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SR & MA of RCTs of Acupuncture
for Pain-related Conditions

Table 1. ic Reviews and Meta-Anal; of
Pain-Related Conditions*

Controlled Trials of Acupuncture for

Condition Study (Reference)  Year RCTs,n Patients, n Findings Conelusions

Chronic pain Patel et al. (31) 1989 14 720 Overall and in most subgroups pooled:  Potential bias precluded condlusive
positve; for acupuncture placebo findings, but most results were
rials: negative positive

Chronic pain ter Riet et sl 32 1990 511 24 positive and 27 negative; for Highly contradictory evidence;
acupuncture vs. placcbo tials: 15 cfficacy remains doubtul
positive and 17 negative

Chronic pain Ezzo etal. (33) 2000 51 2423 21 positive and 27 negative; Incondusive evidence for
acupunciure was worse than conirol  acupunciure being more
in 3 trials ey TPl

dard care

Chronic neck and back pain, Smith et al. (34) 2000 13 522 Al placebo-contralled: 5 positive and 8
negative; most valid rils tended to
be negative neck and back pain

Back pain st and White @5) 1998 12 591377 9 studies pooled: odds ratio of Acupunchure superor to various

pooledd  improvement for acupunciure vs

control, 2.30; for placebo trids, 147
superior to placebo

van Tuder ctal. 36) 1999 11 542 Effectiveness remains undear

No cvidence that acupuncture was
better than no treatment; moderate
evidence that acupuncture was not
more effective than TENS and
rigger-point injection; limited

Low back pain

evidence thal acupunclure wias not
more effective than placebo

(Kaptchuk, 2002) 2

SR & MA of RCTs of Acupuncture
for Pain-related Conditions

Otesarthins Emat (37) 1997 3t a3 Mot mals Pud methedologic s ighly coniradory evidence
Citesartheits of the ke Emo et al (38) 201 T ] 1w gt with v
positive: 3 wiaks
upancire b placebo
attve; 2 trah companed
nctire 1o phyical theragy
Acste deral pain Emat and Pitder (39) 1998 16 an it saugunciure b (" Aaupmncire can alisate dertal
than contrb; 4 sk g
srrary
Meck pain White and Emst (40 1999 14 el 7 posiive and 7 negative; aoqunchre  Insuttiient evidenas for daiming
wii ik sugpeior 8 placebes i 4 of
# tiaks
Faromyaga Beman et d (1) 1999 3 19 Al postive, Induling 1 Nghvqually  Acupsnciure may be effective;
3y e higheuaabty s needed
Headuche flendon-type Vemonetal #12) 1990 8 260 o wiak: 2 posttive and 4 Toms few trisk, and conteaddctony

nd comdcogeric) vkderice prechates conchmdoen
cotrabe

Headache Mekchart ot d 43} 1999 12 103 15 migeaiee, & tervion, and 1 mised;  Trend in favor of sogpunchure, bt
c toey reits in 8 triak that evkdence net Tully conincing

§ mipunches with oher

b pesitve e in 14

riaks that compared acupundue 10

placebs

ol segative = b0 sgibcmt Rading ot acupancie compind wih coawol, RCT

Review of 2 RCTs of Acupuncture
to:
EPatients with CLBP

¥ Patients after dental surgery

With focus on the Effects of
Patient Expectations on
Treatment Outcomes

(Kaptchuk, 2002) 3 4
EA3 Poseniially Eligible Fabents Wit Back Pain
Responded to invitabon Lafler
Randomized Trial Comparing Traditional Chinese (Cherkin et al, 2001) e o ¢
Medical Acupuncture, Therapeutic Massage, and ' : :
Self-care Education for Chronic Low Back Pain « D v ansan 10
Daniel C. Cherkin, PhD; David Eisenberg, MD; Karen J. Sherman, PhD; William Barlow, PhD; —
Ted J. Kaptchuk, OMD; Janet Street, RN, MN, PNP; Richard A. Deyo, MD, MPH 262 Randomized
[Arch Intern Med. 2001;161:1081-1088 l l l
® To compare the effectiveness of e E e
acupuncture, therapeutic massage, and _ _
self-care education for persistent back riiakc it i St waers
1 .“‘l'«’“ "% e :a:::n' % [96%) :nﬂsw Fa )
pain 10wk 89 (35%) 10w 77 (29%) 10wk 93 (32%)
52wk 90 (96%) 52wk 76 (97%) 52wk 83 [50%)
5 Figure 1. Trial profite. Kome of the 262 randomized patients withdrew o

because of adverse evenls.




Treatment Practitioners

F Licensed acupuncturists and massage
therapists as members of CAM
practitioner network used by HMO

E 7 acupuncturists and 12 massage
therapists with at least 3 years of
experience

Treatment Protocols

1. Acupuncture

F Basic TCM needling techniques,
electrical stimulation and manual
manipulation of needles, indirect
moxibustion, infrared heat, cupping,
and exercise recommendations

E Varying number and location of
needles

B Up to 10 visits over 10 weeks

7 8
Treatment Protocols Treatment Protocols
2. Massage 3. Self-care Education
F Manipulation of soft tissue (muscles F A book “Back Pain (Recurrent): Self-
and fascia) care Companion for Better Living” and
» Swedish, deep-tissue, neuromuscular, 2 professionally produced videotapes
trigger and pressure point techniques (40-min videotape on self-management
B Up to 10 visits over 10 weeks of back pain and 25—r_n|n videotape
demonstrating exercises)
9 10
Tabla 1. Baselive Characleristics of 262 Patients With Low Back Pain {LBP) by Treatmant Greup* N
10 ® fypunciure (A)
| Treatmueat Groap , & al & Massage (M)
Acupanciue Massage Salkcarn & m Selfcan (50)
Characherislic Pailests. No. n = 94) T8 n = 50} Totsd @
Age, mean (S0, y e 4H53({115) T4 a8/ HM3{115) G
Women, % ) 52 ] 56 58 A T
Allending seme college, % m 1 ® L ™ on
White, % %0 a " - g 6
Faay incuens >335 0004, % 240 55 58 i T P= 003
Empiyed of s6f-employed, % e [ @ El = 5
S -12 Physical e Scile scote, mean {500} nr I0EA (B8 W9(07 a — _ —_— e L]
512 Mentl Health Scale score, mean (504 ?"f'- #88(107) 407 (W05 491 {108 = 4 - T —— -
Firs! sought LBP cae =1 yago. % ; i :;k‘.; L] M’ % L ]
i p A Korail " ; 'S 5 H 2 3 —a
Predoe o e I i : 4 1 2 E s m Vs Sﬂrr’ﬂ_:'ﬂ;] Mvs 3G (F= 42)
e riiaagt LR ] u o 0 D 2 e A (P= 23 Ms A (P- 009)
-0 d of LB it the st mo, % w -\1 ® % e (;t,; 1 Avs SCP= 95) A :;;CEI:P- I1 0
::‘:-\I:::lmal'.\:::l. Ans m 5 H w2 & 0 . . |
Symgdom toersomueness ding e pat m B2{18 62{19) 120 62019 Fi 10 52
woek i 0-90 scale), mesn (S04
Rokind Disabilizy Scabe soore (0-23 scule i 128453 11844 12,0455 1224500 Follow-up, wk
. :Ix:k‘\l‘ulsls day dwe bo LEF in e past m 2% " 26 n
[t N . “ - . " Figure 2. Mean symplom bofhersomeness scale scores adjusted for
o % ) - ) ) _ baseline bothersomeness score {overall mean score, 6.2), haseline Rolnd
o AT s st % o 3 s = i {Nisability Scaie scose, pain beiow the knee, more than 90 days of back pain
Vocy callsBed wilh evcall e Jor LBP, % 2 b s in the past 6 monihs, satisfaciion with back care, sex, and age. Higher

Scores indicate more severe Sympioms.




16
14
g
&1
= P07
F10 720 peont
& e -m_ __ P= 02
Z g i m — = —— -
2 6 -
5 4] Mussc(Penon /
=3 Mg & (= (M) E"I‘-'S ."\F: 03)
2 Avs 5C(P=T75) Avs S0 (P=10)
I T T 1
04 10 52
Follow-up, wh

Figure 3. Mean Rufand Disability Scale scores adjusted for basefine Roland
Disabifity Scale score (overall mean score, 12.2), basefine symptom
bothersomeness scafe scores, pain belov the knes, more than 80 days of
back pain in the past & months, satisfaction with back care, sex, and age.
Higher scores indicate greater disability.

The results of this study suggest that massage is an ef-
tective short-term treatment for chronic low back pain,
with benefits that persist for at least 1 year. Self-care edu-
cational materials had little early effect but, by 1 vear,
were almost as effective as massage. We were unable to

Because we did notinclude a “no treatment” or “stan-
dard care only” con ight under-
esti ¢ value of all 3 treatments. However, if act=
puncture has a positive effect, it seerns to be concentrated
during the first 4 weeks because there was little improve-
ment thereafter. During the first 4 weeks, all 3 groups
improved by similar amounts, reflecting either the natu-

T se of back pain, equivalent early effectiveness o
all 3 treatments, -
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Lessons from a Trial of Acupuncture and Massage for
Low Back Pain

Patient Expectations and Treatment Effects

Donna Kalauokalani, MD, MPH,* Daniel C. Cherkin, PhD.t Karen J. Sherman, PhD, ¥
Thomas D. Koepsell, MD, MPH,§ and Richard A. Deyo, MD, MPH|

E To examine whether patient
expectations regarding benefit from a
specific treatment were associated with
functional improvement

Data Collection

F Patient expectations about therapeutic
benefit from each of treatment
(acupuncture and massage) were
assessed before randomization, to
reduce bias

E Patients were asked to rate how helpful
they believed each treatment would be
for their current back problems on 11-
point scale (0="not at all helpful” to
10="extremely helpful”)

Data Collection

B Patients were also asked to describe
their expectations for improvement of
their back pain without regard to
treatment using a 7-point Likert scale
from “completely gone” to “much
worse”

Expectation Variables

1. Expectation for Treatment Benefit

B E_=rating of believed helpfulness of
massage for current back problem (0O-
10)

E E_=rating of believed helpfulness of
acupuncture for current back problem
(0-10)




Expectation Variables

1. Expectation for Treatment Benefit

E Ratings of 8-10: higher expectations
for benefit

F Ratings of 0-7: lower expectations for
benefit

Expectation Variables

2. Relative Expectation for Treatment
Benefit

B E, - E,=difference between ratings of
believed helpfulness of massage and
ratings of believed helpfulness of
acupuncture

E A positive difference implied higher
expectations for benefit from
massage than from acupuncture

Expectation Variables

3. Average Expectation for Treatment
Benefit

» (E,+ E,))/2=average of expectation
ratings for massage and acupuncture

Expectation Variables

4. General Expectation regarding
Prognosis

B “One month from now, do you expect
your back or leg pain to be 1
(completely gone), 2 (much better), 3
(moderately better), 4 (a little better), 5
(about the same), 6 (a little worse), or
7 (much worse)?”

21 22
Table 1. Baseline Characteristics of Subjects by Level of Expectation for Treatment Received
Ex pec tation Variables Expestetons st o Aelfuoss of o
Randomly Assigned Treatment
Higher Lower
Sociodemographic Charasteristics All Patients {n = 66 (n=69) P
4. General Expectation regarding Ao ey s 1D wini s mm ]
. Attended some college (%} 79 n 87 on
Ca 81 83 B 0.46
Prognosis . 5
Emplayed/self-employed (%) 87 83 91 016
H H Married (%} 64 64 64 099
* Ratings 1to 3 —expectations of back \ " ‘
[—SE-12 Physical Health Scale, mean {SD) 7.319 26.7(9) 38819 0.0
H H SF-12 Mental Healti State; t + 068
pain to be at least moderately better in Lo ok P sty
Previous Low Back Surgery (%} 4 3 6 0.44
Previous injection for Back/Leg Pain {%) 17 8 16 0.70
Prior use of JL7 2 2 3 59
1 mon t h ::Zj’%_::fmas?ma (%} 16 2 10 5 J‘:
. . Current Back-Symptoms
F Ratings 4 to 7 — expectations of back e o "
. “ ” Limited IE“]U"HI daily activities ur’ " 8 25 013
i1 shments ast month (%}
pain “not” to be at least moderately Wy v e bt wwis saono
. week {0-10 )
better in 1 month B o e Al T
better in one month {%)
LBP symptoms more than a year (%) 793 833 5.4 025
Assigned Study Treatment
Acupuneture {%) 123 8 61 015
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Table 2. 10-week Out A

g to Treatment E

Baseline Expectations for Benefit
from the Treatment Received

Table 2. 10-week Outcomes According to Treatment Expectations

Baseline Expectations for Benefit
from the Treatment Received

B “...moreimproved Roland scores were found among
participants with higher expectations for benefit from
their assigned treatment (86%) than among those with
lower expectations (68%) (p<0.01)”

Al Higher Lawer Al Higher Lwer
Functional Outcome Pationts in = 66) (n = 69) P Functional Outcome Pationts in = 66) (n = 69) P
Mean Baseline Roland score (SD} 12114.9) 132{46) 11.1(9) 001 Mean Baseline Roland score (SD} 12144.9) 132{46) 11.1(9) 001
Mean 10-week Roland score (SD} 6.816.2) 6.4{62} 71(6.2) 050 Me: 6.816.2) AL 6
Mean Change from Baseline Roland score iSD) -53(5.3) ~68i59) —10(13) 000 Mean Change fiom Baseline Roland score S| ~53(63)
Mptoved Roland score {at least 2-points) %] 7 % 68 0 Improved Roland score (at least 2-points) {%) 7 8 68 001
< Symptoms
Mean 10-week symptom bothersomeness score 3.713.0) 35{28) 38(3.2) 050 Mean 10-week symptom bothersomeness score 3.713.0) 35{28) 38(3.2) 050
past vieek {0-10 scalo (SD) past vieek {0-10 scalo (SD)
Mean change from baseline symptom —25{29) —29{29} =21(3.0) 012 Mean change from baseline symptom —25{29) —29{29} =21(3.0) 012
bothersomeness score iSD) bothersomeness score iSD)
Satisfaction Satisfaction
Mostly or very satisfied with care {%) mn 83 n 0.09 Mostly or very satisfied with care {%) mn 83 n 0.09
Health Status Health Status
SF12 Physical Health Scale, mean (SD} 442{10.8) 4.0(1.2) 43010.4) 087 SF12 Physical Health Scale, mean (SD} 442{10.8) 4.0(1.2) 43010.4) 087
Mean Change from baseline SF-12 Physical 6.919.7) 8507} 55(9.5) 008 Mean Change from baseline SF-12 Physical 6.919.7) 8507} 55(9.6) 008
Health Scale Health Scale
SH12 Mental Health Scale, mean (SD} 51.5(10.4) 529{0.4) 502(11.1} 014 SH12 Mental Health Scale, mean (SD} 51.5(10.4) 529{0.4) 502(11.1} 014
Mean Change from haseline SF-12 Mental 1719.9) 39{105) 0.35{8.87) 001 Mean Change from haseline SF-12 Mental 1719.9) 39{105) 0.35{8.87) 0.01
Health Scale Health Scale

¥ “The improvement in Roland disability scores from
baseline to follow-up assessment also was
significantly greater in the higher expectations group
than in the lower expectation group (-6.8 points vs -4.0
points, respectively, p<0.002)”

26

Expectations — Higher vs Lower

B “Using logistic regression and adjusting for
potential confounders (baseline Roland
score, treatment, age, gender, education,
physical health status, and prior use of
massage), the relative odds [OR] of
improvement for a participant with higher
expectations as compared with a participant
who had lower expectations was 5.3 (95% ClI
1.9-15.4, p=0.002)"

Predicted 10-Week Roland Score*

«—— Higher Expectations f Acax Higher Expecta e

* Lower Roland scores indicate better functional status.
(p=0.03; R?=0.35)

Figure 1. Effect of expectation for benefit on the predicted out- "

come based on a linear reqression model.

Relative Strength of Expectation

Among the participants with higher relative expecta-
tions for massage (e.g., a relative expectation score of
+4), estimates of 10-week Roland scores were better
(lower) if the participants had received massage than if
they had received acupuncture. Alternatively, the 10-
week Roland score estimates for the participants with
higher relative expectations for acupuncture (e.g., a rel-
ative expectation score of —4) were better if the partici-
EWMMM%WE

age. Thus, regardless of the treatment received;
effect of the treatment depended on the magnitude of

Tohatlve expectations.
29

Relative Strength of Expectation

more, the analyses suggest that the strength of expectation
for benefit er_treatment

hed the effect of the treatment received. Thus, the pass
ticipants with strong relative expectations for a specific
treatment had significantly better functional outcomes if

received that treatment.




Importance of Effective Blinding in RCTs

These results also highlight the importance of effectively
masking the treatment received in clinical trials. This mask-
ing is relativ ' tats; ore difficult in
trials of physical treatments, devices, or procedures. None-
theless, control treatments not only should mimic the active
treatment as closely as possible, but also should seck to
mimic levels of expectations. Innovation and pilot testing

IS ACUPUNCTURE
ANALGESIA AN
EXPECTANCY EFFECT?
Preliminary Evidence Based on
Participants’ Perceived
Assignments in Two
Placebo-Controlled Trials

B To evaluate the
analgesic efficacy of
acupuncture for
dental pain after
surgery, compared
to 3 different
placebo conditions

R. BARKFR BAUSELL. ™ To assess the
University of Maryland School of Nursing degree to Wthh

LIXING LAO
University of Maryland School of Medicine these sham
STEWART BERGMAN procedures were
University of Maryland School of Dentistry distin guis hable from
WEN-LIN LEE

actual therapy
BRIAN M. BERMAN
University of Maryland School of Medicine
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Experiment 1

1. Active acupuncture

B TCM acupuncture —acupuncture needles
(2.5cm, 32 gauge) inserted to a depth of 0.8
to 1.3cm into 4 points, with a piece of tape
placed next to each needle
- 3in face (Jiache ¥Hi ST6; Xiaguan ™* Fﬁ ST7;

Yifeng B TEL7)
— 1in hand (Hegu lﬁf\, LI 4)

® One sham non-insertion at medial aspect of
knee (1cm posterior to Ququan flifL LR 8)

Experiment 1

1. Active acupuncture

® Needles were manipulated 3 times to elicit
“De Qi” at:
— during initial insertion
— at mid-point of 20-min treatment
— at the end of treatment session

® All treatments were performed by one of 4
licensed acupuncturists

Experiment 1

2. Placebo 1

E Sham non-insertion adjacent to acupuncture
points; distal sham shallow insertion at non-
point

¥ 5 points were employed — sham non-
insertion at same 4 classic acupuncture
points and one sham shallow insertion (0.3
to 0.8cm) in the classic mode at non-active
point of knee

Experiment 1

3. Placebo 2

E Sham shallow insertion adjacent to
acupuncture points; distal sham non-
insertion at non-point

B 5 points were employed — sham shallow
insertion at 4 non-acupuncture points (at
least 3cm away from classic points) and one
sham non-insertion at the non-active point of
knee




Experiment 1

B All participants’ eyes were covered during
the application of all procedures, true or
sham

® A mock electrical stimulation unit equipped
with a blinking light was employed for all
participants in all conditions to further
facilitate masking

B Patients were told that they might or might
not feel electrical current because of the
nature of the device

Experiment 1

B VAS on pain was administered immediately
on afixed, 15-min schedule for 6 hours

¥ Patients with a report of a pain rating of >
3/10 and “moderate/severe pain” on a
supplementary 4-point rating scale would be
given the same acupuncture treatment
second time, followed by a second blinding
check

¥ Pain assessments were resumed for 2 hr
unless patient requested rescue medication

Experiment 1

End-points

E Pain-free time from initial acupuncture
session until reporting of moderate or severe
pain (or a total of 360 min for those patients
without moderate/severe pain)

® Mean of all pain VAS assessed prior to the

second acupuncture session or end of the
experiment

Experiment 2

B Same inclusion criteria, randomization and
blinding protocol, end-points, assessment
procedures, and acupuncture intervention

® 180 patients were recruited

¥ First placebo condition was replaced using a
sham non-insertion procedure nextto all 5
acupuncture points

® Setting from UMB Dental Clinic to a private
research clinic for dental trials

TABLE 1
Effects of Acupuncture on Postoperative Dental Pain

True Acupuncture Placebo Acupuncture
{Experimental) ( Combined Controls)
Mean (95% CI) n Mean (95% CI) n P

Experiment 1
Pain-free time
Mean of pain VAS: first
to second treatment 24.1(18.3-29.9) 40 249 (202-296) 120 83
Experiment 2
Pain-free time
Mean of pain VAS: first
to second treatment 247(19.6:29.8) 60 287 (24.3-332) 120 27
Experiments 1 and 2
Pain-free time
Mean of pain VAS: first
to second treatment 24.5(20.7-28.2) 100 272 (24.0-305) 200 .30

163.5(125.4-201.6) 40 160.2 (132.9-187.5) 80 .89

215.6 (180.8-2504) 59 177.5 (152.5-22.4) 117 .08

194.6 (168.7-220.5) 99 170.5 (152.1-188.9) 197 .14

NOTE: VAS = visual analogue scale.
The authors stated that “... acupuncture was not effective for reducing

pain following dental surgery.” (p.17) o

Blinding Success

TABLE 2
Combined Results for Patient Beliefs Regarding Group Membership
(Blinding Success)
Patients Who
Fatients Who Patients Who Believed They
Believed They Were Unsure Were Receiving
Were Receiving Which Treatment One of the
True Acupuncture  They Were Receiving  Placebo Treatments
n (%) n (%) n (%) r
True (acupuncture) 43 (43.0%) 53 (53.0%) 4 (4.0%)
Placebo groups (C) 61(30.5%) 100 (50.0%) 39 (19.5%) .001

“... the experimental procedures were more effective in
disguising group membership for placebo than for
experimental patients.” (p.18)




Patient Beliefs on Pain

TABLE3
Lffects of Patient Belief on Pain

Patients Who

Patients Who Patients Who
Believed They
Were Receiving
True Acupuncture g
Mean (95%CI)  n Mean (95%CI)  n Mean (95% CI) P
Experiment 1
Pain-free time 1960(1192:2429) 31 1535 (1257-1813) 71 1323(42-1904) 18 14
Mean of pain VAS: first to second treatment 175(136213) 31 247(201203) 71 368226510 18 004
Experiment 2
Pain-free time 2211 (1904-2518) 72 1906 (159.0-2222) 79 10056161395 25 001
Mean of Pain VAS: first o second treatment. 2250173276) T 270(Q25315) 82 429 317541 25 001
| ixpecimentetmmt
Pain-free time 2135(1882-238.9) 103 1731 (1519-1942) 150 1138 (81.7-1459) 43 <001
e of pain VAS: first to second treatment 210(172248) 104 260228292) 153 404 (319-488) 43 <.00

NOTE: VAS = visual analogue scale.

“... beliefs regarding group membership significantly
predicted both the amount of pain experienced and
pain-free time (i.e., time to moderate pain) for the
combined data (p<0.001).” (p.18)
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Effects of Second Acupuncture Treatment

Effects of the second acupuncture treatment. Because slightly more
than two thirds of the sample received a second acupuncture treatment
(due to their experiencing significant levels of pain over the course
of the experiments), the analyses depicted in Tables 1 and 3 were re-
[Peated with the following exceptions: (a) The average pain eXperience]
Hfollowing the second acupuncture session served as the outcomed
(pain-free time could no longer be employed because individuals
were given rescue medication once they reported experiencing amod-
min) and (b) patient guesses regarding whic
ment they believed that they were receiving following two acupunc-
Lure sessions served as the three belief groups.

Effects of Second Acupuncture Treatment
Based on the results already presented, the following a posteriori
hypotheses appeared appropriate:

1. There should be no act ct for pain based on the sec-

cupuncture procedure. As expected, there were no stattst

significant differences between patients who actually received a sec-

ond acupuncture treatment versus a second placebo treatment (f < 1

= = 42).

2. Given that 46% of patients changed their beliefs regarding the treat-
ment they received from the first to the second acupunecture treatment,
initial beliefs regarding the treatment received should no longer be

prPﬂir‘H\ e of the pain PvariPﬂPPd following the second Acupuac

ture treatment. For the 208 patients who received a second treatment,
there were no statistically significant differences with respect to
whether these individuals had initially believed that they were receiv-
ing real acupuncture, placebo, or were not sure and the pain they ex-
perienced following the second treatment administration (F < 1 [2,

204, p = 98).

Effects of Second Acupuncture Treatment

3. Beliefs regarding treatment received following the second treatment
administration should be significantly associated with subsequent
pain (mirroring the direction presented in Table 3). As compared to
the first treatment, more patients were uncertain regarding the treat-
ment that they were receiving following their second treatment and
were more likely to believe that they had actually received acupunc-
ture. The numbers believing that they were receiving a placebo treat-
ment, however, were almost identical across the two administrations
(39 vs.38). As showninTable 4, although the pain had increased in all
three groups (due to the time-limi t of the local anesthetic),

ati cliefs regarding treatment receipt signifi

dicted the amount of pain that they experienced following their sec-

ond acupuncture/placebo treatment (¥ = 10.5 [2, 204], p < .001). As

was the case for beliefs regarding the first treatment administration,
post hoc tests indicated that it was only the individuals who believed

that they were receiving a placebo who differed significantly from th
othé] S.

Effects of Second Acupuncture Treatment

TABLE4
Effects of Patient Belief on Pain for the Second Treatment Administration

Fatienss Who
Patients Who Patients Who Believed They
Believed They Were Unsure Were Receiving
Were Receiving One of the
True Acupuncture They Were Receiving Placebo Treatments
Mean (95%C1)  n Mean (95%CI) Mean(95%CI)_ n v
Experiment 1
Mean of pain VAS following second treatment 378 307-448) 26 450(387-513) 44 616(518-713) 22 <001
Experiment 2
Mean of pain VAS following second treatment 450 (306:522) 49 SL3US6SE0 40 612(5L1714) 17 033
| opermeme T
Mean of pain VAS: fisst to second treatment 431383479) 75 4830441525 93 614 (547682) 39 <001
NOTE: VAS = visual analogue soale,
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Patient Beliefs on Pain

=1
o

Acupuncture

W Placebo

RCT Results Beliefs

50 4

10 4

Visual Analog Scale {Pain)
L8]
(=]

o

Figure 1: Differences Between Beliefs and Reality: Aeupunciure Versus Placebo Effects
on Pain




Trial Conclusion

this context, an impotent treatment (see Figure 1). We also believe that|
these experiments have provided additional evidence supporting the
importance of (a) employing credible controls for the placebo effect in
all clinical trials (Miller, Emanuel, Rosenstein, & Straus, 2004) and
(b) acmally checking the credibility of those controls. And, finally,
until areasonable body of evidence accrues from such research to the
contrary, it may well be that the most parsimonious explanation for
our results isthat acupuncture analgesia is in reality nothing more than
an expectancy effect.

Observed Treatment Effects

4 A r'y
(Vickers, 2002)

v

Observed Werverhon A Plaosbo iHvenion A Mo tredtment
Improvement
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Figure 2: Elements of an Apparent Treatment Effect: Placebo-Controlled Trials Measure
on the Specific Effects of an Intervention

Acupuncture as Complex Intervention

(Paterson & Britten, 2004)

v m N Changes In Changes in
Therapautic - Mew holistic anergy. strangth persoral and
relationship undarstandings  and relaxation social identity
4 ]
Pracces / /
g
e Changes /
T symploms. /
Temmee 4 /
——— >, /

FIG. 1. Model of treatment by professional acupunchurist.
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iedivisible characterislic and P itaechil aioct
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- 5
L e {
3
- e {
Fppbcation of randomised cortrclled dusign 1o tial of non-phanmacetical intsrvention sisch as acuprts

(Paterson & Dieppe, 2005)

Take-Home Messages

B “Expectancy effect” or “non-specific
effect” can be a confounding variable
in explaining the efficacy of
acupuncture analgesia

B In order to understand the influence of
“expectancy effect” in RCTs of
analgesic effect of acupuncture,
subjects’ expectations have to be
measured
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