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An increasing number of randomized controlled trials (RCTs) of acupuncture have proved the clinical benefits of acupuncture;
however, there are some results that have shown negative results or placebo effects. The paper carried out an in-depth analysis on
33 RCTs in the 2011 SCI database, the quality of the reports was judged according to Jadad scores, and the “Necessary Information
Included in Reporting Interventions in Clinical Trials of Acupuncture (STRICTA 2010)” was taken as the standard to analyze
the rationality of the therapeutic principle. The difference between the methodology (Jadad) scores of the two types of research
reports did not constitute statistical significance (P > 0.05). The studies with negative results or placebo effects showed the
following deficiencies with respect to intervention details: (1) incompletely rational acupoint selection; (2) inconsistent ability of
acupuncturists; (3) negligible needling response to needling; (4) acupuncture treatment frequency too low in most studies; and
(5) irrational setting of placebo control. Thus, the primary basis for the negative results or placebo effects of international clinical
trials on acupuncture is not in the quality of the methodology, but in noncompliance with the essential requirements proposed by
acupuncture theory in terms of clinical manipulation details.

1. Introduction

As an integral part to the Chinese medical and health care
system, acupuncture therapy is widely applied in clinical
applications, effective in treatment, economical, and safe and
thereby generally accepted by Chinese people. Since the sixth
century AD, acupuncture has successively spread to various
countries of the world, making considerable contributions
to relieving people from diseases worldwide. Along with
the development of evidence-based medicine, international
clinical trials on acupuncture have been increasing in num-
ber and raising greater controversies on whether or not
acupuncture is effective. While the majority of international
clinical trial reports on acupuncture have demonstrated
that acupuncture therapy is indeed effective, some research
has shown that acupuncture therapy benefits patients, but
is equivalent to the placebo effect [1], and some people
consider acupuncture therapy to be ineffective [2]. Currently,
it is widely believed that such a result is a product of the
higher-quality methodology for international randomized
controlled trials (RCTs) of acupuncture. The purpose of

the current study was to determine the basis for the negative
results or placebo effects in published acupuncture RCTs
from the perspective of methodology and interventions
after comprehensively reading and analyzing the published
acupuncture RCTs retrieved from the 2011 SCIE database,
with the exception of research conducted in China.

2. Materials and Methods

2.1. Search Strategy. The computer retrieval was carried out in
“Science Citation Index Expanded (SCIE)” and the retrieval
type was “(‘acupuncture’ [MeSH Terms] OR ‘acupuncture’
[All Fields] OR ‘acupuncture therapy’ [MeSH Terms] OR
(‘acupuncture’ [All Fields] AND ‘therapy’ [All Fields]) OR
‘acupuncture therapy’ [All Fields] OR (‘moxibustion’ [MeSH
Terms] OR ‘moxibustion’ [All Fields] AND 2011/1/1" [PDat]:
2011/12/31’ [PDat] AND English [lang])”

2.2. Inclusion Criteria. The inclusion criteria were as follows:
(1) randomized controlled acupuncture, acupressure, or
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TABLE 1: Jadad score standard.
Score standard
Items
0 1 2

o Not randomized or inappropriate The study was described as The method .Of randomlzatlon

Randomization e . was described and it was
method of randomization randomized -
appropriate
. . . . The method of double blinding

Double blinding Not blind or inappropriate The study was described as was described and it was

method of blinding

Withdraws and drop outs Not describing the follow-up

double blind .
appropriate

A description of withdraws and

dropouts

Records identified through
database searching (n = 867)

Records after duplicates removed
(n = 266)

Records excluded
(n = 507)
(1) Animal experiments (n = 183)
(2) Review (n = 26)
(3) First author or trial has taken
place in China (n = 198)

Records screened (n = 601)

Full-text articles assessed for
eligibility (n = 94)

|

Studies analyzed (n = 33)

Full-text articles excluded, with
reasons (n = 61)
(1) Nonrandomized trial (n = 42)
(2) Intervention was not
eligible (n = 19)

FIGURE 1: The flow diagram of the research.

moxibustion trials published in 2011 from the SCIE database;
(2) patients underwent the trial regardless of age, gender,
ethnicity, or course of disease; and (3) intervention of the
observation or controlled group was based on the theory of
meridians and collaterals and the patients were treated by
acupuncture, acupressure, and/or moxibustion.

2.3. Exclusion Criteria. The exclusion criteria were as follows:
(1) nonrandomized trials; (2) nonclinical trials; (3) the inter-
vention did not conform to the objective of the research; (4)
duplicated articles; and (5) the first author was from China or
the trial was conducted in China.

2.4. Data Collection and Analysis. Evaluation was performed
independently by two authors (Yang Hao and Wan-ning Liu).
Relevant full articles were sorted and cross-examined. Any
discrepancies were discussed or further evaluated by a 3rd
author (Wei-hong Liu). Methodology was evaluated based on
the Jadad score [3]. The specific evaluation standard is shown
in Table 1.

3. Results

3.1. Articles Included. Of the 867 articles retrieved, 33 studies
[2, 4-35] met the inclusion criteria for the current analysis
(Figure 1).
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3.2. Features of the Studies. Features of the included trials are
detailed in Table 2.

3.3. Jadad Score of the Trials. According to the research
results, the 33 reports were classified into two types (positive
results and negative results or placebo effects). The 33 reports
were read and the key points were extracted. According to
the Jadad score, the lowest methodology quality was scored
0, while the highest methodology quality was scored 5. The
clinical trial was considered low in quality if the score was
<2 and was considered high in quality if the score was >3.
The Jadad scores of the research report methodologies are
shown in Table 3, and the Jadad score comparison of the
acupuncture RCT methodologies is shown in Table 4.

By adoption of SPSS 13.0, data in Table 4 was subjected to
a x* test; the difference between the two groups was not sta-
tistically significant (P = 1.0). The quality of the clinical trial
report methodology on acupuncture with positive results is
similar to the clinical trial reports with negative results or
placebo effects, which indicates that the difference in quality
of the methodology is not the primary reason for the different
clinical research results of acupuncture.

3.4. Analysis of Acupuncture RCTs Intervention Details with
Positive Results, Negative Results, and Placebo Effects. The
intervention details of the RCTs with positive results, negative
results, and placebo effects were compared. Due to the small
number of RCTs with negative results or placebo effects
collected in 2011, the acupuncture RCTs from 2005 to 2010
in the SCIE database were retrieved. The retrieval terms were
as follows: “acupuncture” [MeSH terms] OR “acupuncture”
[all fields] OR “acupuncture therapy” [MeSH terms] OR
“acupuncture” [all fields] AND “therapy” [all fields] OR
“acupuncture therapy” [all fields] OR “moxibustion” [MeSH
terms] OR “moxibustion” [all fields] AND “2005/1/1” [PDat]:
“2010/12/31” [PDat] AND randomized controlled trial [PDat]
AND English [lang]. Seven reports [36-42] with negative
results or placebo effects were analyzed together with the 10
reports with negative results or placebo effects.

According to the “Necessary Information Included in
Reporting Interventions in Clinical Trials of Acupuncture
(STRICTA 2010),” the authors designed an intervention table
for the RCTs and compared the intervention details of the
RCTs with positive results, negative results, and placebo
effects. The detailed information of the reports is shown in
Tables 5 and 6.

It is known that the clinical treatment process of
acupuncture involves not only the operation of acupuncture-
moxibustion therapy, but also the rational selection of thera-
peutic principles and methods, rational application of acu-
points, manipulation, and the correct setting of the therapy,
and so on. It is apparent from the analysis of items displayed
in Tables 5 and 6 that the intervention process in the negative
results and placebo effects was replete with defects.

3.4.1. Interventions of Some Trials Are Improper. To select a
proper therapeutic method is the key to assuring a curative
effect; however, the authors showed that some interventions

in the 17 reports were improper. For example, in item 001,
moxibustion was adopted to treat constipation; in item 009,
which involved the treatment of postmenopausal women
suffering knee joint pain, women without medical knowledge
performed acupressure by themselves at home; and in item
005, when treating the nausea and vomiting associated with
labor and delivery, only a wrist band that slightly stimu-
lates PC 6 was used. Despite certain therapeutic function,
these measures are all not the most proper choice. For
example, constipation is most often treated clinically with
acupuncture; however, for excess syndrome or heat syndrome
constipation, it is improper to use moxibustion. Similarly,
it is doubtful that the wrist band which stimulates PC 6 is
satisfactory to achieve a therapeutic effect like acupuncture.
With respect to the studies with positive results, the applied
methods were effective intervention, such as filiform needles,
electroacupuncture, blunt needles, or auricular acupuncture.
Clearly, effective intervention is an important factor for the
results of the trial.

3.4.2. Acupoint Selection in Some Studies Is Not Completely
Rational. Each acupoint has its therapeutic effect. Rich expe-
riences in acupuncture have been accumulated through the
inheritance for thousands of years in China. For example, the
most effective acupoints for constipation treatment are ST25,
ST36, ST28, ST29, and TE6, while the researcher for item
001 selected ST23 and ST27. Clinically, ST23 is often involved
in the treatment of gastric diseases or mental diseases, such
as vexation and manic-depressive psychosis, while ST27 is
mainly used in the treatment of hypogastrium distention
and fullness, difficult urination, hernia, spermatorrhoea,
premature ejaculation, and other male diseases. The selection
of improper acupoints results in a low clinical curative effect.
In item 003, the researcher only selected LI4 to treat infantile
colic. LI4 belongs to the large intestine meridian and plays
a role in treating intestinal disease, but it is clinically known
for its effect on head/face diseases, sweating disorders, and
gynecologic diseases, including menstrual disorders, vaginal
discharge, and parturition. If GV12 and ST36 are added in the
prescription, the effect would be significantly improved. Thus,
the researcher may select a single acupoint by reducing con-
founding factors in interventions as much as possible, but not
considering that acupuncture therapy needs the compatibility
of acupoints for enhancement of effect and improvement
of curative effect in a practical environment. The acupoints
selected in the studies with positive results were correct
and most effective according to clinical experiences. The
comparison indicated that the rational selection of acupoints
is directly related to the validity of the trial.

3.4.3. Needling Response Is Neglected in Most Studies. The
famous acupuncture work, Bigoyoufu, in ancient China says,
“Quick needling response results in quick action, otherwise
the late needling response causes treatment failure,” which
means that the patients’ meridian-qi circulation should be
considered when needling to realize the needling response.
Of 17 reports with negative results or placebo effects, 65%
(11/17) did not mention whether or not the needling response



Evidence-Based Complementary and Alternative Medicine

(yuawnsur
ouny
uonuaw : armjoundnoe snyruun Smruui], pajeurdiQ
1I0T[S & UT pI[eA €9 amjoundnoy 110
ON SBU SUOSWO wreys yred ay3) pajeurdrio res Jauuy Teq 1auu] 3y} uo a1noundnoy Jo s}aPy YT,
4 S amjpundnoe wreys
JuswIEaI) {APMIS SNIOVD) [BHLL PI[[01IU0)) pastopuey
SYoam 7§ PITeA 08 euonusAION amjpundnoy SISOINAN :swroydwiAg paurejdxaup A[restpay 010
feuor UM s19puay juanbaig, 10y amjoundnoy,
uonuIW arnjoundnoe armjoundnoe Apms [eL], pajjonu0) paztwiopuey v
.oZ PIEA $0C repoLme weys reoumy 15990 ‘SIIey o1So[ounuruy] pue A1ojewrwrefjuy Oryoid prdry 600
! 1 ! rewodoryjuy uo ampoundnoy IBMOLINY Jo S},
omwﬂwwﬁwwwﬂmﬁ swospuAs QWoIpuds AreaQ) o1SLOL[0 YIIM USTWOAA UT SOTIEY
syjuowr ¢ pIreA ylog 96 SuIqn) S[pasu weys amjoundnoeor}dda[g werrea0 smskakiog HS:I 03 H'T paaoxdw] pue uonemaQ jo £Lousnbarg 800
Aq .Mﬂm MMH w0 %Mw : : I JTe[TwIg paonpoid arnjoundnoy weys pue aniy,
syuouwr asuodsar ferjre uI woﬂﬂw_ﬂwwﬁﬁ eax amjpundno BUUYISE [RIYOUOT «APMS Pa[I01UOD) PISIOPURY Y :BWIISY [PryouOIq
Ry v [PhItd €6 H?:om :M\Eouu ! ! v hse repuotd )M SIUSISI[OPY PUE UIP[IYD UT 21njoundnoy, £00
S— o Dd jurodnoe A12AT[9D JonesuepuQ
o prreAu] 0S¥ 0} ATJR[NIUTISUOU 0} dATE[NTIS uoym Sunruwoa m uostreduror) Ut WOI309G ULdILsa)) I9)je pue Jurmp 900
N pueq ISLIp pueq ISLIM pue easneN SunrwoA 1o/pue easneN uo armjoundnoy Jo 10954,
S— Aymaayur JPLI], PA[[OTIUO)) pazIwopuey
o PIRA € UOTJUATIIUT ON armjpoundnoy Supuarrodxa jo[1d v :A3madyuy SunuariodXy USWOp 10§ S00
N USWOA SAWO0INQ) [BI00SOYASJ U0 21njoundnoy Jo 0oy YT,
SIURIIPIP amjdoundno
uonuIW [eo1IsTIR)S OU 21 v
oN 1nq ‘posoxduur 06 Nuelg amjppundnoy 7[00 Jueju] [EWIUIIA] JO [BLL], PA[[OTIUO)) pazIwopuey Y -dI[0D) $00
swodurds uﬁ.L ynm syuegu] ur urded Surdssls pue Surooig Gurpasg,
(8a130 3eq 211
U0 [9859A UBIPLIWE saryjedoInaN [njure
SRS T[eAU Aue ut snaueores SAPIM 1 103 eI3[eInau oruox Bme.ﬁ U AT WHM ; mm
ON PHEAUL ol 0pud} 3} YoNOo} amjpundnoeor}dorg el oo FIOIID UL SARRHH JON €00
Jou) urodnoeuou ST 21M3dUNdNOLBOIII[ SONIY DTS ATeururaid,,
o) ssaIq
uonuIW 19132q Y]} ST [ear JI[eA] [eISUID) SUSWOA JO Judwaaoxduy oy
ON oy} ‘pIfeA yjog 8 sampoundnoe wreys 9 ds Je amssaidnoy e Uetiom ur jurod oerfurdueg ay) je arnssaxdnoy jo Aoeorge ayf, €00
(uonsnqrxouwr-exowr
any . .
B —— JBLIT, [eSTUID) JO[IJ ‘PApUI[( JUd1ed ‘PI[OTUO0))-WEYS
Soom 7 pIfeAU] 9z Hm% v 2oe(d) : UonSNqIXO uonednsuo)) ‘pazrwopuey y :uonednsuo) feuornoung 100
mo:wsmioE._mon JO JUSWIII], ) JOJ UOTISNIXOIA JO SSOUIATIOIPH YT,
uone[nsul 1]
aseyd oZ1s dnoi8 jonyuoo dnoi3 uoryearasqo
g awoonQ aseasI(] P  JequnN
N-MO[[0] oidwreg 3y} JO UOTJUIAIAU] 31} JO UOTJUIAIAU]

'SIIPNIS 9] JO Saanjes g 41dV],



Evidence-Based Complementary and Alternative Medicine

Adexay TeorsAyd

W 3

EN €] Paseq-as1Iaxd EEL
syyuowr 71 IeA 7s¢ 0 STILIY}IR02)SO) 10] Ade1ay[, [ed1SAY Paseq-aSIIaxXT 0} 720
! " U UOREIPH 01 3ounfpe ue S 3O SHHIPONO wuzs%ﬂw ue se Em% SEU..M.WWB\ .M mmwz?:umwm.:ou
se ared aanyoundnoy : : »
oMU jutod renoume [ Srodnoy ayerrdorddeuy snsiop ojerrdorddy
i PITeA 76 Jerrdoxddeur ho o UMS dno syoele aurerSi J0 £5®OIyH oY) UO [eI1], PAZIUOPUERY Y :SYOBNY 120
oct uo apundnoy ! v sureISIIAl Jo Juaueal], 3y} ur arnjoundnoy reg,
wonemoels [BHEL TBTUI[D PI[[0OUOT-0qa58[d
ON PITeA 06 aurjaxoIed ampundnoy EMMEE. ‘pazIwIopuey V :UOIB[NOB( dInjewal 020
! d JO JUSWLII]T, AY) JOJ SUNIXOIeJ SNSIDA dInjoundnoy,
amjpundnoe
wreys
OMMMHMNHM Aqyedoinau AyredomaN
SYooM FI ¥ na “Toron wwt P11 amjoundnoe wreys ampoundnoy reroydirod yymm TeroydrIog yirm usjA pa3odjul-ATH Ul L1[el 0 610
M Mﬁmt%: %ﬁ U PJOAJUI-ATH pue uonuyy unnpay ur ampundnoy Jo s100h7,,
pue ured a3 Jo
SAST[2I UT PI[eA
Honuatl PIeA o UONSNqIXOIA armjoundnoeordo[g SMMHMMWMWQ «[PHL [EITUHO PIZILIOpUTY v :UOLNPUL 10q¥] 810
ON I I ! Suraadus Eu_wbu 03 Jo11J Sutuadry [es1a1970) 103 aydoUNdNILONOA[Y,,
onq [o1u00 Yue[q Led
ST UOTJUSAI)UT syurod MON OTUOIYD) YIIM SI[BWS,] UT UOT)OUN,] JTWOUOINY
ON syutod [e20] 22 wwwwwcwmmﬁw”w% [e00] 3& 2rnjoundnoy ured ypau druoxy) pue SUONIPUO)) Ured uo syurod ainjoundnoy L10
o) pue pIeA } } v [eISI pue [e207] Je assaxdnoy jo sjoayy anereduwo))
SWOIPULS
uonuaWw uone[nuIns uone[NWIISNOe uonejdepe LQuoipus uoneidepy uopenuilg Suialq
o PITeA T g g Surziurury 910
N PUBQISEM WedS PUE 2I0SSIANY UOHP[ILS SUALP UI UOTJR[NWNSNOY pue aInssa1dnoy JO SSOUIATIIPT
Surzrwrury o ’ . »
Conusw amjdoundnoe SnSne Apmig Liqisea pafjonuo)
.h PITEA 1 Juswadeuew-Jos m pajerdajur e 8..%@ WSW pazrwopuey andne,] paye[ay-I1a0ue)) Jo JAIY <10
N uoneINpa JUdeJ Pl o 10§ 21mpoundnoy yim pajerdajur uoreonpy Juslied,
uoruIW aanseaur [BLIT, PA[[O1IUO)) PIsTWOpURY
ON preatl 0c Aue oy UORSNAON uonsodrey Ayqiqrsea v :uorsiop oreydan) 103 UOTISNQIXOIA],, vI0
ORI e S-St armyoundno amjoundno SIMPI20Id
ON PIPA ot Aue oy ! v ! v [nyureq 1oury SurLmp sarqeq urelaig ur armjoundnoy, €10
(dnue. Jeu, 101d
onarkdnue-orsadeue PnaiAdnue-oisafeue ured dnoin-rrereq eqeT-uadQ ‘paqonuo) isry-Sunrepm
SAem T PIPA (43 + 2s1OXY] 99X Prq mopdypadsuou ‘pastwiopue ured ypeg Mo dyadg-uo <o
: + Surddno-j1opy JUIISISIDG POSILIOPUTY V “UIvd Aeg MO SY9ds-UON
: ‘ JusisIog 10y Aderayy, Surddny-1op Jo wonenyeay,
aseyd o71s dnoi3 jonyuoo dnoi3 uoryearssqo
g awodnnQ aseasi(q apIL,  JoquunN
n-MO[[0] odureg 3y} JO UOTJUAIANU] 3} JO UOTJUIAIANU]

‘panunuoy)) g 414V],



Evidence-Based Complementary and Alternative Medicine

yjuowr Aderayy Adeayy [BLL], P[[0TIUOD) ‘PAZIWOPUERY ‘PIPUI[Y V 99U
PITeA cs [BUOTJUSATOD pue [BUOTIUIATUOD 22U 23U} JO VO « nd ’ >. €0
auQ sxmpundnoe weys pue ampundnoy a3 Jo YO ul jusurjeaiy, arnjoundnoy jo 100h7 pake[d(,
A amjpundnoe
uonjuaw E:Ww.mﬂ Jnoe Jo Aouanbaiy mog amssaxdnoe andney 2Andne] paje[ay-190ue)) 7c0
ON & pue arnjoundnoe uoTjexe[Y pare[oI-190UL)) JUIISISIDJ SIONPAY 21nssa1dnoy uonexe[y
uorjexe[oy : »
: Jjo Aouanbaiy ySig
JBLIT, PO[[OIIUOD) PIZIUOPURY UL,
12352 poos sey jurod 1988113 Je jurodnoe je aypeydeq JI0YS V :Uuled Yoeg MOT dTUOIYD) JO JUIWILI], Y} UT
SyoaM 7T wreposaw jurod 79 : 1€0
33 uoTd3[ur SUTEd0pIT uornd3[ur suredopr] pue odequun Adexajosatr syutog armjoundnoy snsiop Adersyjosay
19551 941 jurod 103811], Jo s10ap oY) ueam)aq uostredwo))
(quown.nysur
amjoundnoe Apmig pafjonuo)) pastwopuey puig-a[qno
Sk preAtl stl weys yIed ay3) 2rmpundnoy Burnony V :ImoqeT Jo uononpuy oy} 103 arnoundnoy, 0€0
amjpundnoe wreys
JUOTSISAOTPIE)) [BIL1)OIF] I9)J& SOOUILINISY UOTIB[[LIQL]
Ssyuow 71 PIeA ¥ armoundnoe ureyg ampundnoy UONR[[LIQY [eINY ety Sunuereiq ut ampundnoy jo Awogyd, 620
(Juownsur SOUOULIOY BIIT eOTUI) PA[[ONIUO
e smpundnoe weys armyoundnd 2annpoidaz we SOUOUWLIOL] 9AT u~s %Mo. .WMQWWEE\»U 870
ON PIEA ss 12319q310M8 A}) ¥ v pue swoydw4s usv: H 2A1onp P S ¢
; Tesnedousunsod uo arnoundnoy Jo 1095 YT,
amjdoundnoe ureys [esnedouaunsoq
[B11], pa[[onu0y) pastwopuey snewderd v
Adexary «
Adexay Sunrwoa :Awoyoaprouspy 10 AWOIOS[[ISUO], dLIeIpaed SUIMO[O]
SOX PITeA PST [BUOTIUIATOD 170
: [BUOTIUSATOD) : aaneradolsoq Sunrwop aane1adoisoq yusasig ue)) srnssardnoy
’ + armpoundnoy
aaneradolsod pue axmoundnoy aanjeradoriag,
Adera (eamoundnoe weys o187 pIrepuels SUIAIISY Sjuaned o) paredwon) we
uonjuIW b yred pue syurodnoe 18D PIPPUEIS SUIAIIY Hed 03 p O teds
‘ BUOT)UIAUOD Ll amyoundnd SISawIgy 10 21n3oundnoy 0} PIZIWopuey SIUIE UT SISOUWT 920
ON [euot < JpIsaq ud 7) v P
uey) 19132q Ylog 852.5 dnoe wreys :$309p4 Juaunjeai], oynadsuoN uo duo oy Junen
(amjoundnoe
weys 12812q)2105 BIYILIOUSWSA] BLI[, P3[[0IIUOY) PIZIWOPUR uawWo,
Ieah 1 PIeA 76 pue sjurodnoe ampundnoy 4 P «[PHL PI[IOBUOD PozIiopuey v : M S70
Arewrag ur BOYLIOUSWSA(T AR Jea1], 03 arnpoundnoy,
9pIsaq u H-7)
amjoundnoe wreys
JBHL
cow:ua PIEA o1 ueg srmypundnoy 'UIZ9 o1doyy jo[1d V ewazdq o1do}y YIIM SJUSTIE] UT UOTIRATIOY $20
N [rydoseqg paonpur-uaSiaqy uo axnjoundnoy Jo 103y,
90d jurodnoe JSEINIEY) A1arp@ pue moqeT Sunn(g Suniwop pue easneN
sowWoE prfeauy 0¥€ 0} 2AT)E[NWT)SUOU 0} 2ATIER[NWT)S uaym Sunruoa JO UOT)UARIJ 3} J0J SPULQISLIA danssa1dnoy jo Apmyg €70
pueq ISLIM pueq ISLIAM pue easneN PAT[01U0D)-0qa0.[J “PIPUTI-[qNO(J ‘PIsTIIopuey v,
aseyd o71s dnoi3 jonyuoo dnoi3 uoryearssqo
awoomnQ aseasi(q ApPLL  JequnN
dn-morog ordures 31[) JO UOTIUAIIUT 31]) JO UOTIUAIUT :
"panuUIuOY) g ATAV],



Evidence-Based Complementary and Alternative Medicine

TABLE 3: Jadad scores of the research.

Research Randomization Double blinding Withdraws Jadad
and drop outs score
Computer generated random table
Park et al. [4] inal:1ratio with block size 4, and Patient blinded 2 5
using a sealed envelope
Kashefi et al. [2] Randomized Single blinded 10 3
Penza et al. [5] Randomized Patient and examiner blinded Not mentioned 2
Landgren et al. [6] Not mentioned Nurse and parents blinded 5
Smith et al. [7] Computer generated randomization Statistician blinded ) 4
schedule
El-Deeb and Ahmady [8] Not mentioned Double blinded Not mentioned 3
Scheewe et al. [9] Not mentioned Not mentioned 27% 2
Pastore et al. [10] Block randomization double blinded 14 4
Hamid et al. [11] Not mentioned Not mentioned 35 1
Paterson et al. [12] Simple randomization Statistician blinded 31 4
Rogha et al. [13] Not mentioned Not mentioned 9 1
Kim et al. [14] Block randomization open 3 3
Ecevit et al. [15] Not mentioned Not mentioned Not mentioned 0
Do etal. [16] Computer generated randomization Not mentioned 1 2
Johnston et al. [17] Block randomization Open 1 3
Cox et al. [18] Not mentioned Not mentioned 1 0
Matsubara et al. [19] Not mentioned Not mentioned Not mentioned 0
Gribel et al. [20] Block randomization Open 0 2
Shiflett and Schwartz [21] Randomized Patient and assessor blinded 19 4
Sunay et al. [22] Simple randomization Single blinded 0 3
Allais et al. [23] Simple randomization Single blinded 2
Whitehurst et al. [24] Not mentioned Researcher blinded 49 0
Sinha et al. [25] Simple randomization Double blinded 11 4
Pfab et al. [26] Block randomization Researcher blinded 3
Smith et al. [27] Block randomization Patient and assessor blinded 3
Enblom et al. [28] Not mentioned Assessor and nurse blinded 32 2
Liodden et al. [29] Block randomization Double blinded 32 4
Sunay et al. [30] Not mentioned Single blinded 2 2
Lomuscio et al. [31] Not mentioned Patient, assesssm and statistician 0 3
blinded
Modlock et al. [32] Block randomization Patient, assesss)r, and statistician 19 4
blinded
di Cesare et al. [33] Block randomization Assessor blinded
Zick et al. [34] Computer generated randomization Patient blinded
Lev-Ari et al. [35] Not mentioned Patient and assessor blinded 14
TABLE 4: Jadad score comparison of the acupuncture RCT methodologies in the 2011 SCI database.
Result Total number Numbe.r of reports Proportion Numbe.:r of reports Proportion
of reports scoring at 1-2 (%) scoring at 3-5 (%)
Positive 23 9 39.13% 14 60.87%
Negative/placebo 10 4 40.00% 6 60.00%
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TABLE 6: Intervention of 23 research reports with positive results.

Author Disease Intervention Acupoint Ireatment Needling Quahﬁcaﬂop of
frequency response  acupuncturist
Certificated
Smith et al. [7] Infertility Acupuncture PC6,PC5, HT 5 HT 1 time/week Yes acupgncturlst,
7 experience of more than
14 years
El-Deeb and Nausea and
vomiting after  Electroacupuncture PC6 Single time ~ Unmentioned Unmentioned
Ahmady [8]
cesarean
BL13,CV17, LU 7
Bronchial and acupoint Experience of man
Scheewe et al. [9] Acupuncture selection according to 3 times/week Yes P Y
asthma years
syndrome
differentiation
. . Auricular HT 7, CO4, COJ, . . .
Hamid et al. [11] Obesity acupuncture HXL, CO17 2 times/day  Unmentioned Unmentioned
Acupuncture and According to Member of British
Paterson et al. [12] Psychoneurosis pur . Not mentioned syndrome Yes Medical Acupuncture
moxibustion . - .
differentiation Society
Endogenous TE 17, GB 2, SI 19, and . . .
Rogha et al. [13] tinnitus Acupuncture TE 21 3 times/day Unmentioned Unmentioned
3-year training and
Kim et al. [14] Low back pain Cupping BL 23, BL24,BL25 3 times/week Unmentioned 6-year clinical
experience
Ecevit et al. [15] Analgesia Acupuncture EX-HN3 1time/week Unmentioned Qualified acupuncturist
Phd of TCM in the US,
Kim et al. [14] Cancer fatigue Acupuncture LI 4, SP 6, ST 36, KI3 Not mentioned Yes with 20 years of clinical
experience
Cox et al. [18] Motion sickness Auricular TF4 Single time ~ Unmentioned Unmentioned
acupuncture
Matsubara et al. . GB 21, SI 14, SI 15, LI . . . .
[19] Neck pain Acupressure 41110, L111 Single time ~ Unmentioned Unmentioned
. Cervical LI4, ST 36, LR 3, SP . . With 20 years of clinical
Gribel et al. [20] dilatation Electroacupuncture 6.BL 23, BL 32 3 times/day Unmentioned experience
SP6,SP7,SP9, and
. Peripheral acupoint selection .
Shiflett and . - . . Has received
neuropathy in Acupuncture according to 2 times/week Unmentioned . -
Schwartz [21] . standardized training
ADIS patients syndrome
differentiation
Sunay et al. [22] Premature Acupuncture L4, ST 36, KI 3, LR 2 times/week Unmentioned Sxe r(ilrfiigztcicclland
yetak ejaculation P 3, EX-HN3,CV 3 P .
acupuncturist
Allais et al. [23] Migraine Blunt needle AT4 Single time With Exp erlencec'i
acupuncturist
Whitehurst et al. Knee Coqventlonal . Member of British
. Acupuncture acupoints used for ~ Not mentioned Yes Medical Acupuncture
[24] osteoarthritis .\ . ; .
knee osteoarthritis Society, physiotherapist
Pfab et al. [26] Eczema Acupuncture L1, LT4, ST 36, SP 2 times/week Unmentioned Experlence(.:l
10 acupuncturist
Certificated
Smith et al. [27] Dysmenorrhea Acupuncture SP4,CV'3, 5T 29, SP 3 times/week Yes acupuncturist of
6, BL 32,SP 8
CMASA
Liodden et al. Postoperative Acupuncture + PC6 For 24 hours Unmentioned Experlenceq
[29] nause acupressure acupuncturist
Sunay et al. [30] Perimenopausal Acupuncture ST 36, L1 4, KI 3, LR 3 times/week Yes Certificated

syndrome

3,EX-HN3,CV 3

acupuncturist of 6 years
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TaBLE 6: Continued.
Author Disease Intervention Acupoint Ireatment Needling Quahﬁcauop of
frequency response  acupuncturist
Lomuscio et al. Afma} Acupuncture PC6,HT 7,BL15 1time/week Unmentioned Trained acupuncturist
[31] fibrillation
ST 36, SP 6,KI 3, L1 4
’ ’ ’ ’ Certificated
. . CV 6 GV 20, 2 times a day, 3 L
Zick et al. [34] Cancer fatigue Acupressure EX.HN3,HT 7 LR3, times/week Yes acupuncturist with B.S.
degree
SP6
Knee GB 34, SP 5, ST 35,
Lev-Ari et al. [35] . Acupuncture EX-LE5,L14,local  2times/week Unmentioned Unmentioned
osteoarthritis

points, ST 43, ST 34

was achieved. This is a problem that should be addressed
by the research design and execution staff. The physicians
of acupuncture and moxibustion in China mostly have such
experiences that immediately after needle insertion they
must observe the patient’s response, earnestly feel the sense
beneath the needle tip, and repeatedly operate the needle
body so that the endurable feelings of sourness, numbness,
swelling, heaviness, and pain can be felt by the patients.
Meanwhile, the operator also feels heaviness and tightening
beneath the needle tip, which is called the needling response.
If such a feeling is generated, a good curative effect can be
realized, whereas if it is not, the effect is slow or not apparent.
As an intervention in the observation group, no needling
response suggests no real or ineffective stimulation to the
acupoint. In this way, the curative effect will be reduced
greatly and a negative result may be more likely to occur. It
is noteworthy that 65% (15/23) of the studies with positive
results did not mention whether or not the needling response
was achieved. As a complicated intervention, the effectiveness
of acupuncture is influenced by multiple factors.

3.4.4. The Requirements of the Acupuncturist Is Neglected in
Many Studies. As shown in Table 5, acupuncturists involved
in the clinical trials had inconsistent qualifications. The
proportion of excellent acupuncturists in the studies with
negative results or placebo effects was 65% (11/17). Some of
the acupuncturists work part-time and are actually nurse
practitioners (003), some have achieved the lowest require-
ments (008), some are midwives without acupuncturist
qualifications (006), and some ask the patients to operate on
themselves at home (004, 009, and 012). Because of low-level
acupuncturists and such simple treatments, it is really difficult
to fully realize the curative effect of acupuncture. The propor-
tion of excellent acupuncturists in the studies with positive
results was 74% (17/23), which was significantly higher
than the studies with negative results and placebo effects.
Acupuncture is a therapeutic method that has high technical
skill requirements. He [43] concluded that the proficiency
and level of clinical acupuncture skill constitute decisive
factors of a clinical curative effect, as well as the advantages of
famous veteran physicians of traditional Chinese medicine.
Inexperienced or unqualified acupuncturists undoubtedly
lower the effectiveness and safety of acupuncture treatment,
especially when patients are asked to treat themselves.

3.4.5. The Acupuncture Treatment Frequency Is Too Low in
Most Studies. Among the 17 studies listed in Table 5, eight
had a treatment frequency of 1-2 times/week (002, 003, 005,
007, 008, 011, 013, and 016), accounting for 47% of the studies;
53% of the studies had a treatment frequency >3 times/week
(001, 014, and 017). Among the studies with positive results,
eight had a treatment frequency of 1-2 times/week, account-
ing for 35%; 65% of studies with positive results had a treat-
ment frequency >3 times/week. Indeed, the studies with pos-
itive results had a significantly higher treatment frequency.
According to Cai and Ma [44], the influence of acupuncture
at BL23 on urinary function peaks after the acupuncture
is implemented for 1 hour and then slowly declines and
recovers to the original level, with the effect lasting 2-6 hours.
This finding is consistent with the metabolic principles
in the human body. The curative effect of acupuncture is
determined by the duration of the acupuncture effect remain-
ing in the human body and the accumulation of multiple
therapeutic effects. Therefore, the best treatment frequency of
acupuncture is 1-2 times per day. In the event of one treatment
per 2 days or an extended interval of time, it takes more
time to accumulate the acupuncture effect, leading to a slower
onset of effect. Moreover, different diseases require different
treatment frequencies; for chronic diseases and permanent
symptoms, the treatment frequency should be higher, and
for chronic neuralgia (001), irritable bowel syndrome (011),
and smoking cessation (017), it is evident that a good effect is
difficult to realize if the frequency is one time per week.

In addition to all the factors above, based on the research
demonstrating a clinical curative effect, the diseases which
are best to be treated are selected. For example, for smoking
cessation, a worldwide problem which is difficult to eradicate,
ifacupuncture is adopted at a frequency of one time per week,
the effect is weak.

3.5. Reflections on Placebo Acupuncture Settings. The 17
studies with negative results or placebo effects are generated
in comparison with other therapeutic measures. At the same
time, the suitability of the control settings is also worthy
of further analysis. The authors have analyzed the control
setting list (Table 7) in these research reports and divided
the control methods into the following three types: (1) no
penetration into the skin (the Park sham needle) or heat
insulation acupuncture; (2) slight penetration into the skin
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1

TaBLE 7: Control design in research report with negative or placebo result.

Intervention of observation

Number  Disease Intervention of control group
group
- I Heat insulati -moxibusti 1 heat insul
1 Constipation Moxibustion eat insulation moxa mo;lnbus'tlon (place a heat insulator
under the true moxa-moxibustion)
. . Elect ture for 12 .
2 Chronic neuralgia weeeckzoacupunc urefor Sham electroacupuncture (around the acupoint)
Infantile colic Acupuncture Without any measure
Malposition Moxibustion Without any measure
5 Nal}sea and vomiting when Wrist Pand stimulative to Wrist band nonstimulative to PC 6
delivery acupoint
6 Accouching Acupuncture Sham acupuncture (the Park sham acupuncture instrument)
7 Lumbago and backache 1doca.une injection at Lidocaine injection at trigger point
acupoint
8 Knee osteoarthritis Physiotherapy and verum Phys?otherapy and placebo acupuncture, or just
acupuncture physiotherapy
Knee joi in of
9 hee jolnt pain o Usual care and acupressure Usual care
postmenopausal women
Conventional treatment .
10 Emergency treatment Conventional therapy
and acupuncture
1 Trritable bowel syndrome Acupuncture S am acupuncture (unrelated to meridian points, without
needling response)
2 Woman health Acupressure at SP 6 Pregs t.he nonacupoint (not touch the tendo calcaneus in any
meridian vessel on the back of leg)
Pol i i ick on the ski h 1 ing, adjust th
13 olycystic ovarian Electroacupuncture Stick on the skin by sham needle tubing, adjust the current to
syndrome 0
14 Emesis Acupuncture and Antinausea drug or sham acupuncture (two inches close to
moxibustion the acupoint by Park sham acupuncture instrument)
15 Irritable bowel syndrome Acupuncture Park sham needle, the nonacupoint close to acupoints
16 Low back pain Acupuncture Nonacupoint shallow penetration (1-3 mm)
17 Smoking cessation Acupuncture Nonacupoint shallow penetration (1-3 mm)

or press; and (3) stimulation of the nonacupoint parts. These
three points will be analyzed one-by-one as follows.

3.5.1. No Penetration into the Skin as a Control. Park sham
acupuncture instruments were used in items 006, 013, 014,
and 015, which is the control that did not penetrate into
the skin. The instrument incorporates a round and blunt
needle head which can be retracted into the needle handle
and does not penetrate into the skin when the needle is
touching the skin. The outer surface of the needle is fixed
by double-faced adhesive tape and equipped with a small
pipe to prevent the patient from seeing the truth. Park et al.
[45] reported that the needle head would inevitably stimulate
the skin and have a vivid effect on the skin, which will
result in a physiologic effect. The Park sham acupuncture
changes the method and tools of stimulation; thus the control
method can also generate some therapeutic effect, but the
researcher considers it as the control measure that cannot
generate an effect or only shows a placebo effect. Therefore,
when the measures of the observation group indicate the
same curative effect as that of the control group, the measure
of the observation group is considered to be invalid or have
placebo effect only. The measure of the control group has
some therapeutic effect, so the result of the observation

group is false-negative. The Park sham acupuncture method
is similar to a pressing method. The acupressure is referred to
as the “indicator” in acupuncture theory and exclusively used
for infants, people afraid of acupuncture, nervous patients,
or when the needle is lacking; acupressure is also a simple
method with a treatment effect.

3.5.2. Slight Penetration into the Skin as a Control. The 016
and 017 studies carried out the control using the shallow
stimulation method; however, in clinical acupuncture and
moxibustion, shallow acupuncture itself is an effective ther-
apeutic method. The Miraculous Pivot has recorded that the
light stimulation just stimulates the skin, while the semipen-
etration involves the skin, but not the muscle. The A-B Classic
of Acu-moxibustion has clearly described that 14 acupoints
can be penetrated by one fen (approximately 3.3 mm) and
20 acupoints can be penetrated by 2 fen (approximately
6.6 mm) [46]. Another study [47] indicates that 42 patients
with wrist myofascial pain were randomly distributed to the
deep acupuncture group and the shallow acupuncture group
with the same acupoints, and the acupuncture depth for the
deep acupuncture group was 1.5 cm compared to 2 mm for the
shallow acupuncture group. The McGill pain questionnaire
was used as the evaluating indicator. The scores for the two
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groups before the treatment were 35.4 + 14.53 and 34.75 +
11.43, respectively, compared to 14.54 + 10.88 and 22.25 +
16.08 after the treatment. The results indicate that the two
groups can relieve the pain, and the curative effect was not
statistically different. Therefore, with respect to pain-related
disease and disease suitable for shallow acupuncture, shallow
acupuncture is unsuitable for the acupuncture control with-
out a curative effect because it will result in false-negative
properties of the observation group.

3.5.3. Nonacupoint and Nonmeridian Acupoint as Controls.
The researchers performing seven studies (002, 011, 012, 014,
015, 016, and 017) avoid or depart the known acupoints
and meridians as the placebo control. The question involves
how many acupoints the people have in their body. The
WHO has approved that there are 361 meridian points
and 48 extraordinary points; however, >2200 extraordinary
acupoints have been collected [48] with formal names and
main functions. Owing to all types of unfixed a shi points, it
is easy to avoid the meridians, but hard to avoid the acupoints
when designing the nonacupoint and nonmeridian controls.
The parts avoiding the familiar meridians and acupoints are
just defined as the nonmeridian and nonacupoint parts [49].
Furthermore, the area of the acupoints has not been mea-
sured until now, and the distance between the meridian or
acupoint and the nonmeridian and nonacupoint part has not
been determined. Therefore, the control with nonmeridian
and nonacupoint parts is highly possible to apply the “point”
with a therapeutic effect as the control, and the result of the
observation group has a high possibility of a false-negative.

In summary, all of the three above-mentioned con-
trol methods showed a therapeutic effect; however, the
researchers only think the therapeutic effect was from the
placebo control and when the therapeutic effect of the
observation group is similar to that of the control group, the
conclusion is incorrect that the observation group therapy
had no effect or was equal to the placebo. The other reason
for the researcher to design the placebo control like this is
possibly related to the “blind.” In view of the particularity of
acupuncture, it is impossible to identify the placebo therapy
meeting the blind requirement and being similar to acupunc-
ture. Many experts [50-52] have written articles to discuss the
methods of setting the control group in acupuncture RCTs;
however, Liu [53] suggests using modern medical methods
as the standard control and aiming at the most effective and
most advanced method in mainstream medicine to directly
discover the advantage or disadvantage of acupuncture and
give full attention to the medical development of acupunc-
ture.

4. Discussion

By analyzing acupuncture RCTs in the SCI database, it is
discovered that the methodologic quality of research with
positive results is not different from that of research with
negative results or placebo effects. The methodologic quality
is not the primary reason contributing to the difference in
research results; however, each study with negative results or
placebo effects has disadvantages on the intervention side,
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such as incomplete rational acupoint selection, inconsistent
ability of acupuncturists, negligence of the needling response
to needling, low frequency of the acupuncture treatment, and
irrational setting of placebo control. Those directly weaken
the positive property of the results in the observation group,
and the setting of the placebo acupuncture control is opposite
to the theory of acupuncture. The placebo acupuncture
method has certain therapeutic effects instead of purely a
placebo effect, thereby causing the false-negative property
of the results in the observation group. It was shown that
the sham acupuncture (placebo acupuncture) in the current
acupuncture RCTs and the placebo control method was not
reached by consensus. The Society of Acupuncture and Mox-
ibustion gradually found that the clinical trials under ideal
conditions are not suitable for acupuncture and moxibustion.
Seeking the clinical research methods in the practical world,
practical clinical research may be able to break the limit of
the placebo acupuncture control and find the advantage of
acupuncture therapy.

We can see that the current clinical research for acupunc-
ture and moxibustion still reflects many methodologic prob-
lems and is not mature in terms of theory and practices.
It is necessary to establish a clinical research method for
acupuncture and moxibustion to meet the requirements of
the acupoint theory, practice features, and clinical trials so
that the clinical trial results for acupuncture and moxibustion
are scientific, comply with medical ethics, completely meet
the treatment effect advantages of acupuncture, and promote
acupuncture to mainstream medicine.

The limitations of the research are as follows: (1) the
research report is of limited duration, thus this paper
inevitably suggests selection bias; (2) a common phe-
nomenon exists in the sector that the probability of publish-
ing of a negative article is lower than for a positive article,
which will cause bias to the research conclusion; and (3) the
Jadad scale is used to evaluate the methodologic quality of the
article. The greatest strength of the scale is directly evaluating
the verified test features related to the bias in the test effect
evaluation, which is simple and clear; however, the Jadad
score will be too general and arbitrary if most of the research
is not defined, whether or not they are random or double
blind.
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