EBM Conference

2010-1-14




Clinical Scenario



Patient Profile

I 5 XA
Jﬁ ’Tﬁsz_ﬁ? 097246**

o é(\_” 39’?55
Iflﬁﬁ[ﬂ '=*[7§1“$ “EJ: g7



History

ORI LI > 2

TR Ay B AR e S
23 l;n), » =E™ %ETLL—F“
EJE? USR] ~ B 0
gr o n/gg g&lﬂ?lﬁj ) F:HJ .
SR PR (IR RN
S B S e
F "“?‘Eﬁn\ k) = $riitension headache Ak
%ﬁ J?‘*4 Fl%

— iﬁ%&[ﬁ“F“%ﬁﬂn/ “[[_:5 EJJE[ ﬂ’jf[@?ﬁ_}b:\‘




Current Condition

CT of head : Normal

Acupuncture plan and goal :
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Patient’s Inquiry
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Evidence-based Medicine



EBM Steps

Asking
Acquire
Appraisal
Application
Audit



Asking



Asking an answerable question

Q : Is acupuncture effective In
treating tension-type headache?



Question

Patient

Patient with tension-type headache

Intervention

acupuncture

Comparison

Routine care

Outcome

Pain reduction, frequency, intensity,
analgesic use
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Tracking down the best evidence

(=1 i databasefi J;‘[F' 5 & (system,
summary, synopses, synthesis) » f& &5 i
A B i study -
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Search strategy design

Keywords :
headache
acupuncture

Database :
Uptodate
DynaMed
ACP Journal Club
Pubmed
Cochrane Library
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Acquire



The "5S" levels of organisation of evidence from healthcare research

Examples
yste Computerized decision support
UpToDate
DynaMed T
ACP PIER
BMJ Clinical Evidence Summaries Evidence based textbooks
ACP journal club 1
Evidencebasedmedic
'”e'coml Synopses Evidence based journal abstract
Cochrane Library T
BMJ Evidence Updates
Other Systemic revi(_aws . .
= ©0. PUbMEd systemic Syntheses Systematic reviews
I
PubMed T
SUMsearch
e Studies Orniginal journal articles
Google

EBM

OMNLINE
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System

DynaMed

acupuncture may be effective for tension
headaches (level 2 [mid-level] evidence)

acupuncture may be more effective than
placebo acupuncture for various types of
pain (level 2 [mid-level] evidence)

acupuncture plus routine care associated
with fewer headache days and decreased
pain intensity (level 2 [mid-level] evidence)

acupuncture may reduce number of days
with tension-type headache (level 2 [mid-
level] evidence)
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Synopses

ACP Journal Club

Acupuncture for Chronic Headaches
— An Epidemiological Study
Headache 2007
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Studies

PubMed

Acupuncture for Tension-Type Headache :

A Meta-Analysis of Randomized, Controlled Trials
The Journal of Pain, Vol 9, No 8 (August), 2008: pp 667-677
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Syntheses

Cochrane Review
One systematic review found

Acupuncture for tension-type
headache (Review)

Cochrane Database of Systematic Reviews,
Issue 4, 2009
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ODbjectives

To Investigate whether acupuncture Is a)
more effective than no prophylactic
treatment/routine care only; b) more effective
than 'sham’ (placebo) acupuncture; and c) as
effective as other interventions in reducing
headache frequency In patients with episodic
or chronic tension-type headache.



Search strategy

TheCochrane Pain,
Palliative&SupportiveCareTrialsRegister,CEN
TRAL,MEDLINE, EMBASE and
theCochraneComplementary Medicine Field

Trials Register were searched to January
2008.




Selection criteria

The author included randomized trials with a
post-randomization observation period of at
least 8 weeks that compared the clinical
effects of an acupuncture intervention with a
control (treatment of acute headaches only or
routine care), a sham acupuncture
Intervention or another intervention in patients
with episodic or chronic tension-type
headache.




Data collection and analysis

Two reviewers checked eligibility; extracted
iInformation on patients, interventions,
methods and results; and assessed risk of
bias and quality of the acupuncture
Intervention.

Outcomes extracted included response (at
least 50%r reduction of headache frequency;
outcome of primary interest), headache days,
pain intensity and analgesic use.



Main results (1)

Eleven trials with 2317 participants (median
62, range 10 to 1265) met the inclusion
criteria. Two large trials compared
acupuncture to treatment of acute headaches
or routine care only. Both found statistically
significant and clinically relevant short-
term(up to 3months) benefits of acupuncture
over control for response, number of
headache days and pain intensity.

Long-term effects (beyond 3 months) were
not investigated.



Main results (2)

Six trials compared acupuncture with a sham
acupuncture intervention, and five of the six provided
data for meta-analyses.

Small but statistically significant benefits of
acupuncture over sham were found for response as
well as for several other outcomes. Three of the four
trials comparing acupuncture with physiotherapy,
massage or relaxation had important methodological
or reporting shortcomings.

Their findings are difficult to interpret, but collectively
suggest slightly better results for some outcomes in
the control groups.



Authors’ conclusions

In the previous version of this review,
evidence In support of acupuncture for
tension-type headache was considered
iInsufficient. Now, with six additional trials, the
authors conclude that acupuncture could be a
valuable non-pharmacological tool in patients
with frequent episodic or chronic tension-type

headaches.




Appraisal



Acupuncture for tension-type headache (Review)
Cochrane Database of Systematic Reviews, Issue 4, 2009
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. Did the review ask a clearly-focused question? d canttell [ No

Consider if the guestion is Tocused’ In terms of.
— the population studied
— the intervention given or expostire

— the outcomes considered

Objectives : To investigate whether acupuncture is a) more
effective than no prophylactic treatment/routine care only; b)
more effective than sham (placebo) acupuncture; and c) as
effective as other interventions in reducing headache frequency
In patients with episodic or chronic tension-type headache.

11 large trials compared acupuncture to treatment of acute
headaches or routine care only. Both found statistically
significant and clinically relevant short-term (up to 3months)
benefits of acupuncture over control for response, number of
headache days and pain intensity.
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2. Did the review include the right type of study? d canttell [ No

Consider if the included studies:
— address the review’s question

— have an appropriate study design

Types of studies: RCTs
Types of participants: tension-type headache
Types of interventions: acupuncture
acupuncture vs. no treatment
acupuncture vs. sham acupuncture
acupuncture vs. drugs, relaxation, physical therapies
Outcome measures:

Studies were included if they reported at least one clinical
outcome related to headache (for example, response,
frequency, pain intensity, headache scores, analgesic use).

Trials reporting only physiological or laboratory parameters
were excluded, as were trials with outcome measurement
periods of less than 8 weeks (from randomization to final
observation).
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3. Did the reviewers try to identify all d Can'ttell [ No
relevant studies?

Consider:
— which bibliographic databases were used
— if there was follow-up from reference lists
N — if there was personal contact with experts
— if the reviewers searched for unpublished studies

— If the reviewers searched for non-English-language ,
studies > Can't tell

Database: TheCochrane Pain,
Palliative&SupportiveCareTrialsRegister, CENTRAL,
MEDLINE, EMBASE and
theCochraneComplementary Medicine Field Trials
Register were searched to January 2008.

S Search reference lists of all relevant papers

Authors of relevant studies were contacted to elicit
any unpublished or on-going studies
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4. Did the reviewers assess the quality of the :I Can'ttell [ No
included studies?

Consider:

— if a clear. pre-determined strategy was used fo
determine which studies were included. Look for:

— a scoring system

— more than one assessor

Two reviewers checked eligibility; extracted
iInformation on patients, interventions,
methods and results; and assessed risk of
bias and quality of the acupuncture
Intervention.

Outcomes extracted included response (at
least 50% reduction of headache frequency;
outcome of primary interest), headache days,
pain intensity and analgesic use.
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5. If the results of the studies have been d canttell A No
combined, was it reasonable to do so?

Consider whether:
— the results of each study are clearly displayed

— the results were similar from study to study
(look for tests of heterogeneity)

— the reasons for any variations in results are
discussed

Three sections
acupuncture vs. no treatment

acupuncture vs. sham acupuncture
acupuncture vs. drugs, relaxation, physical therapies

Pooled random-effects estimates, their 95%
confidence intervals, the Chi?-test for heterogeneity
and the |2-statistic were calculated for each time
window for each of the outcomes listed above for the
comparison with sham interventions.

Due to the variable study methods, pooled effect size
estimates have to be interpreted with great caution.
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. How are the results presented and what is
the main result?
Consider:

— how the resulis are expressed (e.q. odds ratio,
reflative nsk, etc.)

— how large this size of result is and how
meaningful it is

— how you would sum up the bottom-line result of
the review in one sentence

acupuncture vs. no treatment
Significant differences in favor of acupuncture for pain
reduction, pain intensity, and headache scores.
acupuncture vs. sham acupuncture
Only one trial (Endres 2007) found significant differences in
regard to response and number of headache days.
acupuncture vs. conventional physical therapy

Both studies found significant benefits of acupuncture over
control for the outcomes responder rate, headache
frequency and intensity.

Results expressed in Standard Mean Difference and Risk Ratio
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7. How precise are these results?
Consider:

— if a confidence interval were reported. Would
yvour decision about whether or not to use this

- infervention be the same at the upper
canfidence imit as at the lower confidence
limit?

— If a p-value is reported where confidence
intervals are unavailable

Figure I. Forest plot of comparison: | Acupuncture vs. no acupuncture, outcome: |.| Response.

Acupuncture No acupuncture Risk Ratio
Study or Subgroup  Events  Total  Events Total M-H, Random, 95% CI

Risk Ratio
M-H, Random, 95% CI

1.1.1 Up to 8 weeks/2 months after randomization

Melchart 2005 43 132 1 o 24.43[3.43,173.84]
1.1.2 3 to 4 months after randomization

Jena 2008 294 629 111 636 2.68([2.22, 327
Melchart 2005 G0 132 3 75 11.36 [3.69, 34.98)

1.1.3 5 to 6 months after randomization

1.1.4 > 6 months after randomization

:

0.01

0.1
Favours control

10 100
Favours acupu ncture



Figure 2. Forest plot of comparison: | Acupuncture vs. no acupuncture, outcome: |.2 Number of headache

days.

Acupuncture Mo acupuncture Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD Total IV, Random, 95% CI I, Random, 95% CI
1.2.1 Up to 8 weeks/Z months afer randomization
Melchart 2005 1148 83 119 16.2 7.2 63 -430[662, -1.98] —
1.2.2 3 t0 1 months after randomization
Jena 20048 542 BEB2 A543 HEB2 T 70 2241 [[4.23,-2.5849] —+
Melchart 2005 89 @&ar 118 16.3 7.4 3 -G40[-881,-3899 —F——

1.2.3 510 6 months after randomization

1.2.4 = 6 momhs aner randomisation

0 -5 0 5 10
Favours acupuncture  Favours cantro



Figure 3. Forest plot of comparison: 2 Acupuncture vs. sham interventions, outcome: 2.1 Response.

Acupuncture Sham Risk Ratio Risk Ratio
Stuchy or Subgroup  FEwents Total Fvents Total Weight M-H, Random, 95% CI M-H, Random, 95% CI
2.1.1 Up to 8 weeks/2 months after randomization
Endres 2007 138 209 106 200 78.4% 1.25[1.06, 1.47] .
Karst 2001 14 35 T 34 3.5% 1.94 [0.90, 4.22] T
Melchart 2005 43 132 22 B3 11.9% 093[0.61,1.42] .
White 2000 18 24 10 25 6.2% 1.50[0.84, 2.67] N
Subtotal (95% CI) 401 322 100.0% 1.24 [1.02, 1.50] ’
Total events 210 145
Heterogeneity, Tau=0.01; Chi*= 350, df= 2 {(P=0.32); F=14%
Test for overall effect: Z= 218 (P =0.03)
2.1.2 3to 4 months after randomization
Endres 2007 119 209 91 200 T73.0% 1.25[1.03,1.52] L3
Karst 2001 8 35 8 34 3.7% 0.97[0.41, 2.29] [ E—
Melchart 2005 60 132 22 B3 181% 1.30[0.89, 1.91] T
Tavola 1992 8 14 T 14 5.2% 1.14 [0.56, 2.39] S e —
Subtotal (95% CI) 391 312 100.0% 1.24 [1.05, 1.46] .
Total events 195 128
Heterogeneity: TauF=0.00; ChiF=0.43, df= 3 (F=093), F=0%
Test for overall effect: 2= 2.60 (P = 0.003)
2.1.3 5to 6 months after randomization
Endres 2007 135 209 106 200 78.2% 1.22[1.03,1.44] .
Karst 2001 g9 35 7 34 2.8% 1.25[0.52, 2.87] —
Melchart 2005 54 132 25 B3 157% 1.03[0.71,1.49] B
White 2000 8 25 ) 25 3.2% 1.00[0.45, 2.24] IR —
Subtotal (95% CI) 401 322 100.0% 1.18 [1.02, 1.37] ’
Total events 206 146
Heterogeneity: Tau=0.00; ChiF= 086, df=3{P=083); F=0%
Testfor overall effect. 2= 223 {(P=0.03)
2.1.4 = 6 months after randomization
Tavola 1992 ] 15 4 15 100.0% 1.50[0.53, 4.26] l
Subtotal (95% CI) 15 15 100.0% 1.50 [0.53, 4.26]
Total events ] 4
Heterogeneity: Mot applicable
Test for overall effect: Z= 076 (P = 0.45)

0102 05 Z 5 10

Favours sham Favours acupuncture



8. Can the results be applied to the local @ d canttell [ No
population?

Consider whether:

— the population sample covered by the review
could be different from your population in ways
that would produce different results

— your local setting differs much from that of the
review

— you can provide the same intervention in your
setting

— = Participant : tension-type headache population

Type of acupuncture used
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. Were all important outcomes considered? 4 ‘fes d No

Consider outcomes from the point of view of the:
— individual

— policy makers and professionals

— family/carers

— wider community

Types of outcome measures

Studies were included if they reported at least one
clinical outcome related to headache (for example,

response, frequency, pain intensity, headache scores,
analgesic use).

Trials reporting only physiological or laboratory
parameters were excluded, as were trials with
outcome measurement periods of less than 8 weeks
(from randomization to final observation).
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Application



Acupuncture is often used as a intervention to reduce
the frequency and intensity of headaches.

acupuncture + routine care vs. routine care
acupuncture vs. routine care

Lack of an experimental basis for the dose of
acupuncture investigated

Further caution is suggested because the results of
this review were mostly informed from data from
single studies rather than two or more studies
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Audit



Audit

Self—-Evaluation
ﬁ%ﬂiﬁ%ﬁﬁﬁ&ﬁa
Ao P i "‘9:—1 = Tp‘?’}ﬁ‘ /"F' P o iE pﬁ_ﬁ LR

FHRFRETFRLESRORADRT RV
"f\,}%/{_ﬂ/i o



Thank You for Your Attention



