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ABSTRACT

In order to compare the effects of two different Master Tung’s techniques on

Piriformis Syndrome, a Pilot Test of Randomized Controlled Trial (RCT) with fourteen
(14) Piriformis Syndrome participants was conducted. Participants were divided into two
parallel groups randomly. Group | was treated with contralateral points on hand such as
Ling Gu, Da Bai, and Yaotongxue, while Group Il on shoulder such as Jian Zhong, Shang
Qu, and Yun Bai. During the acupuncture treatment, participants performed movement
therapy (based on ‘Silk-Reeling Energy’and Tackwondo ‘Taegeuk’ theory) while needles
were inserted. The treatment was conducted once a week for three consecutive weeks, thus
total number of treatment was three times for each participant. Outcomes such as Visual
Analogue Scale (VAS), Straight Leg Raising Test (SLRT), and Oswestry Disability Index

(ODI) were measured and assessed. For statistical analysis, after running normality test,



parametric analysis on the effect of treatment was performed. VAS in Group | were
improved from 6.53+1.34 to 2.03+1.01 (p=0.001), in Group 11 from 6.40+1.61 to 1.39+0.98
(p=0.001). Mean difference of VAS between two groups showed no significant statistical
difference as 0.51+1.98 (p=0.645). Change of Relative Risk Reduction (RRR) between two
groups showed 100% of treatment effect. SLRT in Group | were improved from
59.3°£19.6° to 77.7°+15.6° (p=0.008), in Group Il from 52.7°+17.9° to 78.4°%7.9°
(p=0.025). Mean difference of SLRT between two groups showed no significant statistical
difference as 7.3°£9.8° (p=0.477). ODI in Group | were improved from 51.4%+15.9% to
26.0%:18.5% (p=0.003), in Group Il from 54.9%+17.2% to 17.8%214.3% (p=0.001).
Mean difference of ODI between two groups also showed no significant statistical
difference as 11.8%%8.6% (p=0.193). With the mean difference and pooled standard
deviation of VAS as 0.5 and 2 between two (2) groups, respectively, the sample size for

the equivalence and non-inferiority test were calculated as 674 and 400, respectively.
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OBJECTIVES OF THE STUDY
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LITERATURE BACKGROUND
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I1. MATERIALS AND METHODS
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Piriformis Syndrom

Patients

Group

Random Allocation(N=14)

Group |

N=7

Group Il

N=7

Before

VAS, ROM & ODI
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VAS, ROM & ODI
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P L [e]
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Treatment

X 3 times

After
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Figure 1. Schematic Diagram of Research Design
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Table 1. Master Tung’s Acupuncture Points & Traditional Acupuncture point

Acupuncture Point Function Anatomical Location
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1) Visual Analogue Scale (VAS)
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eEquivalence trial

Ne- (1+N)o2(Zo2+Zp12)2
- Ad2
eNon-inferiority trial
(1+))o2(ZatZ8)2
n =
¢ Ad2

Table 3. Statistics Symbolsai)-4s)

Symbol Definition

A The ratio number of participant in experimentl group to

number of participant in control

o Standard deviation of primary variable
Z Z-value
d Mean difference between two groups
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I11. RESULTS

ATt AR X 2912 Table 4 ¢ £t}

Table 4. General Information of the Patients

ID GROUP GENDER AGE DURATION(Onset)
Pl I F 64 2 years
P2 I F 67 10 years
P3 I F 45 3 years
P4 | F 70 14 years
P5 I F 71 3 years
P6 I F 70 3 months
pP7 I F 65 1 month
P8 I F 68 1 month
P9 I F 67 2 years
P10 I F 27 1 day
P11 I M 48 3 weeks
P12 1| F o4 1 week
P13 I F 54 1 day
P14 I F 66 6 weeks
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ot T T T1F 1 L el A, o] ol tigk TR 3 X 5.2] VAS 9
N &7 Table 5 oA ¢F 2ok 728 19 X 84 VAS 6.53+1.34 o] 4] ] &3 VAS
2.03+1.01 & ZFAdte] frojd X8 F34E Holal vk 18 1 9 =4 VAS
6.40+1.61 ol ] X] 5% VAS 1.39+0.98 & 7+ A 3lo] 93 X5 E32 HolaL 9]

F a7ke] o] = 0.5141.98 A STk Xfo|= Kol X eFkth. A, F atol| A 9
AH5E&S To17] Ag VAS ol ik o] 3 A el ti gk vl s 913ke] 2x2 Table &

214 3 A 3}= Table 6 7 29t}

Table 5. Comparison of Two Different Master Tung’s Acupuncture Method on VAS

Mean Change Mean Difference

Group n Before Tx  After Tx | o group between groups
*
| 7 6.53+1.34  2.03+1.01 4'5901%,'311
(p=0.001) 0.51+1.98**
=0.645)
5.012.16* (b
I 7 6.40+1.61  1.39+0.98 (b=0.001)

*Paired Samples t-Test

**Independent Samples t-Test
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Table 6. 2x2 Table for the Comparison of Two Different Master Tung’s Acupuncture

Method on VAS

Table 6-1.
Before 1st Tx
UNCURED CURED
GROUP | 7 0
GROURP |1 7 0
Table 6-2.
After 1st TX
UNCURED CURED
GROURP | 2 5
GROUP 11 4 3

18



Table 6-3.

After 2nd TX

UNCURED CURED
GROUP | 1 6
GROUP 11 0 7
Table 6-4.
After 3ra TX
UNCURED CURED

GROUP | 0 7
GROURP 11 0 7

AF719] Table 52] 2x2 TableS ©] 83+ F+ Aol 9] A4 8582 Z2H2F 100% =

sdE AsadE Helow, Xu S5 HE X589 Fo|E Relative Risk

E

Reduction(RRR) = 2] §+ 4 7}+= Table 7 2 Figure 29} Zt},



Table 7. Change of Relative Risk Reduction (RRR)*

Before 1st Tx After 1st Tx After 2nd TX After 3rd TX

Risk Reduction
GROUP | 717 717 - 217 717-1/7 7/7-0/7
Risk Reduction
717 117-417 717-0/7 717-0/7
GROUP I
RRR* 1 1.7 0.86 1

*Relative Risk Reduction (RRR). The reduction in risk associated with an
intervention relative to the risk without the intervention (control); the absolute difference

between the experimental event rate and the control event rate divided by the control

event rate.se)

20
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No_of _Tx

Figure 2. Change of Relative Risk Reduction (RRR)
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] E.9] SLRT ¢

2) 5 F A =l o gk SLRT &) 74 &3}
o)t T A T 1 3 T 1ol A, o] el TR B A &
7= Table 8 A<} #2th, 218 1 9 X84 SLRT 59.3°+19.6°0| 4] x| &%
WE Kol Yr}t I1F 11 9
s leny

A a
SLRT 77.7°4156°% Z7bslo] fod Am &
A=A SLRT 52.7°#17.9°0]| A X 2.3 SLRT 78.4°t7.9°% Z7}ato] §-o8 X =

GIHE WolaL Qv 7 w3 Afol= 7.3°49.8 ° A 5 3 Aol = Kool

Table 8. Comparison of Two Different Master Tung’s Acupuncture Method on SLRT
After Mean Change Mean Difference
With group Between group
18.4°£12.3°*
7.3°£9.8°**

n Before

Tx Tx

77.7°£15.6°
(p=0.008)
(p=0.477)

59.3°+19.6°

Group

25.7°+22.8°*

7
(p=0.025)

78.4°+7.9°

52.7°+17.9°

I 7

*Paired Samples t-Test
*Independent Samples t-Test
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]5.2] ODI ¢

=]
T1

3) AN A 5ol digk oDl & A &
o] TFr S| ILm 1 3 L ol A, o] kol thEk E 4
M 3= Table 9 ol A 9F 2ol 15 19 X273 ODI 51.4%+15.9%° Al X] 2.5
ODI 26.0%+185%% 7+A3dte]l S93F X 32 Holw r} 22 1| 9
257 ODI 54.9%+17.2%° 4] X| 835 ODI 17.8%+14.3% = 7+ A 3lo] 23k 2| &
Atk F F7He] Aol 11.8%+8.6 %EA] EHI 2foli= Ho]X

a3s wolu
r3re.
Table 9. Comparison of Two Different Master Tung’s Acupuncture Method on ODI
Group n  Before After Mean Change Mean Difference
TX TX With group Between group
I 7  51.4%%159% 26.0%+18.5% 25.4%+14.0%*
(p=0.003)
11.8%+8.6%***
(p=0.193)**
17.8%+14.3% 37.2%+17.7%*
(p=0.001)

7 54.9%+17.2%

*Paired Samples t-Test
**Independent Samples t-Test

***Standard error

23



Sample size calculation

VYT FFE BA UF T FF BH AW wdel U@ FEA w:

HAEY S FAASH] Sl ARelA, 13 33 Aol AR e VASS] Bt

3} A o] = Table 3.3} 2t}

eEquivalence trial

No- (1+1)o2(Zar+Zp12)2 _ 2x22(1.96+1.282)2  _ 336.338 ~ 337
Ad2 1x0.52
eNon-inferiority trial
Ne- (1+0)o2(Zat+Zp)2 _ _2x22(1.645+0.85)2  _ 199 2 =~ 200
Ad2 1x0.52
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IV. DISCUSSION

T XA Ao 93 VAS(Visual Analog Scale)] 7l & 3fo] o af A
TIE 12 AFEAS VAS 6.53+1.34004 X559 VAS 2.03+1.01% FrAshod
4.50£1.91(p=0.001)] frolgt A5 &FH}E YEMNI, IF e A= VAS
6.40+1.610 4] 2| 5%2] VAS 1.39+0.98% 7+43}o] 5.01+2.16(p=0.001)2] 2] 3k
A& a3s Yetde F 27k ko] & 0.51+1.98(p=0.645) % 2] A= H o] A
ekt ek, Foe] SR AL o]gh SLRT(Straight Leg Raising Test)<]
Mg el 2F 1> A F A SLRT 59.3°#19.6°°| 4] X7 $2] SLRT
77.7°+15.6° 0. %2 Z7}3lo] 18.4°#12.3°(p=0.008)9] #2]%+ x5 &v= yeEha,
I5 e X519 SLRT 52.7°£17.9°9| A X]5.%5-9] SLRT 78.4°+7.9°% 5 7}35}o]
25.7°422.8°(p=0.025)2] #2l3 Az #AIE YeERRAT. F Fe Aol
7.3°49.8°(p=0.477)2 FolxtE Ho|x| gFskth g, FIUHY sAHH A&
©] s+ODI(Oswestry Disability Index)2] 7§14 g 3ol tiaijA 15 1> X5 %12] ODI
51.4%z215.9%0l| A] 2 759] ODI 26.0%+18.5% = FAFAYS I
25.4%+14.0%(p=0.003)2] 93+ X8 &= VEfaL, I1F 1= X524 ¢ oDl
54.9%:+17.2%¢]| A] A 559 oDl 17.8%+14.3% 0.2 7¥ A8}
37.2%+17.7%(p=0.001)¢] 2|3t X8 EHZ JVEYJT F 37+ 2ol

11.8%+8.6%(p=0.193) = 2] A& H.o|A] ¢ 3k}
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V. CONCLUSION

E ATE ol T A 14l o oo vhE T4 AR o

of
ol
oX
e
rlr

]_

°
1
2
“©

ol

v A5 a7E A7) 9138 Group | 2 Group 11 ol ZH2F 77 4wl g

o) 2 QA 9] Pilot Test= A4 438 = A T

1. 33]9] 2B olA VASS 7% Group I9|A= X &4 6.53+1.340 4 X &%
2.03+1.01 = 7+A 5 0] 450+1.919] f93 & EH}Z ¥ o (p=0.001),
Group llo| A& %] 55.716.40+1.610 4] %] 5% 1.39+0.98 = 5.01+2.16%] <] gt
A5 &35 B (p=0.001), F7Fe] X5 E3he] Fof xF= 0.51+1.98%
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APPENDICES

Informed Consent Form

The purpose of this study is to research the effects of Tong’s acupuncture on the
treatment of sciatica.

This study will be conducted from October 2019 to December 2019. A total of 3
research trials will be conducted (once or twice a week) and you will receive
acupuncture treatment provided by our clinic (South Baylo University) in accordance
with the research procedure. The treatment method does not use any drugs or
utensils other than acupuncture treatment.

Participation in this study is entirely at your own initiative and all information
collected during the study will be kept confidentially and personal information about
you will be kept where no one but the researcher (Hyeon Cheol Lee L.Ac.) can see it.
During the treatment, there may be pain, bruising or temporary swelling in the area
where the acupuncture has been inserted. If the pain is severe, you can stop the
experiment at any time. In these cases, | will help you to relieve your pain
immediately. Even if you decide to participate in the study, you can override the
decision at any time

If you have any questions about this study please call 213-377-4925 or e-mail

cheolsajangd5@gmail.com and contact the researcher (Hyeon Cheol Lee L.Ac.). If you

34



have more questions or concerns regarding as a subject in this study, you may contact
Dr. Ki Haeng Cho, Chair of the South Baylo University Institutional Review Board (IRB)

at 714-533-6077 or khcho@ southbaylo.edu.

YOU WILL BE GIVEN A COPY OF THIS FORM WHETHER OR NOT YOU AGREE

TO PARTICIPATE.
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Certificate of Consent

| have read this consent form. The researcher has been explained to me, including
risks, possible benefits, and other options for treatment. | have had the opportunity

to ask questions. | consent voluntarily to participate as a participant in this research.

Name of Participant (print) Name of Witness (print)
Signature of Participant Signature of Witness
Date: / /2019 Date: / /2019
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Statement by the researcher/person taking consent:

| have accurately explained the information sheet the potential participant. |
confirmed that the participant was given an opportunity to ask about the study, and
all the question asked by the participants have been answered correctly and to the
best of my ability. | confirm that the individual has not been coerced into giving
consent, and the consent has been given freely and voluntarily.

A copy of this ICF has been provided to the participant.

Name of Researcher/Person taking the consent (print)

Signature of Researcher/Person taking the consent

Date: Day / Month / Year
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Formulario de consentimiento informado

El objetivo de este estudio es investigacion los efectos de la acupuntura Tong’s en el

tratamiento de la ciatica.

Este estudio se realizard entre Octubre de 2019 y Diciembre de 2019. Se realizaran un
total de 3 ensayos de investigacion (una o dos veces a la semana) y recibira
tratamiento de acupuntura proporcionado por nuestra clinica (Universidad South
Baylo) de acuerdo con el procedimiento de investigaciéon. El método de tratamiento
no usa ninguna droga o utensilio que no sea el tratamiento de acupuntura.

La participacion en este estudio es completamente bajo su propia iniciativa y toda la
informacion recopilada durante el estudio se mantendra de forma confidencial y la
informacion personal sobre usted se mantendra donde nadie mas que el investigador
(Hyeon Cheol Lee L.Ac.) Pueda verla. Durante el tratamiento, puede haber dolor,
hematomas o hinchazén temporal en el drea donde se insertd la acupuntura. Si el
dolor es intenso, puede detener el experimento en cualquier momento. En estos
casos, lo ayudaré a aliviar su dolor de inmediato. Incluso si decide participar en el
estudio, puede anular la decisidn en cualquier momento.

Si tiene alguna pregunta sobre este estudio, llame al 213-377-4925 o envie un correo
electrénico a cheolsajangd5@gmail.com y contacte al investigador (Hyeon Cheol Lee
L.Ac). Si tiene mds preguntas o inquietudes sobre una materia en este estudio, puede
comunicarse con el Dr. Ki Haeng Cho, presidente de la Junta de Revisién Institucional

de la Universidad South Baylo (IRB) al 714-533-6077 o khcho@southbaylo.edu.
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SE LE DARA UNA COPIA DE ESTE FORMULARIO INDEPENDIENTEMENTE DE S|

ACEPTA PARTICIPAR.
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Certificado de consentimiento

He leido este formulario de consentimiento. El investigador me ha sido explicado,
incluidos los riesgos, los posibles beneficios y otras opciones de tratamiento. He
tenido la oportunidad de hacer preguntas. Doy mi consentimiento voluntariamente

para participar como participante en esta investigacion.

Nombre del participante (imprimir) Nombre del testigo (imprimir)
Firma del participante Firma del testigo
Fecha: Dia / Mes / 2019 Fecha: Dia / Mes / 2019
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Declaracién del investigador / persona que toma el consentimiento:

He explicado con precision la hoja de informacién del posible participante. Confirmé
gue el participante tuvo la oportunidad de preguntar sobre el estudio, y todas las
preguntas formuladas por los participantes se respondieron correctamente y en la
medida de mis posibilidades. Confirmo que el individuo no ha sido forzado a dar su
consentimiento, y el consentimiento se ha otorgado libremente y de manera
voluntaria.

Se ha proporcionado una copia de este ICF al participante.

Nombre del investigador / persona que toma el consentimiento (imprimir)

Firma del investigador / persona que toma el consentimiento

Fecha: Dia / Mes / 2019
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