 and SP10) three times per week for four weeks (total of 12
sessions). Participants in the usual care group don't receive moxibustion treatment during the study period
and follow—up are made on the 5th, 9th and 13th weeks after random allocation. Both groups are allowed to
use any kind of treatment, including surgery, conventional medication, physical treatment, acupuncture, herbal
medicine, over—the—counter drugs and other active treatments. Education material that explains knee
osteoarthritis and current management options and self—exercise is provided for each group.

The pain scale of the Korean Western Ontario and McMaster Universities Questionnaire (K—WOMAC) is the
primary outcome measurement used in this study. Other subscales of the K—=WOMAC, the Short—Form 36
Health Survey (SF—36), Beck Depression Inventory (BDI), Physical Function test, Patient Global
Assessment, and Pain Numeric Rating Scale (NRS) are used as outcome variables to evaluate the
effectiveness of acupuncture. Safety is assessed at every visit.

Conclusions : The result of this trial will provide a basis for the effectiveness and safety of acupuncture
treatment for knee osteoarthritis.

Key words : Moxibustion, Osteoarthritis, Pilot trial
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Fig. 1. Flow chart of the trial.
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Table 1. Eligibility criteria

Inclusion criteria

1. Males and females aged 40 to 70
2. Diagnosed as idiopathic knee osteoarthritis according to the clinical guideline of American college of
Rheumatology
a. Currently have pain at one or both knees
b. Have at least 3 symptoms among the 6 conditions as follows:
1) Aged from 50 to 70 years old
2) Have moming stiffness within 30 minutes
3) Have Crepitus
4) Have Bony tenderness
5) Have Bony enlargement
6) No palpable warmth
3. Have average daily pain over 40 points (0 to 100 point scale)
4. Agreed with written informed consent
Exclusion criteria
1. Current or past history of inflammatory disease including rheumatoid arthritis
2. Cancer
3. Traumatic injury which might be related to current knee pain
4. Autoimmune disease
5. Significant deformity of knee joints
6. Knee replacement surgery on affected knee
7. Knee arthroscopy within 2 years
8. Steroid injection in knee joints within 3 months
9. Viscosupplement injections in knee joints within 6 months
10. Joint fluid injection within 6 months
11. Received acupuncture, moxibustion, cupping or herbal medicine within 4 weeks
12. Uncontrolled hypertension
13. Diabetes mellitus requiring insulin injection
14. Life-threatening cardiovascular or neurological events within one year
15. Chronic respiratory disease
16. Hemorrhagic disorder
17. Alcohol or drug addiction
18. Active infectious disease including tuberculosis
19. Keloidosis
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Table 2. Schedule for treatment and outcome measurement

Period Screening
Visit 1
(Week) 1

Follow-up

2 3 4 5 6 7 8 9 1011 12 13 14 15 16

2 3 4 o 9 13

Informed consent [ )
Demographic characteristics @
Medical history o
Knee X-ray(Anterior-Posterior,
lateral position) o
Inclusion/Exclusion criteria @
Conformity Assessment [ ]
Treatment expectancy questionnaire
Vital signs o
Change of medical history
Random allocation
Moxibustion treatment
Korean Western Ontario and
McMaster Universities Questionnaire
Beck depression inventory
The Short-Form 36 Health Survey
Pain Numeric Rating Scale @
Physical Function Test
Patient global assessment
Safety assessment

O 00
o 00
o 00
o OO0
o 00
O @O
O 00
o 00
o 00
o 0O
O 00

00000 6 V000 O

| HIONOHONONON NONONCNONC

@ : Both moxibustion group and usual care group, O : Only moxibustion group
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Table 3. Revised STRICTA(Standards for Reporting Interventions in Clinical Trials of Acupuncture)
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