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First German Hospital for Traditional Chinese MedgiK6tzting

Centreofi Cemplementary Medicine Research
|15 Department of Internal Medicine, Technical University: off Miunich

Resear ch questions

*What's going on in the real world?

oIs it effective?
- do patients perceive the treatment as effective?
- does it work on an experimental level?

o|s it safe?

o|s it efficient?

*How to improve?
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Is It safe?

Complication Screening Program (CSP)

Formal report system for standardized laboratory
Side and adverse effects screening program
concerning liver enzymes

2-fiold elevated AL TF-\VValues of Patientsat
Discharge

Data collection period 1996- 2001-
2000 2004

Total number of patients 5132 4134

Total number of ALT-Elevations
Total number of 2-fold ALT- A 33
Elevations

Proportion of patients with 2-fold |0.5% 0.8%
ALT-elevation in percentage
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QualityAssurancelPregram: of
TCM-Drugs

TCM-Drug-Menitoring concerning
aflatoxines, cadmium, plumbum,
bacteria, fungi'and

pharmaceutical quality
ofithe drug (ongoing)

Linkdping 070529

Results ofi Drug contr ol 1990-2004

*
Drug can have more than
1 complaint

1990-2000 [2001-2004

Number of investigated drugs]1582
Number of rejected drugs: 194 29

Rate of drug-complaints: 12 2% 15.0%
.. -\
Lack of identity! and quality? |02 45757

Heavy metal

Microbial contamination
Aflatoxines
Pestices
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Quiality Results
Assurance
Program 2001-4

Total number of 10 18 1 1
complaints

BMG-Recommendations
1991:

Pb <0.5 ppm; Cd <0.2 ppm
Hg <0.1 ppm

IS it safe?

*Published:

* Prospective side effect monitoring acupuncture (Aku 1998)

» Compliance with and tolerance of TCM drug treatment
(Int J Risk Safety Med 1998)

* Liver enzyme monitoring in 1507 consecutive patients
receiving TCM treatment (JAMA 1999, Complementary
Therapies in Medicine, 1999)

*» Adverse effects of acupuncture, a prospective investigation
(Arch Intern Med, 2004)
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Acupuncture in SSF

* 89% of German population in > 100 competing
statutory sickness funds (SSF)

« Until 2000: often reimbursement on informal basis

+ In 2000 decision of BAAK (Federal Committee

of Physicians and Statutory Sickness Funds)

- acupuncture not part of routine reimbursement

due to insufficient evidence

- recommends ,,Modellvorhaben” (test phases) for
chronic low back pain, chronic headache, chronic
osteoarthritic pain

- sham-controlled trials mandatory

N_

CHARITE

Scientific concept

Patient Care Evaluation Programme - Acupuncture

Objectives of PEPAC:

1) investigate whether acupuncture is more effective than
minimal acupuncture or no treatment (waiting list)
in migraine, low back pain and osteoarthritis;

2) investigate whether acupuncture is as effective as
standard drug treatment in migraine prophylaxis;

3) describe and evaluate quality, outcomes and safety of
acupuncture treatment for the three conditions listed in
routine practice;

4) monitor new evidence emerging from other trials.

[ . |5 Advisory Board of Specialists in Acupuncture
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Scientific concept

Patient Care Evaluation Programme - Acupuncture

BMJ 2005;331: 376-379.

RCT |\/|ig * Walther HU, Melchart D, Willich SN.

Lancet 2005;366:136-143 .

—RCTTTH

L+RCT Gon. JAMA 2005;293:2118-2125 .

(300 patients each RCT Brinkhaus B, Witt CM, Jena S, Linde K, Streng A, Wagenpfeil S, Irnich D, Walther HU,
Melchart D, Willich SN. Acupuncture in patients with chronic low back pain:

and about 60 ,frial"- a randomized controlled trial.
physicians) Arch Intern Med 2006;166:450-457

() e * will be presented

C I efflcacy Melchart D, Streng A, Hoppe A, Brinkhaus B, Witt C, Wagenpfeil S, Pfaffenrath V,
PEP_ART Hammes M, Hummelsbertger J, Irnich D, Weidenhammer W, Willich SN, Linde K.
Acupuncture in patients with tension-type headache - a randomised trial.

Witt C, Brinkhaus B, Jena S, Linde K, Streng S, Wagenpfeil S, Hummelsberger J,
Acupuncture in patients with osteoarthritis of the knee — a randomised trial.
Linde K, Streng A, Jirgens S, Hoppe A, Brinkhaus B, Witt C, Wagenpfeil S, Pfaffenrath V,

RCT LBP Hammes MG, Weidenhammer W, Willich SN, Melchart D.
Acupuncture for patients with migraine. A randomized controlled trial.

Z.

Study design (migraine)

Baseline
(Week -4 to -1 diary)

Randomisation

2:1:1
Acupuncture Minimal acup. Waiting list
W 1-8 treatment W 1-8 treatment
W 1-12 diary W 1-12 diary W 1-12 diary
W 13-20 treatm
W 13-20 diary
W 21-24 diary W 21-24 diary W 21-24 diary
N — CHARITE
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Changein dayswith m/s headache
(Baselineto 2 months)

p<0.001
~ |o<o.405T
AC MA WL

&S &b A b B o

Difference days with m/s headache

Responder: = 50% attack reduction
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Responserates of migraine therapies

ART-Migraine Diener et al. 2002 Cochrane Review
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Scientific concept
Patient Care Evaluation Programm@
C [: efficacy C II: equivalence
PEP-ART PEP-COMP

—RCT Mig RCT Mig
—RCTTTH (480 / 20 patients/physicians)
—RCT LBP
L»RCT Gon.

cooperation

with Charité

———
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Scientific concept

cooperation
with Charité

N_

(1200 / 60 patients/physicians)

C [: efficacy C II: equivalence
PEP-ART PEP-COMP
" RCT Mig RCT Mig
—~RCT TTH (480 / 20 patients/physicians)
—RCT LBP
L»RCTGon.

physician survey
(5.200 physicians)

observational
study

basic documentation (physic.)
(~800.000/ 11.000 patients/physicians)

L.

Patient Care Evaluation Programm@

update of
existing
reviews

patient-based data
(~8.000 / 2.800 patients/physicians)
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conclusion and discussion

» Acupuncture is effective in practice in chronic headache, chronic low
back pain and osteoarthritis of major joints

» Acupuncture is safe

It does not seem to matter much that needling follows the classical
rules of acupuncture or: a major part of the effect might be due to the
specific setting, meaning, belief etc.

» GERAC shows that acupuncture and sham acupuncture are
superior to standard treatment in cLBP and OA of the knee

» SSF reimburse acupuncture treatment in cLBP and OA of the knee

N‘_ CHARITE
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Summer School
Methods in Complementary Medicine Research
29.8.-2.9.2007, Potsdam

Organized by

Centre for Complementary Medicine Research
Technical University Munich

Institute for Social Med., Epidemiology & Health

Forschungsmethoden in. Econsomics, Charité, Berlin
der Komplementarmedizin
Eine Summer School

der Robert Bosch Stiftung Sponsored by
Robert Bosch Foundation

20.8,-2.0.2007
Seminaris Seshotel Potsdam

After the course participants should be able

- to efficiently keep up and critically appraise
scientific literature

- to understand basic principles of treatment

@H_ T research .

L o Heates - to perform small own projects

Ericemioiope umd I - to understand specific problems of CAM research
=u iteEkanomis arschung, |1 Medizinizsche

{Dirsktor: Prof. Or. Klinik, Klinikum rechts der Isar

Stefan N. Willich, MPH, MBA] {Leitzr: PD Dr. Dizter Mzlchart)

Osteoarthritis knee/hip - Comparison with sham
Review: Acupuncture for OA
Comparison: 02 Akupunktur vs. Sham-Interventionen
Outcome: 20 After treatment
Study SMD (fixed) SMD (fixed)
or sub-category 95% CI 95% CI
01 Schmerz
Takeda 1994 —T -0.28 [-0.91, 0.34]
Fink 2000/2001 —— 0.04 [-0.44, 0.53]
Vas 2004 —— -1.03 [-1.46, -0.61]
Sangdee 2002 —— -0.54 [-0.96, -0.12]
Gon-ART —- -0.48 [-0.77, -0.20]
Berman 2004 = -0.14 [-0.35, 0.08]
Subtotal (95% CI) 'Y -0.35 [-0.49, -0.21]
Test for heterogeneity: Chiz = 17.85, df =5 (P = 0.003), 12=72.0%
Test for overall effect: Z = 4.97 (P < 0.00001)
02 Funktion
Takeda 1994 —1 -0.26 [-0.88, 0.36]
Fink 2000/2001 —— -0.13 [-0.62, 0.36]
Vas 2004 —— -1.07 [-1.50, -0.64]
Sangdee 2002 —— -0.51 [-0.93, -0.09]
Gon-ART —- -0.43 [-0.71, -0.14]
Berman 2004 = -0.27 [-0.49, -0.06]
Subtotal (95% CI) ® -0.41 [-0.55, -0.27]
Test for heterogeneity: Chiz = 12.50, df =5 (P = 0.03), 12= 60.0%
Test for overall effect: Z = 5.75 (P < 0.00001)
03 Gesamtskalen
Vas 2004 —— -1.07 [-1.50, -0.65]
Sangdee 2002 —— -0.53 [-0.95, -0.11]
Gon-ART = -0.45 [-0.73, -0.16]
Berman 2004 = -0.18 [-0.41, 0.05]
Subtotal (95% CI) Y -0.42 [-0.57, -0.27]
Test for heterogeneity: Chi2 = 13.51, df = 3 (P = 0.004), 12 = 77.8% m
Test for overall effect: Z =5.36 (P < 0.00001)
)
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Favors acupuncture Favors control
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