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Kampo concept in inclusion criteria

Reference
Furue M, Tanaka Y, Kobayashi H, et al. Efficacy of Kanebo Hochuekkito in
patients with atopic dermatitis with “qikyo” — a multicenter, double-blind trial".
Arerugi (Japanese Journal of Allergology). 2005; 54: 1020 (in Japanese).
Objectives
To assess the efficacy of hochuekkito (¥§*'25X¥%3) for the treatment of atopic
dermatitis.
Participants = Inclusion criteria
Patients with atopic dermatitis and “qikyo ” (&, qi deficiency) n=77

Intervention
Arm 1: hochuekkito (Fi P& KH) n=37
Arm 2: placebo n=40
Results:
Reduction of skin lesion scores : not significantly different between two arms
Changes in “qikyo” scores : not significantly different between two arms

Kampo concepts in exclusion criteria

Reference
Nakajima O, Sone M, Kurokawa K, et al. The Complemental treatment for
chronic hepatitis C. Kagaku Ryoho Kenkyusho Kiyo (Bulletin of the Institute
of Chemotherapy) 2003; 34: 40-51

Objectives
To assess the efficacy of shosaikoto (/NEF#ASS) for interferon-resistant
chronic hepatitis C.

Participants
One hundred patients with chronic active hepatitis C who completed
interferon therapy. Patients with “in-sho” (F&FE, yin pattern) and
“kyo-sho” (HZFLE, deficiency pattern) was excluded.
Intervention

Arm 1: squalene 1500 mg/day n=33

Arm 2: cepharanthine (1 mg/kg body weight per day) n=33

Arm 3: shosaikoto (/INEBA) 6.0 g/day n=34
Results:

Equivalent efficacy
Only one patient was excluded. But neither analysis nor discussion of safety. 9
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* 378 RCTs as of 31 Dec 2012

 Randomization ATIZEAMEZE: 27 (7.1%)
entry criteria : 10
exclusion criteria: 9
both entry and exclusion criteria: 2

FEEEIC & DEARFIDENDT:7
» Randomizationt2[ZEHFBIZHE : 31 (8.2%)

Motoo Y, Arai I, Tsutani K. 2014 (PLoS One #fam) 10

‘ Randomized Controlled Trial (RCT) ‘
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Randomized controlled trial (RCT)
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Introduction of randomization to Japan
{EBE R —BR(1891-1992) #1LTT=8R(1912-)

(1925 Fisher RA. “Statistical methods

for research workers”)
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Rain dance ROT1TEERR

“A rain dance does not bring rain but it does
relieve anxiety during the wait.... A witch doctor’s

role, therefore, is not cure disease but to minimize
anxiety in times of uncertainty” .
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Muir Gray JA. Evidence-based Healthcare: How to make health policy and
| 2"d ed. Edinburgh: Churchill Livingstone, 2001. p.364-5
[ REE—28, WRIE (ER). TEFVRIZEIALRT T - AVRRYS—ETx—
T AVPDOBRBREEESTIN—. TILEET-Tr/8Y, 2005, p.368
Epilogue: Evidence-based healthcare in the post modern era. p. 371-9
[ ditto. TEA—4  RRAFEZVRRICE T BIE TV RIZETANRYT P, p.373-81]

“Double blinding”

* 91 physicians in 3 Canadian universities
* 17 different interpretations
* 6 group 1) participant
2) health care provider
3) data collector
4) data analyst
5) judicial assessors of the outcome
6) personnel writing the paper

¢ Devereaux PJ, et. al. JAMA. 2001; 285(15): 2000-3
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Conducted in Japan: Evaluation of Adherence to Method of random allocation sequence
the CONSORT Statement
[8b. METHODS/Randomization --Sequence generation 1
Details of any restriction
Kae Uctani!, Tukeo Nakuyussa', Hiroshi Thal’, Naohirs Yosemen® snd David Mober [ 71
9. METHODS/Randomization --Allocation concealment
Abstract
10. METHODS,
11a. METHODS/Blinding (masking)
Blinded to group assignment
11b. METHODS/Blinding (masking)
Success of blinding
12a. METHODS/Statistical methods
For primary outcome
12b. METHODS/Statistical methods
Additional analyses E
Uetani K, Moher D. et.al. Quality of reports on randomized controlled trials conducted in . . . .
Japan: evaluation of adherence to the CONSORT Intern Med. 307-133
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[0 Japanese RCT 2004

Why KCONSORT?
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protocol deviations
14. RESULTS/Recruitment —
15. RESULTS/Baseline data * Growing awareness of CONSORT statement
16. RESULTS/Numbers analyzed — indJ apan
17. RESULTS/Outcomes and estimation
18, RESULTS/Ancillary analyses — * Software of Kampo medicine - diagnosis
19. RESULTS/Ad —— ..
verse cvents » Hardware of Kampo medicine - product
20. DISCUSSION/Interpretation i
21. DISCUSSION/Generalizability — )
22. DISCUSSION/Overall evidence I
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Three survey conducted Needs for characterization of

1. Quality assessment of Kampo RCT articles Kampo medicines

2. Use of Sho (FF) in Kampo RCT articles  Domestic users

3. Description of substance aspect of Kampo * International users
drugs in journals in the world
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Task Force for Evidence Reports / Clinical Practice Guidelines (ER-TF)
Committee for EBM
The Japan Society for Oriental Medicine (JSOM)
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