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Abstract

Objectives : In 2007, a survey of how Kampo was regarded in Japanese clinical practice guidelines (CPGs)
was first conducted by the Special Committee for Evidence Based Medicine (EBM), namely the Japan
Society for Oriental Medicine (JSOM). A manual for CPG development was also published in 2007 by the
Japan Council for Quality Health Care, and the revised edition came out in 2014, The purpose this study
is to review the current state in CPGs applied to Kampo after 2007, while focusing on how Kampo products
being regarded evidence based branch of medicine by CPG developers,

Methods : Sources include the Kampo CPGs website of Japan Society for Oriental Medicine (JSOM) and
MINDS (Medical Information Network Distribution Service) website of Japan Council for Quality Health Care,
Results : Among the 784 CPGs existing by the end of 2015, 91 CPGs were considered containing descriptions
of Kampo, Furthermore, 28 type A Kampo CPG (KCPG) which had quality of evidence and strength of
recommendation with references were found. Also, most of type A KCPGs relied on the MINDS Handbook
for Clinical Practice Guideline Development that was published in 2007,

Conclusions : The number of KCPGs are increasing yearly. However, there is still not much Kampo evidence
found in CPGs in Japan, Overall, it could be said that we need to not only make evidence vertically but

preach it horizontally well,
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March 2013
(n=1308)

Domestic CPGs

CPGs Excluded (n=311)
*  NOT developed inJapan and its Japanese Edition (125)
*  For medical ethics (64)
For experiments on animals or its clinical practice (28)
NOT for developing CPGs (94)

in the broad sense

(n=997)

CPGs Excluded (n=326)
+  Old edition published the revised edition (225)
* Digest versions of the CPGs (71)

For patients (30)

CPGs published in Japan
(n=671)

CPGs containing Kampo
products (Kampo CPG)
(n=74)

Fig 1. Flowchart of the selection process of Kampo CPGs (2013)
*adapted from http://www.jsom.or.jp/medical/ebm/cpg/result. html [cited 2016 April 8], [in Japanese]
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M The number of type A KCPGs
M The number of type B KCPGs
M  The number of type C KCPGs
2015 (year)

Fig 2. Trend of the total number of CPGs and KCPGs (2011—2015)
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Table 1. Number of CPGs Containing Descriptions of Kampo Products (2015)

Type Descriptions No of KCPGs
A With both the strength of evidence and strength of recommendation 28
B With references only 28
C Contains the term Kampo without references 35

*adapted from Motoo Y, Arai I, Hyodo I, Tsutani K, Current status of Kampo(Japanese herbal) medicine in
Japanese clinical practice guidelines, Complementary Therapies in Medicine, 2009: 17(3): 148
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* Lymphedemal2014)

* Revised Editlon in 2013 |
+ Revised Edition in 2014 v

el OMG moved out of type A CPG

Demoted to Type B in KCPG 2013

Fig 3. Trend of type A KCPGs (2011—2015)
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Strength of Evidence category Disease name of KCPGs No of KCPGs
« Asthma (2004)
+ Cataract (2004)
« Psychosomatic Disease (2006)
+ Acne vulgaris (2008)
+ Male Lower Urinary Tract Symptoms (2008)
I: a meta—analyses of RCTs, « Alopecia Areata (2010)
systematic reviews of RCTs « Dementia (2010)
I: at least one RCT * Benign Prostatic Hypertrophy (2011)
II: controlled study but without randomization | * Urticaria (2011)
IV: analytic epidemiology studies + Chronic pruritus (2012)
(IVa: cohort study, IVb: case controlled study) | » Cough (2012) 20 CPGs
V. descriptive studies(case series, case reports) | « Generalized pruritus (2012)
VI: opinions of individual expert or expert * Systemic scleroderma (2012)
committees + Acute Otitis Media in Children (2013)
+Evidence level based on Minds handbook + Allergic Rhinitis (2013)
2007 + Female Lower Urinary Tract Symptoms (2013)
« Fibromyalgia (2013)
« [diopathic acquired generalized anhidrosis
(2013)
« Occupational Allergic Disease (2013)
+ Hypertension (2014)
I 100 or more RCTs  Nocturia (2009)
I: less than 100(50) RCTs e . o
II': controlled study but without randomization ) O,S sification of the P(.)sterlo? Longitudinal
) Ligament of the cervical spine: OPLL (2011) 3 CPGs
(include cohort study) T ;
. * Premenstrual Dysphoric Disorder: PMDD
IV: case controlled study (2013)
V: others
A(strong): strongly confident of the estimate
of effect
B(moderate): moderatel confident of the estimate
of effect
C(weak): limited confidence of the estimate of | « Functional Dyspepsia (2014) 9 CPGs
effect « Irritable Bowel Syndrome (2014)
D(very weak): very little confident of the
estimate of effect
T Evidence level based on Minds handbook
2014
* Chronic Functional Constipation in Children
(2013)
the others » Lymphedema (2014) 3 CPGs

* Obstetrical and Gynecological — for outpatients
(2014)
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Table 3. Strength of Recommendation Category According to Type A KCPGs (2015)

L T15A 2slaksl AExA 2014—
IBS (Irritable Bowel Syndrome)™ olAl= 201442
o] kb(—]ﬂcﬂ o]r,]_
FolAE seAR BER3 X3S 157,

Strength of Recommendation category Disease name of KCPGs No of KCPGs
+ Acne vulgaris (2008)
» Male Lower Urinary Tract Symptoms (2008)
+ Alopecia Areata (2010)
A strongly recommend to do + Dementia (2010)
B: recommend to do * Benign Prostatic Hypertrophy (2011)
C1: possible to consider to do « Urticaria (2011)
(not sufficient science evidence) « Chronic pruritus (2012)
C2: not recommend » Cough (2012) 15 CPGs
(not sufficient science evidence) + Generalized pruritus (2012)
D: recommend not to do « Systemic scleroderma (2012)
#Grading based on Minds handbook + Chronic Functional Constipation in Children (2013)
2007 « Female Lower Urinary Tract Symptoms (2013)
« Idiopathic acquired generalized anhidrosis (2013)
» Occupational Allergic Disease (2013)
« Hypertension (2014)
+ Asthma (2004)
« Cataract (2004)
+ Psychosomatic Disease (2006)
A strongly recommend to do * Ogsification of the Posterior Longitudinal
B: recommend to do Ligament of the cervical spine: OPLL (2011)
C: uncertain evidence to determine « Acute Otitis Media in Children (2013) 10 CPGs
(unclear evidence for recommendation) | » Allergic Rhinitis (2013)
D: recommend not to do + Fibromyalgia (2013)
» Premenstrual Dysphoric Disorder: PMDD (2013)
» Lymphedema (2014)
+ Obstetrical and Gynecological — for outpatients (2014)
1. strongly recommend to do
2. weakly recommend to do « Functional Dyspepsia (2014) 9 CPGs
T Grading based on Minds handbook + Irritable Bowel Syndrome (2014)
2014”
the other « Nocturia (2009) 1 CPG
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Table 4. Kampo Products and Disease Based on Strength of Recommendation A and B in KCPGs (2015)

CPG Title ICD10 Name of Disease Strength of Strength of
Prescription Evidence Recommendation
Evidence—based bakumondoto Bronchial Asthma tended to I A
clinical practice s (48 be high—sensitivity to cough
guideline for ’ saibokuto Aspirin—induced Asthma I B
12) -
asthma 2004 (G5 Bronchial Asthma I B
n(lj_j%?};;go Functional Dyspepsia (FD) I B
Kampo medicine Climacteric syndrome v B
A guideline for the eishibule v B
diagnosis and el?’ i uﬁgyo)gan Climacteric syndrome
treatment of F45.9 FERRER AL Ut B
psychosomatic kamisyoyosan \ B
; 13) e Climacteric syndrome
diseases 2006 (ki) 1 1C syn W B
tokishakuyakusan . . v B
(i) Climacteric syndrome . B
A guideline in bak%mi;fi.mo Nonproductive cough I B
regard to Cough ROS (KP4
—second edition shoseiryuto .
(2012)14) N Productive cough I B
shoseiryuto Perennial Allergic Rhinitis I A
NS Perennial Allergic Rhinitis I B
shoseiryuto
(UNE TS,
ryokankyomis—
hingeninto
_ o (S HERET )
Practical Guideline eppikajutsuto
for the M.anage.m'egt Camtcss).
of Allierglc Rhinitis J30 keimakakuhanto Jaanese Codar Pollinosis in -1
n Jap%l (KA E) apanese eadault OHIMOSIS | o —randomized B
- 2013 gokoto, control study
(Hkis.)
maobushi
(RRE )
saishinto
(H=355)
daiseiryuto
(K )
T b:quasi—
Clinical practice experimental B
guideline for Acute juzentaihoto . design
Hi . -
Otitis Media in 66.9 (Kt Otitis—prone Ta: controlled
Children 2013 study but without B
randomization
linical .
C 1n1.ca 'practlce 2b: Cohort study
guideline for daikenchuto (low—qualit;
Chronic Functional K59.0 (kg Pediatric Constipation RgT) v B
Constipation in 7 rates of 30%)
Children 2013 i
Clinical practice II: result of case
guideline for N46 controlled study
Obstetrical and N70-N77 Kampo medicine Climacteric syndrome or B
Gymnecological N80O—N98 observed—events
- Outpatients 2014" of plural

#based on Arai I. Clinical practice guidelines containing Kampo products in Japan, Kampo & the Newest Therapy. 2014; 23(3):
235 [in Japanese]
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