J of Oriental Neuropsychiatry 2013:24(3):201-210
Original article http://dx.doi.org/10.7231/jon.2013.24.3.201

Bz 29y Gl e 2e 12
BAE, 5%, A9, oA

Festa 7Y

r

Literature Review of Randomized Clinical Trials Regarding Insomina
Hye Joo Park, Jong Hyang Yoo, Ji Hye Kwon, Si Woo Lee

Korea Institute of Oriental Medicine

Abstract

Objectives :
To review the recent trend of randomized controlled clinical trials on insomnia and to provide information for future

clinical trials.

Methods :

A total of 667 pieces of literature were searched using the key words ‘insomnia’ and ‘randomized controlled trial’
and using the title ‘insomnia’ with the topic ‘trial or trials’, published from 2008 to 2012 through Web of Science.
Studies including randomized controlled clinical trials were sorted from the search result and finally 104 pieces of the

literature were selected and examined,

Results :

Besides 104 clinical trials, 14 trials related to CAM (Complementary and Alternative Medicine) were also reviewed, On
average, 20 trials were annually conducted and they showed a growing trend. Participants were between 31 and 90
(34.6%), and were observed for less than 30 days (28.8%) in most trials, As intervention methods for clinical trials,
non-pharmaceutical methods were used in 59 studies (56.7%), pharmaceutical drug in 43 studies (41.3%) and
combinations in 2 studies (1.9%). In 60 studies, only insomnia without any underlying diseases was examined and
other 44 studies involved other diseases. As diagnosis assessment tools, Sleep diary and Polysomnography were used,
Conclusions :

Randomized controlled trials relevant to insomnia were on the increase, but only a small number of clinical trials on

Oriental Medicine have been performed. Larger scientific and well-founded randomized controlled trials are required

for developing Oriental Medicine and establishing high-quality guideline going forward.
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Paper identified from search

Topic 'insomnia' 'Randomized Controlled trial' and
Title insomnia’ Topic 'trial or trials' (n=667)

—————» |Excluded after screening of title and abstracts (n=538)

v

Clinical study evaluated in detail (n=129)

—

v

Excluded (n=25)
- Duplicate paper (n=5)
- Non paper (n=20)

Clinical study included (n=104)

Fig. 1. Flow Cart of the Randomized Controlled Trial Selection Process.

sto] H4sh S ddehs A UgoR sk 2
Az stoa] FelEal, ST, akdize o
AR T EUE L EEER R

AR & AFeME o7 Vs B =Y aet
| B B

1A 8 (Randomized Controlled trial: RCT)C. & 3F
ZJ3ted 2008\ 3% H 2012704 H2 site] #els
ZAVETE A ol2E FA| 9|2 ‘Insomnia’ ‘Ran-
domized Controlled trial ¥ A &2 2 ‘Insomnia’ T
Ao ‘Trial or Trials & 7448+ A3} & 667H F£319]
AR E QAT A A3} FolA 2 o]
T FAEEe] e A7AF 2%00] AEH} 2E5S H
E3t). MEHS F0)7] 9Jg So] ol ukt
ZF A5l S FASIE g sk TR
AR GA S AEE Ygo 2 TS 13 Al
she BAS ot SElE L, dEdT, Stz
T G T 5380] gEtEal TRl H Y
AR 1297 0] AARHAT 12 A E £7 FollA
T5E A, ey AZA AN 259 FH =
HRE Z, FAA, 7 GRS AN A HEHS

104H 9] =58 A EYTHFg. 1).

p

1049 =EES BAsE A 2008 o] Hf
W Bt 208 A= PFATE FEEAL, 20106
S A9JsiaL HH Z7IAIR UERsko | 20121d0]
25H O 7Y o] HRH AT HehA g} ¢
L 2011 6802 71 wo] AT Ha, A 9
A7t 7P Ehs] e 201230 EekhA o)
sk 03]y 2W o2 7HadldtkFig. 2).

P ATl Folgh gl = & 4ol A
o 11227801930, At 571 30784 9078 Tkl



204 Literature Review of Randomized Clinical Trials Regarding Insomina

—e— Total number of paper

30 - —&— The number of CAM paper
25
25 23 22
20 4 19
o 15
& 151
(6]
10 1 6
4
5 2
1 1
1

T T T T
2008 2009 2010 2011 2012

Fig. 2. Yearly analysis of clinical trials for insomnia,
CAM: Complementary and Alternative Medicine,
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CAM: Complementary and Alternative Medicine,
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Disease associated with clinical trials for insomnia

Mental and behavioral disorders

Diseases of the endocrine system
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General diseases
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Fig. 6. Disease associated with clinical trials for in—
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A Bz} Fukd Asgke] tisf ] A EHICD)
102} A% 7ee 2 BRsieich By de 2
3to 2 AAAHA o] 2671(59.1%) 2.2 7HF
o] vepskEt), 217384194 A% FelAE -2
= 2ol PEd Aglo] 14708 7P ge Hin
£ HtHFig. 0).

J

A AHE k- Gt -L:rL"ﬂ e AHE gk
Sleep diary2} Polysomnography (PSG) 73X} ZIet -
TR 7P Bo] AR glo, i AR
A2+ Insomnia Severity Index (IS} Pittsburgh
Sleep Quality Index (PSQI7} E1d] tigh et -
7} w72 F2 A5 Yrkeg 7).

7. Bt |sH Complementary and
Alternative Medicine) &AMH 2N

TR AN A UAAF 1043 9] =37 Fof) Bt
GAE} BAE GPAT 1AL FAROE B
238} T}, Acupuncture @ Electroacupuncture Q5
o] 5¥, Acupressure 3%H, Herb 3%¥, Massage 23,

Chamomile 112 2 YERIT} tdA} 4= Valerian

HJ Park, JH Yoo, JH Kwon, SW Lee 205

Diagnosis assessment tool for clinical trials

Epworth Sleepiness Scale (ESS),
Leeds Sleep Evaluation Questionnaire (LSEQ)

Athens Insomnia Scale (AIS)

T T T T 1
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Fig. 7. Diagnosis assessment tool for clinical trials.
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Table 1. Complementary and Alternative Medicine Clinical Trials Analysis Associated with Insomnia

) Sample  Study ) .
Year Outhor Intervention . . Diagnosis/Assessment Instrument
size period

2012 Ji-Han Chen Valerian acupressure 85 3 days Actigraphy
Heart rate
Stanford Sleepiness Scale (SSS)
2012 Oliveira DS Massage 44 120 days Polysomnographic (PSG)
Insomnia Severity Index (ISI)
Beck Anxiety Inventory (BAI)
Beck Depression Inventory (BDI)
Menopause Quality of Life Questionnaire (MENQOL)

2011 Kung Auricular acupressure 45 28 days Heart rate variability (HRV)
Yen-Ying Pittsburgh Sleep Quality Index (PSQI)
Menopause Rating Scale
2011 Wing Electro-acupuncture 78 21 days Insomnia Severity Index (ISI)
Fai Yeung Pittsburgh Sleep Quality Index (PSQI)
HDRS (17)
Sleep diary
Actigraphy
2011 Suzanna Chamomile 34 28 days Sleep diary
M Zick
2011 Hsien Jia-Wei-Shiau-Yau San 60 28 days Pittsburgh Sleep Quality Index (PSQI)
Chang Wu & Suan-Zao-Ren Tang World Health Organization Quality of Life questionnaire
2011 Denise Massage 7 56 days Polysomnography
Oliveira Sleep diary

State Trait anxiety Inventory (STAI)
Beck Depression Inventory (BDI)

2011 Mariangela Food 43 56 days Pittsburgh Sleep Quality Index (PSQI)
Rodannelli supplement Epworth Sleepiness Scale
SF-36

Leeds Sleep Evaluation Questionnaire (LSEQ)
Short Insomnia Questionnaire (SDQ)

2010 Jia-Ling Sun Acupressure 50 35 days Athens insomnia scale-taiwanform (AIS-T)
2009 Wing Electro-acupuncture 60 21 days Insomnia Severity Index (ISI)
Fai Yeung Sleep diary
Actigraphy
2009 Hughes Acupuncture 13 21 days Pittsburgh Sleep Quality Index (PSQI)
Ciara M SF-36
Sleep diary
2009 Diana Valerian 16 14 days Polysomnography (PSG)
M Taibi Sleep diary
Actigraphic
2009 Seung Acupuncture 52 3 days Insomnia severity index (ISI)
Yeop Lee Athens Insomnia Scale (AIS)

Blood pressure
Heart rate variability
2008 Wang Acupuncture 44 14 days Leeds Sleep Evaluation Questionnaire (LSEQ)
Xiao-Yun




= Oﬂ:rL‘)ﬂ/ﬂlE 3¢ #d Web of Scienced|A] &
A} A TR A H 2L A S 20081 5-H
2012?‘]4*] FH stte] 2k5E A8k, B A
Fol it A7 A 9 AE meslar
7IEo] B4 g A7 HE ARS AFstast )

AT

¥ =Fo] HEHYT 20127 25H 0 2 7P Wo)

UFH B3 v A 7 A 57 A7
ol /] #4918+ 20015-E] 20057FA], 2005\ 35-E] 2010
o] =Rus

B¢} B3 B ek Adakd
T} 22 Zokelal 9= Ao 2 Kotk 27134
2 Ho|x Q)i ZareulAl oakelTol= ] Bl

r o\

Al et 2 JHHH@ YT 2011 63
A 2012 20 2 R4t 8o 10499 YA

AT FIA iﬂﬂ]ﬂui‘}#% A PFET= 13%
=]l 149ko] o] grow HedthA|of st}
BE AA A oA FSHA Q] ke ] w P FA 7o)
| 2] o] Fojxjof & Flojrk

AFTol Fefdt tdAt =71 3078914 90783
A97} 367102 7P BekaL, Az 4gelA Ao
1,000 o’¢e] thdak 7 ek, Ak a2
7171 309 whe] 28 8% 71 Weokal, 30 o4
60% mko] 22,1967 1 The-O & vpEksith oAt
T A BR7IME SATEY A A
B, g o83 dATellME ddArh BaL
W72 g7 sto] s dEshs A7 &
8] T, ool FAYHEE o183 A

o

)

TFoPde A S A BRES DA sl 3
7RE ASAR FHRER ANE w9 v A
& Vel

A% 10489 QAT FIH 71482 glo]
2RSS Hol YRR RS AT AT
7 60, 714148k 1 AR e kT
7} 448 SE, BE DE 1A b

B A7 - QA Do) hREL s

HJ Park, JH Yoo, JH Kwon, SW Lee 207

%r;_ ?2‘&%} Hsfm oMawW@ She] 2wt

& BEG =Fo] HA Z—7}»Mﬂ Kol

°

%9,
%o ‘e e
Q,

K

(
-
2

=

A} Polysomnography (PSG), 9 % 2lA4|¢] &5
< S48k ] Actigraphy7} 484 A o=
F2 ARE-HIAL 9t} Sleep diary, Insomnia Severity
Index (ISI)¢} Pittsburgh Sleep Quality Index (PSQI)
T WSS FaHQ) s Ay} S wEd
T Sl ApF Bug HEAE &3 1Y - J7F 34
=T WA ARkl Stk AwE Brple
Polysomnography+= J_J’W oji st FHWS
7jl Ao, Rl B4e] Arehrie o
AE 7P glow, Adigraphy’s ARG Hlg02
$8970 A8 5 ok 59 BojE Jadoz
FH|oe JTAo] Woldrks wHo] A,
e Ae slaskel AgsHs PHoZ o)ge]
43, PPEg ele Shethe AR K A
7} BRI ARATE W Ao A HEHH

A - FRETR ol TAH)IL A 8
el W o) FolAn 98e & % sleieh

vy AEE B olst Fpefuly T
+ Acupuncture, Acupressure, Chamomile, Electroa-

cupuncture, Jia-Wei-Shiau-Yau San (JWSYS)3} Suan-

r
Bl

Zao-Ren Tang (SZRT), Massage, Pear pulp, Valerian



208 Literature Review of Randomized Clinical Trials Regarding Insomina

= o183 1439 A7t FHHAJ. A F=
Bt 407, AT B V1Y A= #Eet
= 70 2 YePdT} Actigraphy, Insomnia Severity
Index (ISI), Leeds Sleep Evaluation Questionnaire
(LSEQ), Polysomnographiy (PSG), Pittsburgh Sleep
Quality Index (PSQI), Sleep diary 5 a3}
Ax} Aet 2 Hrle 2 ARSEQIAL, Beck Anxiety
Inventory (BAI), Beck Depression Inventory (BDI),
SF-36 5 71X dgE SR AT B opuet
ohiAel 2 Al BRoR A ARl
o) e W 4 Qi o)A ek - W) B
AREET =] SRR ARG Y] el B
ATAGS AR =RV M E $u B grhe
41 18I, PSQI, 1Q, SQ, SMH, Sleep diary 50] AR
¥)9lo ™, SCL90-R, STAI, STAXI, BDI, MMPI,
MMPL-II, YGTSS9} & Alepde] Bl S7349d H=
E, 71 9] HRV, INBODYY 7|%5%& 7A}, SCQ,
DSOM 59 3hHSH L 5 AR B Ao Kot
A Es Sk HthAofsks A% 2 doh
U Kk - FrReT7) BlSssA AR E AL e A
S & & glsih ela AA) 1047 Baeluly
QVeiTel ngiAelst B masug QT
o) tpAl, PHAT 712, Ak - W s
SHAl LERiTE SRAE B dEE QAT F
Aol A okt HokE #5 AT-EdE o
27 BekrAelske 1319 H] oFz, 139 gk}
T7F FHESY. do s Eu HEd A A5 ¥
ok ohet ghoj okt wdE HAE ek A
T7F @] FEolop & Aol

& A7e B 7 Ade] gledl, WA 1817}
Alg3hE Q8- HoJEM| o] 2~] Web of Science
£ o] &3 A4 o]e] thE 184l HolHuo]AE
74*"5}*] ool S Hd FASA

S 3 0 ST Eei= s e L
ZM Pl whe Aol oigh 222 k= Adst
A gho}, ol wE FEATE gtk

ool Ao Tl H] Al AT o e

1

AAH e FF 2o e PIAT Tl 4
A A 8T ASAS 518 710, oS )

22 sjo] B¥lo] The Bejsta A 4 2L A
W 5 AR daTe Beleh] o
FpgEe] Al A B A9 3

S R R I

L

vV, ZE

£ d7are 989 rﬂolauﬂ 0] 2281 Web of
scienceE o] g3t Bz TEE FRujA A
*16* =i ¢ “’S_-TL At fr, T 717, =
AT Ak Fri=

21
E
S v M eE QAT 5 BAen

it g B o)ste] 141, 53] ghejst
I EE AT A AE 57, geF 1o R gt
o8ty A5 tigk YT } FHoF RIS A
golt}. ool tpeket A7 tAdle R 3 A5 9 &
KA E o] &et AT 3 o] Hastal, 3

3 se] Sefste] s v} 4 e Tol=z
Q) TEL 9 HeHo| 1 2AY B FAA
d A7} o] o|FolAo} & Rt

References

1. Min SG. Modern Psychiatry, Seoul: Ilchokak,
2004:434-50,

2. Song YM., Management of Insomnia, Family
Physician @ Journal of the Korean Academy of
Family Medicine. 2001;22:1163-72,

3. 2007 to 2011 Using the Data of the Screening
Decision 'Tnsomnia (F51,0, G47.0)' for Analysis,
Health Insurance Review and Assessment Ser-
vice, 2012,

4, Yang CK. Diagnosis and Treatment of Insomnia,
Journal of the Korean Neuropsychiatric Asso-
ciation, 1995;4:73-93,

5. The compilation committee of Oriental Neuro-



10.

11,

12,

13,

psychiatry, Oriental neuropsychiatry, 1st ed.
Seoul: Jipmoondang. 2007:241-55.

. Hong HW. A Clinical Study of Sanjoin-Tang on

Insomnia Patients, Dept of Oriental Medicine
Graduate School Dong-Eui University, 2005,

. Seok SH, Kim JH, Kin GW, Koo BS, A Case of

Insomnia Incuralble by Neuropsychiatric Medica-
tion Alone but Made Possible with Sam-Hwang-
Sa-Sim-Tang, Journal of Oriental Neuropsychiatry.
2006;17:117-29.

. Kim SH, Lee JI, Gu JH, Chung DK. Three Case

Report of Modified Yukgunja-tang Main Treat-
ment Effect on Imprevement of Insomnia Caused
by Wibulhwa, Korean Journal of Oriental Physio-
logy & Pathology. 2010;24:892-7.

. Hong HW, Lee SD, Gam CW, Park DI. Clinical

Study of Sanjoin-Tang on Insomnia Patients with
Cerebrovascular Accident, Korean Journal of
Oriental Physiology & Pathology. 2004;18:1927-
32,

Chung KH, Roh GH, Lee DS, Moon SK, Cho KH.
Effectiveness of Zizyphus seed (ANsim-san) for
Insomnia in Stroke Patients, Journal of Korean
Oriental Medical Society, 2001;22:101-6,

Lee GE, Kim NK, Kim HY, Kang HW, The Effects
of Acupuncture Treatment on Hwa-byung
Patient's Insomnia-Patient Assessor Blind, Rando-
mized, Placebo-controlled Clinical Trial, Journal
of Oriental Neuropsychiatry, 2012;23:31-48,

So WR, Park WT, Lee SH, Sin KH, Roh JD, Choi
SW, Kim JG, Clinical Stury on Effect of Auricular
Acupuncture Theraphy and Auricular Acupunc-
ture Theraphy with Common Acupuncture
Theraphy on Insomnia in Stroke Patients, The
Journal of Korean Acupuncture & Moxibustion
Society, 2003;20:38-49,

Lee YH, Kwon GS, Lee SH, Lee ES, Kim CH, Jang
KJ, Song CH, Kim YG, Kim WI, Yoon HM, The
Clinical Review of Samgj-Halleak Pharmacopunc-
ture Effects for Insomnia & Fatigue, The Joumal

14,

15,

16,

17.

18,

19

20,

21,

22,

23

HJ Park, JH Yoo, JH Kwon, SW Lee 209

of Korean Acupuncture & Moxibustion Medicine
Society. 2012;29:101-13,

Sung WY, Kim LH, A Review of Electroacupunc-
ture on Patients with Insomnia in Chinese Me-
dicine. Journal of Oriental Neuropsychiatry.
2009;20:91-101,

Ryu CG, Kim §J, Cho AR, Seo JH, Jeong SS, Lee
JS, Sung WY. A Review of Scalp Acupuncture
on Patients with Insomnia-Focusing on Chinese
Journals, Journal of Oriental Neuropsychiatry,
2012;23:17-29.

Firenzuoli F, Gori L. Herbal Medicine Today:
Clinical and Research Issues. Evid Based Comple-
ment Alternat Med. 2007;4:37-40.

Ghosh AK. Clinical Applications and Update on
Evidence-based Medicine, ] Assoc Physicians
India, 2007;55:787-94.

Fuller J, Schaller-Ayers J. Health Assessment: A
Nursing  Approach.  Philadelphia:
Williams & Wilkins, 2000,

Okun ML, Kravitz HM, Sowers MF, Moul DE,
Buysse DJ, Hall M. Psychometric Evaluation of

Lippincott

the Insomnia Symptom Questionnaire: A Self-re-
port Measure to Identify Chronic Insomnia,
Journal of Clinical Sleep Medicine, 2000;5:41-50,
Kim SR, Kim EJ, Park MY, Choi HY, Kim JD, A
Review of Neo-acupuncture on Patients with
Insomnia, The Lournal of East West Medicine,
2010;35:1-10,

Buysse DJ, Ancili-Israel S, Edinger JD, Lichstein
KL, Morin CM, Recommendations for a Standard
Research Assessment of Insomnia, Sleep, 20006;
20:1155-73,

Krystal AD, Edinger JD, Measuring Sleep Quality.
Sleep Medicine. 2008;9:10-7.

Jung JH, Ha JW, Kim BK. The Current Status
about Sleep Disorder in the Journal of Oriental
Neuropsychiatry for Evidence Based Medicine,
Journal of Oriental Neuropsychiatry, 2012;23:11-
30.






