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The purpose of this paper is to explore the strategy of future Korean medicine(KM) clinical research through the
study on the current situation and issues for KM clinical research worldwide. In this study, the papers published in
English through Pubmed were investigated mainly. And we analyzed the methodological issues from the clinical
research reports in the KM fields. As a result of examining the current situation of the RCTs(Randomized Controlled
Trials) studies in KM, the sample size for most studies was small and the overall methodological quality appeared to
be low. And there was a discussion about whether or not to apply RCTs method to the KM clinical research. The
majority of studies have argued the use of RCTs method for KM clinical research. In addition, we could find some
problems through the analysis of KM clinical studies. First, the majority of RCTs in KM were of low quality. Second,
RCTs method was applied to the KM clinical studies according to the Western medicine methods only. Third, the actual
KM diagnosis was not used in the KM studies and inadequate outcomes measurement methods were utilized without
considering the characteristics of KM practice. The methodological issues in the KM clinical research were caused by
the conflict between the characteristics of KM practice and clinical research method based on the western medicine.
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Screening of chemical substances Biological mechanism

~— 1
Biclogical mechanism | Component efficacy |
~B- +
Phase I trials | Comparative effectiveness |
ht -
Phase I trials | Safety status |
A -~
Phase II trials Context, paradigms, philosophical
l_ understanding and utilization
—gr—-
Clinical practice | Clinical praclice |

Fig. 1. Research Strategies in Drug Trials and CAM(Korean Medicine)
(proposed). Phases that Contrast the proposed phased Research Strategy in
CAM(Korean Medicine)(right) with that conventionally used in Drug Trials(left).(an
extract form Fennebe et al., 20075)
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Table 1. The Conflict between the Method of RCTs and
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Carter et al., 2003%)
RCTs Korean Medicine Practice
single
intervention

complex and diverse interventions

Randomization patient-practitioner relationship, preferences

identification of appropriate placebo treatment is
often difficult or impossible -> very difficult to

Blinding achieve true blinding/triple blinding. Single blinding
usually achievable
_ Individualism and tailored treatment
Standrgrtilczgltslon the lack of standards in terms of training and
P practice
Controls problematic finding a closely enough matched

control or intervention group

® el de WA £ A

i

)

A3t

|\
o

)
L

- 141 -



bl 91tk &,

H
a

ale 2

=]}

A
-

g 712 AAH

N

o

| &5 (efficacy)©]

0

71% (Inclusion  and

o

1

BeE A

Exclusion criteria) ©] o,

o ge] A1EH

P Aol @

;

Apdoltt. odl o

ko]

il
o)
7

o]

M

i

A

9 X

i

ks
ha

}

k<]
ha

JRED

9|

oA o] Foljxon], HF oA et v

L

-

A ¥srey

o]

ol

RCTs

i

0|
pad

s o)

9

Aol Atk Yk
o]7] w&olt} 2@ AA

p

7Fe

it

o=
T

=

HH x-ﬂ 3}

}

AT 71El %A
kel

pil

o] M)
Ay o

t‘ﬂ'

=

=

o a7
A o

A

PN
4
2}‘\1—

ot
7o 2 o] FojA= FFo] A

=

20061 7HA] o] Fo1x A 4 A1 A

L

p

o g o= AL ALgH
Fol A

}

kel
pil

ToME MFAME T3 oA
HA1?, 200949 39 7}A] HxH

Fof ol
179, =¢] 1

A " (outcome measurements)] A

N

W

(=4

by

A

4 T 18

o+

il

o]
pad

o] Aol

|2 o
7S FolA oo A7l Be Ao

=

=

el

A= 3

=
9] #ofo] RCTs A+

1

ks
il

S5 oh4l

S

L9} 2ol

Ao,

gsol
A48

7 =ZA

& ATl A
&}

]

o3 3 9

X

L7

9
Fath Jiang 592 22 RCTs tiAela A,

S

FEF. o5 Bal & ) @l ¢

)] RCTs A7 &

i

oz
il
3|

=

=

Watanabe

oH A&

il

greof gl

Aol =

)
)

R

fo A

S|

A

YA B4l Aol
o o a2 AP, web Aoty 2

[e)

L

Ashe

e A

o

A

-

]_

9

o, 14
17}

€]

Qi
.
Dz

A

=

[

7}

a

Al

RCTs A+E F8te] AA

=

(disease)= 7t
, °1E

!
il

Eb
7k Fol AT, a7}

U

]

2 x

A Wl ket o

H3jvi, woF $A5

]

A

ofp

S
=]

—_
i)

B
N

LEEHE

3

=

=

Al

=]
o

A7k A o]

=]
i

[e]

] oef&

sl

S

o

K
o

A}

A
%=

RH 7

A

A7F A 71

=
o] B 7}x BEo] =37 g,

}

o
il

-

=

B3 H]EH(selective reporting

Ei] 7

L

p—

[e]

9] 8 (choice) ¥ X 1l(reporting)l

AHoz o
o chrsl

1]

ol
pid

1, RCTs

o

ek, e 4
ot F 4 9o,

o~
m

e
sHx ABHA K%

pad

o]

Aol 73t

B

]qﬁl
o o] 97

O

bias)©]

:AO
!
o

B

H(soft outcome measures)

4

K

ol

k<]
pa

AA M

el

2

O E o

o

.
o
v

X
Nr

H
1X10
Nr

ol

o

W

o] A% A

g%

(surrogate endpoints)] Z-H A A== Y

=7
i=4

(biochemical indicators)¢t 2o] 17399} At A A&
o

He e el

- 142 -

S7h glek kel 1 @7 An)

}

k<
pil

17] ol mehA 1 A%

0

2} ol ol 7c. wheba] Aokelst

& 9ok WA, o

ol

=



Bl 9%

il

o

v} =]

(unstable angina pectoris
Aol i AAH

RCTs $17(88%) ol A1

obM ddH ez FA
7b AT,
259 adE AF3T 347019 RCTs A7l
2 Ao w2, o] Z 23719 RCTs A7(85%)°l

309 Hwkel Yo, &=

)

3

il

=]
Rl

o o
d
n

x o2 HN

&

==

=06

ro

o X oo

W oyd BoHg o o

A

2

\Iﬂ(){}lmwo‘-"}“

X
N -

ft;

2

re
-
o

o

i)
i
o

ko
Y
=

<

=

N
N
N

~

w g

of o ol 1o 18 N oy 4 o 2 AL R o Ay

N

ﬁ_
)

N
L 9

w,

fr 24 fg kb
]

N

N
£ oo

N

b

e

it e A e oo A

N
-

hth

% rlr
N,

[T =
yo M o
(S
o
212
>.U9
o oF ML
O 2 X o\

o
o
to r2
koo
oZ
rE
ru

—

[
o
ol
Lo
2
& N

¢

2
o
-
o
o
sl
o

A

L

1=
=

S

R

iz}
o
12
r 2,
ox

l‘-l

b R 2

:F_
oyt gl
T7h Hofok
47t feke
Z7] w2

o2

=)
223
of

_E
£ of oo

oo (0 olr

3
O

Foll i e A 3 = &

- 143 -

=

AHE nel o] o] P AN vEhgE o g
&o] el EAeA ¢4 7dstta & & ik 9
AR Aoz vEHE AL2R BH, 32 A wae

S3 Agtelit Ayl ol #x7L A e

i H2

Mo X

= =Z=35x0
T oTrE e

12 o o

1

)

dF

7o Az A EHEA

fuode X jo oA N

H

k

MN

8 rz.

|

2 0o

R0

M

)

X
g g d f2
woogt Iy rE =

lo
N
%
)

sojste mEl s AdE &
B dAZE da) g
e =4 4 24
g uigto g n o
F7449 AT} o] Fo
TE 58 e
| @44

& rfo 4 o

i

4 o e o
re

i

A=
)
[e]

References

. Shea, J.L. Applying evidence-based medicine to traditional

debate strategy. ]  Altern
Complement Med. 12(3):255-263, 2006.

. Verhoef, MJ., Casebeer, A.L, Hilsden, R]. Assessing
efficacy of complementary medicine: adding qualitative
research methods to the "Gold Standard". ] Altern
Complement Med. 8(3):275-281, 2002.

Carter, B. Methodological issues and complementary

chinese medicine: and

therapies: researching intangibles?. Complement Ther Nurs
Midwifery. 9(3):133-139, 2003.

. Critchley, J.A., Zhang, Y., Suthisisang, C.C., Chan, T.Y.,,
Tomlinson, B. Alternative therapies and medical science:
designing clinical trials of alternative/complementary

medicines--is evidence-based traditional Chinese medicine

attainable?. J Clin Pharmacol. 40(5):462-467, 2000.

. Fonnebg, V., Grimsgaard, S, Walach, H., Ritenbaugh, C,,



10.

11.

12.

13.

14.

15.

16.

17.

18.

Norheim, A.J.,, MacPherson, H., Lewith, G., Launsg, L.,
Koithan, M., T., Boon, H. Aickin, M.
Researching complementary and alternative treatments--the
gatekeepers are not at home. BMC Med Res Methodol.
11:7:7, 2007.

Falkenberg,

. sk Ets]. EAFAY X RE. AL, FAESHAL pp
4-33, 2012.
. Watanabe, K., Matsuura, K., Gao, P., Hottenbacher, L.,

Tokunaga, H., Nishimura, K., Imazu, Y., Reissenweber, H.,
Witt, CM. Traditional Japanese Kampo Medicine: Clinical
Research between Modernity and Traditional Medicine-The
State of Research and Methodological Suggestions for the
Evid Based Complement Alternat Med. 2011:
513842, 2011.

Future.

. Jiang, M., Yang, J., Zhang, C, Liu, B, Chan, K,, Cao, H,,

Lu, A. Clinical studies with traditional Chinese medicine in
the past decade and future research and development.
Planta Med. 76(17):2048-2064, 2010.

. Wu, T, Li, Y, Bian, Z., Liu, G., Moher, D. Randomized

trials published in some Chinese journals: how many are
randomized?. Trials 10: 46, 2009.

LY g, EZ. FFE o] &F Aol M
PEAE NEH HE O

23 0] 2}

g1, 29
gheko]8k3] 2] 31(4):1-8, 2010.
Normile, D. Asian medicine. The new face of traditional
Chinese medicine. Science. 299(5604):188-190, 2003.

Ernst, E. Methodological aspects of Traditional Chinese
Medicine (TCM). Ann Acad Med Singapore. 35(11):773-774,
2006.

loannidis, J.P., Evans, SJ., Gotzsche, P.C., O'Neill, R.T.,
Altman, D.G., Schulz, K., Moher, D. CONSORT Group.
Better reporting of harms in randomized trials:
extension of the CONSORT statement. Ann Intern Med.
141(10):781-788, 2004.

Tang, J.L., Leung, P.C. An efficacy-driven approach to the

an

research and development of traditional Chinese medicine.
Hong Kong Med ]. 7(4):375-380, 2001.

Tang, J.L. Research priorities in traditional Chinese
medicine. BMJ. 333(7564): 391-394, 2006.

Cardini, F, Wade, C., Regalia, AL, Gui, S, Li, W,
Raschetti, R., Kronenberg, F. Clinical research in traditional
medicine: priorities and methods. Complement Ther Med.
14(4):282-287, 2006.

Wilson, K., Mills, E. Closing comment: Evidence-based
complementary and alternative medicine: is it a viable
concept?. ] Altern Complement Med. 8(6):875-876, 2002.
Mason, S., Tovey, P, Long, A.F. Evaluating complementary
methodological of
controlled trials. BM]. 325(7368):832-834, 2002.

medicine: challenges randomised

19.

20.

21.

22.

23.

24.

25.

26.

27.

28.

29.

30.

3L

32.

- 144 -

Verhoef, M.J., Lewith, G, Ritenbaugh, C., Boon, H,
Fleishman, S., Leis, A. Complementary and alternative
medicine whole systems research: beyond identification of
inadequacies of the RCT. Complement Ther Med.
13(3):206-212, 2005.

Nahin, RL., Straus, S.E. Research into complementary and
medicine: BM]J.
322(7279):161-164, 2001.

Fan, RP. Modern Western science as a standard for

alternative problems and potential.

traditional Chinese medicine: A critical appraisal. ] Law
Med Ethics. 31: 213-221, 2003.

Linde, K., Jonas, W.B.,, Melchart, D., Willich, S. The
methodological quality of randomized controlled trials of
homeopathy, herbal medicines and acupuncture. Int J
Epidemiol. 30(3):526-531, 2001.

Tang, J.L, Zhan, SY. Ernst, E. Review of randomised
controlled trials of traditional Chinese medicine. BM].
319(7203):160-161, 1999.

U89 KB, oI5, oA B A
A9 WA JRATER)
25(5):927-933, 2011.
A7, %%51], &

A9

2

A=)
RN

Clinical Trial) ]’\‘] =] 7‘]5
21733 2] 23(6):1-8, 2006,
Ao HER @ =2
AT T SR

=]
o

A
Long, AF. Mercer, G, Hughes, K. Developing a tool to
measure holistic practice: a missing dimension in outcomes
within
Complement Ther Med. 8(1):26-31, 2000.

Zhang, L., Zhang, ]., Chen, ], Xing, D., Mu, W., Wang, J.,
H. Clinical
Medicine Needs to Develop Its Own System of Core
Evid Based Complement Alternat Med.
2013: 202703, 2013.

Zhang, J.H., Shang, H.C., Gao, X.M., Zhang, B.L., Xiang,
Y.Z, Cao, HB., Ren, M., Wang, H. Compound Salvia
for the

measurement complementary therapies.

Shang, Research of Traditional Chinese

Outcome Sets.

droplet pill, a traditional Chinese medicine,
treatment of unstable angina pectoris: a systematic review.
Med Sci Monit. 14(1):RA1-7, 2008.

Junhua, Z., Menniti-Ippolito, F., Xiumei, G., Firenzuoli, F.,

Boli, Z., Massari, M., Hongcai, S., Yuhong, H., Ferrelli, R.,



o] 7 Al i e A 3 =4 AF 1P

Limin, H., Fauci, A., Guerra, R., Raschetti, R. Complex dysfunction: a systematic review. Stroke. 40(8):2797-2804,

traditional Chinese medicine for poststroke motor 2009.

- 145 -



