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ABSTRACT

The purpose of this study is to observe the effects of acupuncture treatment on
chronic insomnia when treated with and without medication. This study is based on a
randomized and controlled trial. Also, patients and an analyst were blinded. A total of 29
insomnia patients were assigned into two groups; 16 patients of acupuncture treatment
group, control group and 13 patients of with-medication treatment group, experimental
group. Patients in both groups were treated by the same acupuncture points two times a
week for four weeks. Acupuncture points were Ht7, Sp6, Anmian, UB62-, Kd6+, and
auricular acupuncture (Shen-men, Heart, Subcortex, and Sympathetic). Evaluation of the
insomnia was measured by Pittsburgh Sleep Quality Index (PSQI) score. PSQI was
measured before and after 4™, 5, 7™ treatment, and one month after the end of treatment.
The results show that there was significant difference before and after treatments
(p=0.000), in both groups. Also, there was significant difference between groups
(p=0.003). Absolute Risk Reductions (ARR) in experimental, and control group was 53.8%
and 50%, respectively. NNTs from both groups were 2. This study showed the significant

effects of acupuncture treatment on chronic insomnia.
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Analysis Analysis

Figure 1. Schematic Diagram of Study Design.
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Figure 2. Acupuncture Points Used to Treat Insomnia.
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a1, p-value7} 0.05 1] ¥kQ1 7 §-of F-o] do] ol&= A=

2ol o) sk A4 x| =5 & (Absolute Risk Reduction: ARR)Z} NNT(Number Needed
to Treat=ARR ] &)l t g 32 th=2] Table 1 2} &2 (1), (2)&] 21 9] 5}
A& TE . o] ARR I NNT & Zefloll A AlAH oz ol ol x| al )&

P& s mEgS Adsta: s or FJrtd ¢ e AFEA

o

)

Table 1. Equation of the Treatment Rate by Dichotomous Variables for the Effect
of Acupuncture and With Medication Treatment.

Group Cured (PSQI<5) sum
Yes No

Experimental a b a+b

Control C d c+d
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a (orc)

ARR= at+b(orc+d) (1)
NNT = L @)
B ARR

NNT= 1/ ARR

8. Institutional Review Board (IRB) A A}

szt Pl oS W E 7] 93, B A3 <] 712 9} Informed Consent
Form (Appendix 4)-S- South Baylo University 2] IRB(09-15-2015)°l] A& 3}o] Q1<

ok, @A ZNIE R S 2§ LA S Al
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Table 2. Basal Data of Participants.

BAEL ol 47t g

oF2 Melatonine] 7}

RESULTS AND DISSCUSION

wokom of|gte] A =
2] 9] PSQI A 4= 10 — 14.9 ol A]

T ROl FLd R Aol o

% Bkt (Table 3).

Classification

Experimental Group Control Group

Gender Male 7 6
Female 10 11
Ethnicity Asian 9 15
African American 1 0
Hispanic 5 1
Middle East 1 0
Caucasian 1 1
ot <ty : z
1-5yr 7 9
5.1-10yr 3 3
>10yr 3 3
Initial PSQI Score 5-9.9 1 6
10-14.9 7 10
15-19.9 5 1
20-21 4 0
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Table 3. Type of Medication Used by Patients in Experimental Group.

Type of Medication No. of Case
Melatonin 7
Antidepressant 5
Antihistamine 3
Sedatives 4
Muscle Relaxant 1
Others™ ( advil, aspirin, ethyl alcohol®) 3

2. Azmaye] vl 4

|=]
24

oX,

1) PSQI A 5=2] g f

AA 3} 2} 9] PSQI A ol @ AT o] B

I

wlom, of o mehA

2 AR vl o & o8-8 il (Paired t-test) S A A 811 T}

349 EHS ghatEol thgh 3 oF A (A F )k F(Hxwh) A 5
ot BEHZ /A avE B7] 9138l PSQI A=A 7 4k paired sample t-test
2 B35 A= Table 4 9F 2o, F3A 3 AT 27 EFolA A&

A5-9] PSQI Aol A - -9 & A & B TF yEb st WA F Skt o

a
2] B 3= 7.9 + 4.5 0] (p=0.000), A &l = 3 7} oF

E%

g M= A=

2

i

7 PSQI A7 15,6 £ 3.4 | A H T 7 A7k A| €] | B7h B R g o= 1

2|7} 5.1 £5.1 & (p=0.000) 7223} F-o] A& HATh gk 2T A =

A& A PSQI A Gt A7 F5 FPSQI A= 11.0+ 2.4 9|4 52+25 =
26



(p=0.000) 7F23lH §-9) S Btk A&t PSQI 9] 7+ ]2l 10.5+4.8 7}
)2 2] 7 9-21 5.842.9 o] Fx]= AW A} Za) B obH FH o] Al LS 7 3]
A 8 Lee S0l 9] 3F 17 P o] A 1.2l PSQI &] 42X] 21 11.11+3.1 o] A

10.28+3.9 & 7} A3l 2} Bt} ] 2 2ol & H T

Table 4. Change of PSQI Score before and after the Treatment of Acupuncture With
Medication in Experimental Group and Acupuncture Treatment in Control Group for
Treating Insomnia.

PSQI before Tx PSQI after Tx

Group N (Mean £ SD) (Mean £ SD) p-value®
Total 29 13.1+3.7 51+38 .000
Experimental 13 15.6 +3.4 51+5.1 .000
Control 16 11.0+24 5.2+25 .000

* Paired t-test

A= A} F A R73) 5o mpE PSQI X 4=2] Fo] & utotsr| $18ho], A5 A, 43],

53], 73 Ax ¥ B AR T8 & E 7 PSQI A59] FolE LAY T2
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Figure 3. Error Bar Graph of the Change of PSQI Score as a Function of Number of

Treatment and Follow-up. (1: Control Group, 2: Experimental Group).
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p-value*
0.003

Standard
Deviation in
PSQI before
and after Tx

4.8
29

Mean Difference in
PSQI before and
after Tx
-10.5
-5.8

29

N
13
16

Group
Control

Experimental Group and Acupuncture Treatment in Control Group for Treating Insomnia.
Experimental

* Independent t-test

Table 5. Analysis of the Effect of the Treatment of Acupuncture With Medication in



=
=

)1\_]__

2 NNT

| 25 (ARR) H] 2L

e

il

T
M

~

PSQI #|5=7} 5 W]

53.8%<] A4 X & (ARR)=

=
-

Gz AT A 77,

A
o

ol

M

dl

7

Al

&35 BT NNT=

| =

A=

50%2] & tj

=
=

Table 6. Evaluation of the Treatment Rate by Dichotomous Variables for the

Effect of Acupuncture With Medication and Acupuncture Treatment

Sum

Cured (PSQI<5)

Group

No

Yes

13

Experimental

16
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Table 7. Change of PSQI Score After 7th Tx and One Month Follow-up the Treatment of
Acupuncture With Medication in Experimental Group and Acupuncture Treatment in
Control Group for Treating Insomnia.

PSQI after 7" Tx PSQI Follow-
Group N Mean + SD up p-value*
(Mean £ SD) (Mean £ SD)
Total 29 51+38 57+38 0.292
Experimental 13 51+51 6.4+4.7 0.265
Control 16 52125 52129 0.946

* Paired t-test
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VI. CONCLUSIONS
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APPENDICES

Appendix A: Informed Consent Form

215 o) A

BuEA 20 Yo A Ao} e e Wy aT] B3 AT BH3
A G EL BdaH A =dYT

o] AT £HL aFHoln F&go| e A EUF A5 E s = A
ojm I =¥ 9 stz A A3 o] & WAstA AH_IAS

= A9Y

B ATl FASIAA HE & Foll 23] 45730 F 83 FUA FEE XNEE Lo
HH AE3A FoA 3 FA71E FH =44,

E dFE o] 79 AARR 3 4 FAHHEIHE-ACL5756)° < F|A T Al
Pyt
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234 4 AT T A A5 AR A 5 A 4D FE 3
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RESF ABHAA & Aol #el Aol T AAEA| 714-742-2283(E 1A 3
EE jsct937@naver.comZ AF A Q. 283 B AT A StA o] i3 o FF

3 Al3lo] QoA AZHE 714-533-6077 EE= edfollick@southbaylo.edu®
suBgte o IRBH 3] 2721 Dr. Edwin FollickZl2 &34 4= &Y

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

U o] 7oA 7HE 5 e g AERAS G F dde S =3
I AEE 7132 7HAH Foixl BEE ol3fsta Y] A& AFd dii FEI}
A7 A4 HE Aol B8 ohgol AT

e =} o] 2 (print) = A2} o] & (print)

FAA A B2 A

25 : (Day/Month/Year) g5 : (Day/Month/Year)
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%
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South Baylo University

Address : 2727 w. 6th street LA, CA 90057
Telephone : 213-738-1974
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Informed Consent Form

Welcome and thank you for your participation in a research study, "'Studies on the

Combined Effects of Acupuncture and Western Medication in Treatment of Insomnia".

The goal of this research study is to find out an effective, no-side effect, and natural treatment to
overcome insomnia. One effort is to observe the combined effects of meridian acupuncture and ear

acupuncture.

You can choose acupuncture treatment or relaxation on a bed treatment exclusively and you cannot
change after choosing. Treatment will be given twice a week for four weeks, so total treatment will be

8 times for free.

This study is to be conducted by Sungsim Hwang L. Ac.(license number : AC15756) only.

You may change your mind later and stop participating even if you agreed earlier. | would like to tell
you that there is a little possibility of problems like ""Hoon-Chim™. In these cases | will do my best to

solve these problems.

Your information obtained from this study will be kept complete confidential to the full extent of the

law.

If you have any questions about this study, please contact Sungsim Hwang at 714-72-2283(my cell

phone) or jsct937@naver.com. When you have any questions or concerns regarding your rights as a

subject in this study, you may contact Dr. Follick, Chair of the South Baylo University Institutional
Review Board(IRB) at 714-533-6077 or edfollick@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

I have read the foregoing information, or it has been read to me. | have had the
opportunity to ask questions about it and to my satisfaction. I 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 : (Day/Month/Year) Date :(Day/Month/Year)

Statement by the researcher/person taking consent:

I have accurately explained the information sheet to the potential participant. I
confirm that the participant was given an opportunity to ask questions about the

study, and all the questions asked by the participant have been answered correctly

45



and to the best of my ability. I 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.

Print Name of Researcher (print)

Signature of Researcher

Date
(Day/Month/Year)

South Baylo University

Address : 2727 w. 6th street LA, CA 90057
Telephone : 213-738-1974
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Informacion de consentimiento Formulario

Bienvenido a una investigacion de estudio, "Estudios sobre los efectos combinado de
acupuntura y medicina occidental en el tratamiento de Insomnio”

y gracias por su participacion en el programa.

El objetivo de esta investigacion es encontrar un remediosin efectos secundarios y un
tratamiento natural para superar el insomnio. Nuestros esfuerzos son para observar los
efectos de la acupuntura y auriculoterapia.

Este tratamiento se dara dos veces a la semana durante cuatro semanas, asi que el
tratamiento total seran 8 veces gratis. Este estudio sera realizado por Sungsim Hwang L.
Ac. (con licencia nimero: AC15756) solamente.

Puede cambiar de opinion mas adelante y dejar de participar con lo acordado
anteriormente. Me gustaria decirle que existe una pequefia posibilidad de problemas
como "sangrado capilar, hinchazdn y mareos." En estos casos yo hago mi mejor
esfuerzo para resolver estos problemas.

La informacidn obtenida de este estudio se mantendran en completa confidencialidad en
toda la extension de la ley.

Si usted tiene alguna pregunta sobre este estudio, por favor pdngase en contacto con
Sungsim Hwang al numero 714-72-2283(my cell phone) o jsct937@naver.com. Cuando
usted tiene alguna pregunta o inquietud con respecto a sus derechos como este estudio,
puede contactar a Dr. Follick, Presidente de la South Baylo Universidad institucional de
junta (IRB) al 714-533-6077 o edfollick@southbaylo.edu.

Se la dura una copia de esta forma, si usted esta de acuerdo, 0 no esta de acuerdo.
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Formulario de Consentimiento

Yo, He leido la informacion anterior. He tenido la oportunidad de hacer preguntas al
respect y todas las preguntas que he hecho sido contestadas a mi satisfaccion. Consiento
voluntariamente a participar como participante en esta investigacion.

Name of Participant(Print) Name of Witness(Print)
Signature of Participant Signature of Witness
Date: (Day/Month/Year) Date: (Day/Month/Year)
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Declaracion del Conductor / Persona Tomando Consentimento

He leido con precision la hoja de informacion para el participante potencial.
Confirmo que el participante se le dio la oportunidad de hacer preguntas sobre el
estudio, y todas las preguntas formuladas por los participantes han sido contestadas
correctamente y con lo mejor de mi capacidad. Confirmo que la persona no ha sido
obligada a dar su consentimiento, y el consentimento ha sido dado libremente y
voluntariamente.

Una copia de esta ICF se ha proporcionado a los participantes.

Imprimir Nombre de Conductor

Firma del Director del Conductor

South Baylo University

Address : 2727 w. 6th street LA, CA 90057
Telephone : 213-738-197
Appendix B: Pittsburg Sleep Quality Index(PSQI)
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Pittsburgh Sleep Quality Index(PSQl)
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Appendix C: PSQI = 2]
Pittsburgh Sleep Quality Index(PSQI) &} <
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Appendix D: Raw Data (*case # 3,5,9, 29,35 £ S| A & | A A £ ¥)

PSQI | PSQI | PSQI | PsQI | Psql | Psqr | PSQ!
- - - - - - =]
CEA: BEF | AFT | AFT | AFT | AFT | AFT QETI g'kf A AE E?}ﬂ
ORE | ER ER ER ER ER | MON = =
TX | 3TX | 4TX | 5TX | 6TX | TX |1
1 14 10 7 o] 55 | o} A ¢k 1
2 12 5 5 o 65 | oFA| <k 2549
*3 14 S 40 | 3)=9Y |4
4 18 7 1 14 | <F/o] 45 | WA 7} 74d
*5 9 3 3 4| <kt 55 | o}A] ¢k 10
6 11 9 8| 4 51 | o}A] ek 24
7 13 5 3 4 o] 62 | o} A] ek 50
8 20 15 4 6| °FH 61 | WA 7k 10
*9 20 oF/ o] 47 | o} A<tk 74
10 9 6 6 6| 56 | oAt 14
11 12 4 0 3| ok 61 | o}A] <t 154
12 15 10 4 4| 59 | o} A ¢k 254
13 9 7 3 o] 52 | o} A ek 4
14 13 9 6 7 < 36 | o}A] et 3y
15 7 3 3 3 o 53 | o}A] <t 40
16 13 10 5 7 o] 74 | o}A| <k 554
17 16 7 7 6| °H] 67 | 3l2~uy |54
18 8 2 2 2 o 38 | o} A ¢t 20
19 10 9 4 4 4 o 70 | W) a4
20 12 6 4 6 o] 58 | o}A] et gl
21 20 14 18 15 | ¢Fo] 70 | o} A ¢k 3y
22 9 6 5 4 w 47 | o}A] ok 2
23 13 3 3 4 o] 55 | oAt 1
24 14 5 4 2| <k 59 | o} A] ¢t 54
25 20 125 1 2| <] 76 | =9I 10 ¢
26 13| 125 7 5| okt 46 | 321 13
27 14 7 6 5| <kt 48 | W el 4
28 19 8 11 13 | oH 65 | o} Al ¢t 5y
*29 16 o/ o] 37 |3y |4
30 8 3 3 2 = 58 | o} A] ek 3g
31 14 1 1 2| g 67 | o} Aot 54
32 10 2 0 3| <k 39 | o}A] ¢t 304
33 13 8 10 10 14| 42 | o}A] et 10
*34 17 oF/o] 57 | 3l ~ulY |45
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Appendix E: Statistical Analysis

* M FEH(29 F M)

Hps HE
Kolmogorov—-Smirnov® ‘ Shapiro—-Wilk
=3 of | moaE | =N df [oaz
Tx .
116 29 .200 .937 29 .084
Effect
*, AETQI Ro|4£F0| GHEHALICH
a. Lilliefors Ro+= 3 3¥
ez ady
e k0l
XH0I2] 95% AlZ3 [=Y-TPN
iz ® | 5= ox ¢ F(
g Xt g otst alst t df =)
A | Before Tx
7.9483 | 4.4568 | .8276 6.2530 | 9.6436 9.604 |28 | .000
1 — After Tx
* 2 e Ul
48 33
‘ Kolmogorov—Smirnov® Shapiro—Wilk
Gow | EA | df | smaszE | =w df gol+E
Tx Effect | . 76 | 16 | 199 929 16 236
2
.160 13 .200" 971 13 .901
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*g}.

et & £ o] PsQl #=x|2

72| 29| %]

e 38
[ZIEH 1]
HaH A
Kolmogorov—-Smirnov® ‘ Shapiro-Wilk
X | df | moaE | =) df o4z
Effect? 194 | 6 |  .108 | 940 16 346
a. Lilliefors R+= &
(Rl 2]
Had A
Kolmogorov—Smirnov® ‘ Shapiro-Wilk
SH | o | maszE | s di | polsE
Effect? 260 | 13 016 | 775 13 003
a. Lilliefors R+== &
N 48 /Y
A=t 28 94Tz
=1 = 22 AT
 ghor Tx = Atec | morth MOI e o w5 U0 2 SR
Z2ar At0= 02 EsLCh 2 0] HA L|C}
Tl = .
HZ FoeZ0l BAEL 7 0l .oagL(CH
*M M-8 &
ez 4
ths xtol t df | K%

61




X012 95% &lg =(S
Bz ® 2z ox T =)
Ry Xt gz ot&t gy
A1 | After Tx
—After 1 ) 3.0278 | .5622 ) .5483 ) 28 .292
.6034 1.7552 1.073
month
*& 2
HeEs 33
e Xtol
X018l 95% &l QoA
EE ® EE on HTY E(
37 X Bz okst ask |t df | %)
B | After Tx
1 — After 1 ) 1.8300 | .4575 ) 9439 | -.068 | 15 | .946
.0313 1.0064
month
*E 402
nsEz2 23
g X0l
X012 95% 4lZ QoA
BZ ® | Exex ¢ (e
R Xt gz 6tst Abst t df | &)
| After Tx
1 - After ) 4.0287 | 1.1174 ) 1.1269 ) 12 | .265
1.3077 3.7422 1.170
1 month
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A2l
Before After After After After 1 Tx
Group 4th Tx 5th Tx Tx month Effect Effect2
1 N \ 16 | 9 | 3 16 16 16 16
Bz | 11.000 | 6556 | 4.00 | 5.156 519 | -5.844 | -.0313
B3Ol
2= o 6124 | 1.1318 6353 787 | 7213 | .45750
B 7.0 | 2.0 | 3 2.0 2 | -11.0 ~4.00
A0 | 150 | 11.0 | 5 10.0 14 -2.0 3.50
HEBEX | 24495 | 3.3953 | 1.000 | 2.5411 2.949 | 2.8851 | 1.83002
2 N | 13 | 10 | 2 13 13 13 13
B3 -
‘ 15.615 ‘ 8.400 ‘ 6.50 | 5.077 6.38 | |ysag | ~1-3077
o]
ggggﬂ ‘ 9510 ‘ 1.5631 ‘ 2.500 | 1.4208 1.204 | 1.3234 | 1.11787
et | 100 | 1.0 | 4 0 2 | -19.0 | -13.00
0t | 200 | 150 | 9 18.0 15 -2.0 3.00
HEWBX | 34288 | 4.9430 | 3536 | 5.1228 4664 | ATT17 | 4.02874
A | N \ 29 | 19 | 5 29 29 29 29
Bz | 13.069 | 7526 | 500 | 5.121 572 | -7.948 | -.6034
Bzl
e o ‘ 6876 ‘ 9797 ‘ 1.049 | 7122 703 | 8276 | 56225
ezt 7.0 | 1.0 | 3 .0 2 | -19.0 | -13.00
O | 200 | 150 | 9 18.0 15 -2.0 3.50
HEBR | 37026 | 42703 | 2345 | 3.8351 3.788 | 4.4568 | 3.02779
71E%A
xT
N Hay B
Before Tx | 29 70 200 |13.069 | 3.7026
After 4th Tx | 19 1.0 150 | 7526 | 4.2703
After5th Tx |5 3 9 500 | 2.345
After Tx 129 0 1180 5121 | 3.8351
After 1 month | 29 2 15 572 | 3.788
Tx Effect ‘ 29 -19.0 -2.0 -7.948 | 4.4568
Effect? 129 -13.00 |350 | -6034 | 3.02779
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