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Randomization Treatment
Western inclusion and Kampo diagnosis and
exclusion criteria treatment defined

Keishibukuryogan (n =50)

Kamishoyosan (n = 50)
Stagnant blood pattern (n = 100)

Qi stagnation/depression pattern (n = 100) Placebo 1 (1 = 50)

Placebo 2 (n = 50)

Placebo
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Randomization

Kampo diagnosis
Western inclusion and
exclusion criteria
Kampo

Diagnosis: stagnatant blood pattern
Treatment: Keishibukuryogan (n = 50)

Diagnosis: qi stagnation/depression pattern
ICD N95.1

n= 100

Kamishoyosan (n = 50)

Placebo 1 (n = 100)

Standard
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(1) Requirements for Strong physio-pathological basis Widespread and enduring use in

consideration (“it could work") clinical practice (“it seems to work")

(2) Next step Evaluation of safety and efficacy Pragmatic evaluation of safety and
("does it work in experimental effectiveness (“does it work in
settings?”) clinical practice?”)

(3) Next step (if found safe  Introduction in clinical practice; Evaluation of efficacy; research on

and useful at step 2) evaluation of effectiveness mechanism (“has it specific actions?
(“does it work in clinical practice?”) why and how does it work?”)
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Documentation and description of a traditional Surveys, ethnomedical research, case
treatment studies adn review of the available
observational data
I Preliminary evalution of safety, effectiveness and Observational, prospective, pramatic,
transferability on a small group of subjects with intercultural pilot study-randomized and
a defined indication controlled, if feasible-oriented to set up
an RCT protocol
1] Comparative evaluation of sefety, effectiveness Pragmatic multicentre RCT, versus
and transferability conventional treatment or no treatment
(if no treatment is available)
1Va Research on efficacy and on mechanism of action Explanatory RCT, basic science research
IVb Surveillance after accecptance in the new clinical Long term follow up, pharmacological
setting either as an additional option for patients or surveillance, risk-benefit studies

as integrated part of conventional clinical practice
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e Ethnomedicine study
Study of ¢ Epidemiology study
Use > e Health services research
Pattern study (health system
study)
Indigenous Formulas
® Observational study for
safety and efficacy
® Phase 2a clinical trial
Phase 2b clinical trial
Study of Post-r'narketing
survaillance
safety and
efficacy

New Herbs / Formulas

¢ Pre-clinical study

e Phase 1 clinical trial

e Phase 2a clinical trial

* Phase 2b clinical trial

¢ Post-marketing
survaillance

Evidence of safety and efficacy

L1

Integration into nation health
care system
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