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CIThis 45-year-old man has history of
lumbosacral spondylosis without myelopahty

OThis time, he was admitted to | l?ﬁ[ﬁ due to
low back pain.
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Asking an answerable question

Q : Is acupuncture effective In
treating low back pain?



PICO

Patients or population |patients with low back pain

Intervention acupuncture
Comparison routine care
Outcomes pain reduction or

function improvement




Tracking down the best evidence

OSearch Strategy Design

Key words :
acupuncture ~ low back pain
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Tracking down the best evidence

OACP Journal : $5 21257
OUptoDate : $YZ[ 157
OCochrane Library : 5 £ 1155
OPubMed : 5 %3125
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Five Steps to Practice EBM

Step 1 - converting the need for information (about prevention,
diagnosis, prognosis, therapy, causation, etc.) into an answerable
question

Step 2 - searching the best evidence with which to answer that
guestion

Step 3 — critically appraising the evidence for its validity
(closeness to the truth), impact (size of the effect), and
applicability (usefulness in our clinical practice)

Step 4 — integrating the evidence with our clinical expertise and
patients’ unique biology, values and circumstances

Step 5 — evaluating our effectiveness and efficiency in executing
steps 1-4 and seeking ways to improve them both for next time
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The Evidence Pyramid

Randomized
Randomized Controlled Controlled Double
Studies Blind Studies

Cohort studies\
Case Control Studies\ G)

THE COCHRANE
COLLABORATION

Case series / Case reports
Meta-analysis

Forest plot

Ideas, Editorials, Opinlons\

/ Animal research \
/ \

In vitro (test tube) research
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Effectiveness of Acupuncture for Pragmatic
Randomized Trial Evaluating the Clinical and
Economic Chronic Low Back Pain
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Impact factor : 6.020
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Objectives

Oin a randomized controlled trial plus a
nonrandomized cohort, the authors
investigated the effectiveness of acupuncture
in addition to routine care in the treatment of
chronic low back pain




Methods

Oin 2001, German patients with chronic low
back pain were allocated to an acupuncture
group or a no-acupuncture control group.

dPersons who did not consent to
randomization were included in a
nonrandomized acupuncture group.

LAl patients were allowed to receive routine
medical care.



Design

e Randomized group (n=3093)

— Acupuncture group (n=1549, receive immediate
acupuncture treatment)

— Control group (n=1544, receive delayed
acupuncture treatment 3 months later)

 Not randomized group (n=8537)

— Receive immediate acupuncture treatment



Interventions

CdEach patient received a maximum of 15
acupuncture sessions.

[dTo assess the effectiveness of acupuncture in
general medical practice, we left the
acupuncture points and the number of

needles used to the discretion of each
physician.



Met the inclusion criteria (n= 11,630)

/\,

Randomized (n = 3,083) Mot randomized,

acupuncture (n=8.537)
Returned basaline
questionnaire (n = 8,008)

Baseline | Alocated to acupunciure Allocated fo control HFAQ data complete
(n=1,549) (n=1544) (n = 8,004)
Included (n=1,451) Included (= 1,390)
Returned baseline Returned baseline
guestionnaire (n=1,407) questionnaire (n=1,331)
HFAQ data complete HFAQ data complete
(m=1,394) (n=1,332)
3months | Completed 3-month Completed 3-month Completed 3-month
questionnaire (n = 1,363) questionnaire (n = 1,260) questionnaire (n = 7,767)
HFAQ data complete HFAQ data complete HFAQ data complete
(n=1,350) n=1.244) (n=7682)
& months Completed 6-month Delayed acupuncture Completed 6-month
questionnaire (= 1,321) Completed 6-month guestionnaire (n = 3,901)*
HFAQ data complete guastionnaire (n=1,187) HFAQ data complate
— = *
(n=1.309) HFAQ data complete (m = 3,8467)
{n=1,183)

FIGURE 1. Trial flow chart of a study on the effectiveness and cost of acupunciure in the treatment of chronic low back pain, Germany, January

2001-0ctober 2004, (*In the nonrandomized acupuncture group, a random sample of 50% received the questionnaire after & months.) HFAQ,
Hannover Functicnal Ability Cluesticnnaire.
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TABLE 1.
2001—October 2004%

Baseline characteristics of subjects in a study of acupuncture for treatment of chronic low back pain, Germany, January

Handomized groups

Acupuncture groups

Parameter Acupuncture Control o vale Randomized Monrandomized pvaluet (N _T{;t-ﬁ;?m
(m=1451) [m=1,320) [n = 2841) (= B537)
Female sex (noc. and %) B37 (57.7) 791 (56.9) 0.675 1,627 (57.3) 5,061 (59.3) 0167 5,689 (58.8)
Age (years) 53.1 (13.5) 52.6 (13.2) 0.370 52.8 (13.3) 52.9 (13.8) 0.731 52.9 (13.7)
=10 years of schooling (%) 25.8 29.2 0.083 27.4 30.8 0.008 26.0
Duration of disease (years) 7.2 (8.0) 7.2 (7.8) 0.820 7.2 (7.9) 6.1 (7.6) =0.001 6.3 (7.8)
Back function score (HFAQH) 61.8 (21.0) 63.3 (20.8) 0.067 62.5 (20.9) 60.6 (22.0) =0.001 61.1 (21.7)
Back pain score (Low Back
Pain Rating Scale§) 25.5 (12.3) 25.0(12.1) 0.327 253 (12.2) 26.0 (12.4) 0.005 258 (12.4)
CQuality of life score (SF-36%)
Physical component 34.3 (9.0 34.6 (9.6) 0.463 34.5 (9.3) 33.8 (9.1) 0.002 34.0 (9.2)
Mental component 43.3 (10.3) 43.5 (10.1) 0.544 43.4 (10.2) 43.5 (10.2) 0574 435 (10.2)

* All data shown are mean values with standard deviations in parentheses, except for sex (number and percentage) and schooling

(percentage).
t Two-sided ttest or ¥° test,

$ HFAQ, Hannover Functional Ability Questionnaire; SF-36, Medical Outcomes Study 36-ltem Short Form.

§ Lower values indicate less pain.
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TABLE 2. Back function and secondary outcomes for three treatment groups in a study of acupuncture and chronic low back pain
(3- and 6-month changes from baseline), Germany, January 2001-October 2004*

Handomized groups
_ Monrandomized
Paranmatar Acupur‘n:tturle Monrandomized va. randomized
Acupuncture Control ve. Lonira group
Difference o valuet Difference o valuet
Back function and back pain Reduction (%) Reduction (%) Reduction (%)

3-month change from baseline

Back function loss (HFAQY) 333 (31.4, 35.3) 11.3 (9.5, 131)  22.0(19.3, 24.7) 35.5 (34.7, 364) 2.2 (0.1, 4.4) 0.044

Back pain loss (Low Back

Pain Rating Scales) 37.0 (352, 38.9) 9EB(75, 11.7) 27.2 (245, 20.9) 5.4 (38,6, 40.0) 2.3 10.3, 4.3) 0.023

G-month change from baselineY

Back function loss (HFALQY) 324 (303, 344) 286 (26.5 30.8) 3.7 (07,67 35.5 (34.3, 36.8) 3.2 (0.7, 57) 0.0z
Back pain loss (Low Back

Pain Rating Scales) 33.5 (314, 357) 308 (287 33.0) 2.7 (0.3, 57) 0.082 7.0 357,382 34 (09 59 0.007

Qluality of life (SF-36%) Mean increase Mean increase Mean increase
(points) (points) (points)

F-month change from baseline
Physical component score 7.0 (6.5 7.5) 2.3 (1.8, 2.8) 47 (4.0, 54) 78|77 8B1) 0.8 (0.3, 1.4) 0.004

Mental component scare 2.4 (1.9, 2.9) 0.3 (-0.2, 0.8) 2.1 (14, 2.8) 2.1(1.9, 2.4) -02(-0.8, 0.3)  0.35

G-month change from baselineY

Physical component scare 6.9 (6.3, 7.4) 6.3 (5.8, 6.9) 0.6 (0.2, 1.3) 8.0 (7.6, 8.3) 1.1 0.4, 1.7) 0.002
Mental compaonent scare 15 (1.0, 2.0) 1.3 (0.8, 1.9) 0.2 (-0.5, 1.0) 0.607 1.7 (1.4, 2.0) 0.2 0.4, 0.8)  0.535

* All data are percentages or mean point increases, with 85% confidence intervals shown in parentheses.

| Two-sided ftest.
+ HFAQ, Hanmover Functional Ability Questionnaire; SF-36, Medical Outcomes Study 36-ltem Short Fom.

& Lower values indicate less pain.
1 The control group also received acupuncture.
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Results

[dPatients with chronic low back pain treated
with acupuncture in addition to routine care
showed significant improvements in

symptoms and quality of life compared with
patients received routine care alone.

CdObviously, such an approach also has its
methodological limitations.



Appraisal
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Critical Appraisal of Therapy Study

O Are the results of the trial valid (3574 J[I{i’) ?

O Was the assignment of patients ot treatment randomized? (5% 75 PP??) Yes
O Were the groups similar at the start of the trial? (ZREH] ,Eﬁ? fil S E3ES N
AHHT]?) Yes

O Were all patients who entered the trial accounted for and were they analysed
in the groups to which they were randomized? (77 ;£ ™ ?ﬁﬁ?ﬂﬁr/ﬂ b
gt T A e pAE IR RI?) Yes

O Were measures objective or were the patients and clinicians were blinded?
(RN PR S8 B R T AR VIR L ?) No

[0 What were the results?

O How large was the treatment effect (if /3%l £ 27)? Yes

O Ho)v\!)p\r(ecrse was the estimate of the treatment effect (iF[’%'tiSf%J FRIFERH] 25
PP_: es

0 Will the results help me in my patient care ? Yes
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German Acupuncture Trials (GERAC) for
Chronic Low Back Pain

Randomized, Multicenter, Blinded, Parallel-

Group Trial With 3 Groups

Michael Haake, PhD, MD; Hans-Helge Mu "ller, PhD; Carmen
Schade-Brittinger; Heinz D. Basler, PhD; Helmut Scha fer, PhD;
Christoph Maier, PhD, MD

2007 American Medical Association.



Background

[1To our knowledge, verum acupuncture has
never been directly compared with sham
acupuncture and guideline-based
conventional therapy in patients with chronic
low back pain.




Methods (1)

[JA patient- and observer-blinded randomized
controlled trial conducted in Germany
involving 340 outpatient practices, including
1162 patients aged 18 to 86 years with a
history of chronic low back pain for a mean of
3 years.




Methods (2)

[ Patients underwent ten 30-minute sessions,
generally 2 sessions per week, of verum acupuncture
(n=387) according to principles of traditional Chinese
medicine; sham acupuncture (n=387) consisting of
superficial needling at non-acupuncture points; or
conventional therapy, a combination of drugs,
physical therapy, and exercise (n=388).

Von Korff Chronic Pain Grade Scale questionnaire



Table 4. Primary Outcome: Pairwise Comparison
of Treatment Response 6 Months After Randomization?®

Treatment Response Intergroup Difference P Valug®

Group 1 vs group 3
47.6 (42.4 1o 52.6) vs 20.2 (13.4 to 26.7)
27.4(23.0 to 32.1)

Group 2 vs group 3

44.2 (39.2 to 49.3) vs 16.8 (10.1 to 23.4)
27.4(23.0 to 32.1)

Group 1 vs group 2

47.6 (42.4 1o 52.6) vs 3.4 (-3.7 to 10.3) 38
44.2 (39.2 to 49.3)

AEach group comprised 287 patients. Values are given as percentage of
patients (95% confidence interval). Group 1, verum acupuncture; group 2,
sham acupuncture; group 2, conventional therapy.

bUnadjusted: Fisher exact test (intention-to-treat analysis).
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Table 5. Treatment Response After 6 Months?

Therapy
' sham Verum
Trealmen! Response Convenlional Acupunciure Acupuncture
CPGS
Success? 132(341) 197(s50.9) 229(502)
HFAQ
Success® 105(50.4) 251(64.9) 281(726
Combined CPGS and HFAQ
Success 223(578) 277(71.6) 304(785
Total No. of patients 387 387 387
Combinad GCPS, HFAQ,
and unblinded patients
Nonresponders ® 164(42.4) 125(32.3 112 (28 9)
Responders 223(57.6) 262(67.) 275(71.1)
Overall treatment response
including proscribed
rescue medication
Nonresponders' 281(72.6) 216(55.8) 203(52.4)
Responders 106(27.4) 171(44.2) 1B4(476)
Tolal No. of Palients 387 387 387

Abbrewations; GPGS, Von Korff Chronic Pain Grade Scale; HFAQ, Hanover
Functional Ability Questionnaire for measuring back pain-related functional
limitations.

falues are given as number of patients (percentaga).

bSuccess was defined as 33% improvement or better on 3 pain-related items
on the GCPS,

¥ Success wae defined as 12% improvement or better on the back-zpacific
HFAL.

4 Sucoess was defined as 33% improvement or better on 3 pain-related items
on the CPGS or as 12% improvement or better on the back-specific HFAQL

® Patients who had no success in the combined CPGS, HFAQ, or unblinded
Qroups.

I Patients who had no success in the combined CPGS, HFAQ, or unblinded
groups; missed the B-month assessment: or had recoursa to other than
permitted concomitant therapies dunng follow-up, regardiess of symptom
improvement.



Conclusions

CdLow back pain improved after acupuncture
treatment for at least 6 months.

ClEffectiveness of acupuncture, either verum or
sham, was almost twice that of conventional
therapy.
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Critical Appraisal of Therapy Study

O Are the results of the trial valid (3574 J[I{i’) ?

O Was the assignment of patients ot treatment randomized? ([&£% 5] [icl[[5?) Yes

0 Were the groups similar at the start of the trial? (EtEH] ,Eﬁﬁ [ﬂ S ‘Tﬁfi
HIT]?) Yes

0 Were all patients who entered the trial accounted for and were they analysed in
the groups to which they were randomized? (7% :£ * ?fiﬁ?ﬂﬁr/ﬂ LT = Y
(A~Fir7 ) EEIE Jas ]H[J;f;ﬁ) Yes

O Were measures objective or were the patlents and clinicians were blinded? (7
%\IF[ J]FIH gj ’ ‘F[K/)? IS b?ﬁﬁj ;EDAPFJ}}% »Flfjjﬁ})’g‘i t‘/'j,]'F[ ?) Yes

0 What were the results?
O How large was the treatment effect (} "[@‘Ei’?ﬁ'”‘] 2)? Yes
O |‘{|?OVYV precise was the estimate of the treatment effect (?F,’EETSF%J FRIFERH] 23 ’F}TE)
es

O Will the results help me in my patient care ¥ Yes

Gl 32
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Acupuncture and dry-needling
for low back pain

Cochrane Database of Systematic Reviews,
Issue 2, 2009
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Objectives

[dTo determine the effects of acupuncture for
(sub)acute and chronic non-specific lowback
pain compared to no-treatment, sham-
therapies, other therapies, and the addition of
acupuncture to other therapies.



Search Strategy

[dWe updated the searches from 1996 to
February 2003 in CENTRAL, MEDLINE, and
EMBASE.

[OWe also searched the Chinese Cochrane
Centre database of clinical trials and Japanese
databases to February 2003.



Selection Criteria

[ORandomized trials of acupuncture for adults
with non-specific (sub)acute or chronic low-
back pain.



Main results (1)

OThirty-five RCTs were included; 20 were
published in English, seven in Japanese, five in
Chinese and one each in Norwegian, Polish
and German.

CdThere were only three trials of acupuncture
for acute low-back pain.



Main results (2)

CdThere is evidence that acupuncture, added to
other conventional therapies, relieves pain
and improves function better than the
conventional therapies alone.

CdAcupuncture appears to be a useful adjunct to
other therapies for chronic low-back pain.
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Critical Appraisal of Therapy Study

O Are the results of the trial valid (3574 J[I{i’) ?

O Was the assignment of patients ot treatment randomized? (5% 75 PP??) Yes
O Were the groups similar at the start of the trial? (ZREH] ,Eﬁ? fil S E3ES N
AHHT]?) Yes

O Were all patients who entered the trial accounted for and were they analysed
in the groups to which they were randomized? (77 ;£ ™ ?ﬁﬁ?ﬂﬁr/ﬂ b
gt T A e pAE IR RI?) Yes

O Were measures objective or were the patients and clinicians were blinded?
(RN PR S8 B R T AR VIR L ?) No

[0 What were the results?

O How large was the treatment effect (if /3%l £ 27)? Yes

O Ho)v\!)p\r(ecrse was the estimate of the treatment effect (iF[’%'tiSf%J FRIFERH] 25
PP_: es

0 Will the results help me in my patient care ? Yes
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Patients or Patients with low back pain
population

Intervention |acupuncture

Comparison |Routine care

Outcomes | Acupuncture appears to be a useful
adjunct to other therapies for low
back pain if taken carefully
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Thank You for Your Attention
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