The 4" Korea-Japan
Collaborative Workshop on
Acupuncture Medicine

Acupuncture Medicine and Evidence Based Medicine
- Clinical Practice Guideline for Acupuncture

¢ Time : 16™ September 2012, 09:00-13:00

¢ Place : Seoul, COEX 2F (203A)

¢ Organized by : The Korean Acupuncture & Moxibustion
Medicine Society, The Korean Medical Society
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The 4™ Korea-Japan Collaborative Workshop
on Acupuncture Medicine

: Acupuncture Medicine and Evidence Based Medicine (EBM)
- Clinical Practice Guideline for Acupuncture

Time Contents
09:00~09:30 Premeeting and Tee time of all staffs
09:30~10:00 Welcome and Opening Remarks

Acupunctural Clinical Guideline for Neck Pain

10:00~10:20 | - Hong Kwon Eui (Director of general affairs,
The Korean Acupuncture & Moxibustion
Medicine Society / Korea)

Present Status of Clinical Practice Guidelines

including Acupuncture Therapy and Moderator
Development of Acupuncture Clinical Practice | : Jang Jun
10:20~10:40 Guideline in Japan Hyoulk,
- Hitoshi Yamashita (Director of Research Ikuro
Department, The Japan Society of Acupuncture Wakayama

and Moxibustion (JSAM) / Japan)

Acupunctural Clinical Guideline for Knee Pain

10:40~11:00 | - Kim Eun Jung (Director of education
Department, The Korean Acupuncture &
Moxibustion Medicine Society / Korea)

Break Time

Tentative Development of Evidence-Based
Clinical Practice Guideline of Acupuncture
Technique for Chronic Low Back Pain in Japan
11:10~11:30

- Takashi Otsuki (Director of Research Moderator

Department, The Japan Society of Acupuncture : Jang Jun

and Moxibustion (JSAM) / Japan) Hyouk,

A | Clinical Guideline for Low back | yy o1

P;:itrl‘punctura inical Guideline for Low bac Wakayama
11:30~11:50

- Nam Dong Woo (Director of education
Department, The Korean Acupuncture &
Moxibustion Medicine Society / Korea)
11:50~12:10 Discussion
12:10~13:00 Ending Remarks







Acupunctural Clinical Guideline
for Neck Pain

Kwon-eui Hong(Z#2|)

Dept. of Acupuncture & Moxibustion
College of Korean Medicine

Daejeon University

PURPOSE AND BACKGROUND OF
RESEARCH

Clinical guidelines are effective tools to bridge the gap
between a physician's practice in clinical settings and a
scientist’s research in a lab.

During the past decade, such guidelines have been fervently
developed and advocated to act as convenient tools and
guidances for clinicians in improving quality of care,
implemented into science labs for clinical researchers, and
used as blueprints for government officials in public health
care.

Yet such guidelines related to acupuncture and traditional

medicine are rare and hard to find.




Neck Pain

« Common disease in Korea
— 30-40% of outpationts in Korean medicine

— covers the terms cervical spondylosis, cervical sprain
and strain, cervical disc disease in western medicine.

— Called @ neck pain¥i#i i @ stiff neck H it @
torticollisfl A @ strained neckfz #

— But, personal experiences and skills for management
of these patients which is unfortunately bringin
about a ve(?/ unsystematic and unstandardize
diagnostic and treatment process, and leading to a
wide variation in treatment modalities  and
effectiveness.

Acupuncture

» Many people with neck pain seek out
complementary and alternativemedicine
(CAM) therapies.

In Korea

« At the present, the percentage of patients
making up the top ten most-frequently visited
out-patient list at an oriental medical hospital
are those with neck pain.

_10_




The Necessity of Clinical
Guideline

« Many of the oriental medical doctors are relyir)?
primarily on their personal experiences and skills
— very unsystematic and unstandardized diagnostic
ana treatment process

— leading to a wide variation in treatment modalities
and effectiveness

« It is crucial to develop an acupunctural clinical
guideline
— through extensive literature research, questionnaires,
and discussion among experts for musculoskeletal
disorders/diseases

PURPOSE & SCOPE

_11_




The purpose

* to formulate an appropriate acupunctural clinical
guideline based on domestic and international evidence
and domestic specialists'opinions for knee pain

+ and recommend to Korean medical field which would
provide high quality care and treatment to knee pain
patients and further increase public health.

Scope

knee pain includes

— Western medicine diagnosis of disorders such as knee
osteoarthritis, rheumatoid arthritis, and soft tissue knee
injuries.

— excludes

« significant, yet rare cases of fracture, dislocation, tumor, infection,
inflammatory arthropathies, osteonecrosis, congenital musculoskeletal
deformities, crushing injury of lower leg, frostbite with tissue necrosis,
complications of internal orthopedic prosthetic devices, implants, and
grafts. Furthermore, conditions characterized by pain referred from
other structures (e.g. hip), such as neuropathic pain, are excluded.

focuses on patients of 18 and over
The aim of the guideline is to recommend a clinical

diagnostic guideline which would provide high quality care
and treatments to patients with knee pain

_12_



Funding

 This Clinical Guidline was developed as part
of a supporting project to promote Oriental
Medical Technology (B080017) funded by
the Korean Ministry of Health & Welfare.

» Development Period : 2008.07.01-
2010.06.30 (Clinical research to verify the
effectiveness of the presented guidance are
in progress and further complementary
measures have been set up.)

PROCESS

_13_



Difficulties of OM Clinical Guideline Development

Different Scientific Approach of OM
Lack of Well-Designed RCTs
Various Diagnosis Systems of OM
Various Treatment Methods of OM

AV
Lack of Well-Designed RCTs

Efforts to search domestic and international studies/
Level of recommendation was adjusted

[ Various Diagnosis Systems of OM ]
Survey on pattern identification, diagnosis system,
Delphi committee of specialists, pre-clinical study on patients.
[ Various Treatment Methods of OM }
lSurvey of OM Clinicians. ]

_14_



of the
professiona Survey &

acupunctu I Clinical Questionna
ral clinical | Acupunctu study for ire survey
ral clinical developme [ Evaluation
guidance nt of a by experts
developme diganostic

nt group tool

guidance

1. Training of acupunctural
clinical guidance

« On-board training of acupunctural clinical
guidance development group and
establishment of a research plan

— Since the acupuncture clinical guideline
development group lacked sufficient knowledge
on basic understanding of and methods used to
establish a guideline, several workshops were
arranged and an expert in the field was called
in to explain the strategies, methods, and
developmental know-hows

_15_



2. Composition of the
professional Acupunctural
clinical guidance development
group and the review board

ELRLE B -
CRLERERT S !

3. Literature research

sl Traditional and Recent Texts of OM

« In order to establish standards of OM diagnosis and treatment

=l Search of Scientific Studies

« In order to establish evidence for acupuncture efficacy

,— Related Clinical Guidelines

I_ Assessment of Evidence Level

_16_




3-1. Traditional and Recent Texts
of OM

« List of Traditional and Recent Texts to be
reviewed(112)

« Search and Review

. Sbarjn_q Through Web_Services

3-2. Search of Scientific Studies

» For neck pain, key words such as Neck pain, Dorsopathies,
Kyphosis, Lordosis, Scoliosis, Kyphoscoliosis, Spinal
osteochondrosis, Spondylolysis, Spondylolisthesis, Myelopathy,
Spondylitis, Spondylopathies, Spinal enthesopathy, Osteomyelitis
of vertebra, Intervertebral disc, Discitis, Spondylosis,
Radiculopathy, Stenosis, Hyperostosis, Cervical disc, Cervical, HIVD,
Disc, Cervicocranial, Cervicobrachial, Spinal instabilities, Dorsal?ia,
Cervicalgia, Myalgia, Panniculitis, Fibromyalgia, Musculoskeletal,
were used.

« Korean research papers were obtained from
— OASIS-(http://oasis.kiom.re.kr/)

— The Journal of Korean Acupuncture and Moxibustion
Society (http://www.acumoxa.or.kr/)
- il('h/()e Journal of Korean Oriental Medical Society (http://www.koms.or.
r
— The Journal of Korean Academy of Oriental Rehabilitation Medicine
(http://www.ormkorea.org/).

» Foreign research papers were searched through

— pubmed(http://www.ncbi.nlm.nih.gov/pubmed/), and after going
through rigorous elimination processes, a total of 59 related papers
were obtained.

_17_




3-3. Related Clinical Guidelines

noceoss. I

Clinical guideline
for the diagnosis
and management

— arthritis
| \ August 2009
\‘L' EVIDENCE-BASED
MANAGEMENT OF
AG{TE MUSCULOSKELEAL
b PAIN B
B

Guideline for
the non-surgical
management

of hip and knee
osteoarthritis
saly 2009

[T ——
of Saf Thasue Ko Infuriens
Interoal Deraugeasote

3-4. Assessment of Evidence

Level

« it was hard to apply the level of evidence
grading systems used in western

medicine.

» So, the followir 1

adopted

Complementary and
alternative medicines
grading system
suggested by
NZGG(New Zealand
Guidelines Group) in
2006.

TABLE 1: LEVELS OF EVIDENCE USED IN THE TBI GUIDELINE

LEVEL OF EVIDENCE | WHERE THE EVIDENCE COMES FROM

Evidence with a
high degree of
reliability

Studies that use well tested methods to make comparisans in a fairway and
where the results leave very lttle room for uncertainty.

Trial design: usually Level 1 studies are systematic reviews or large, high-
quality randomised controlled studies.

Studies that use well tested methods to make comparisans in a fairway but
where the results leave room for uncertainty (for example, due to the size of
the study, losses to follow-up or the method used for selecting groups for
comparison).

Evidence with

2 reliability but open
to debate

Trial design: usually Level 2 studies are systematic reviewswithout consistent

findings, small randomised controlled trials, randomised controlled trials in
which large numbers of participants are lost ta follow-up, or cohort studies.

Some evidence
without a high
degree of reliability

Studies where the results are doubtful because the study design does not
guarantee that fair comparisons can be made.

Trial design: usually Level 3 studies are systematic reviews of case-control
studies or individual case-control studies.

Some evidence Studies where there is  high probability that results are due to chance
(forexample because there is no comparison group or because the groups

compared were different at the outset of the study).

but based on
studies without

comparable 10UPS | 1 e cion: usually cohartor case-contral studies where the groups were not

really comparable, or case-series studies.

_18_




« Another grading system was
suggested by Brosseau L. in the study,
'Clinical practice guidelines for
acupuncture'.

Tahle. Broszeau L.'s Level of evidence Clinical practice guidelines for acupuncture

Level of Evidence Classification of Level of Evidence
| Randomized conerolled trials

I} Nonmaodemized studies

Brosseau L, Wells GA, Finestone HM, Egan M, Dubouloz CJ, Graham I,
Casimiro L, Robinson VA, Bilodeau M, McGowan J. Clinical practice
guidelines for acupuncture. Top Stroke Rehabil 2006 Spring ; 13(2) :
65-7.

« Strength of recommendation

— Strength of recommendation was presented
as done in the study by Brosseau L, 'Clinical
practice guidelines for acupuncture'.

Table. Strength of recommendation suggested in Clinical practice guidelines for acupuncture by Bro
Strength  of
Recommendat Level of Evidence
ion
R Evidence from one or more randomized controlled trials (RCTs) of a statistically significant, clinically important
benefic
B Statistically significant, clinically important benefit, if the evidence was from observational studies or controlled
clinical trials (CCTs)
C+ Evidence of clinical importance bur not statistical significance
Interventions where an appropriate outcome was measured in a study thar met the inclusion criteria, but no
c clinically important difference and no statistical significance were shown
Consensus of experts*(Reserved for important clinical siruations in which the Panel achieved consensus on the
recommendation in the absence of relevant randomized controlled trials.)
by |Bvidence from one or more randomized controlled trials of a statistically significant benefic favoring the control
group
D Evidence of clinical importance withour statistical significance
D Evidence from one or more randomized controlled trials of a clinically important benefit that was statistically
significant, where the number of parricipants in the stady is equal to or higher than 100

*recommendations of AHCPR(Agency for Healthcare policy and rescarch) were taken into reference.

_19_



4. Diagnosis

« Pattern identification
— Literature Review and survey
» Diagnosis system

— Literature Review and survey / Delphi
committee

Survey — Pattern identification

 Find out which pattern identification
methods are widely applied in clinical
practice.

 Date : 2009.3.26 -2009.4.29

Bl
aTAN DEXE NS Lesan
et g

LG

il

HBEHE
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» Meridian pattern identification was the most
popular OM(KM) diagnosis system. (Liver)

1. Differentiation of syndromes according to pathological changes of
Jangbu organs

2. Differentiation according to the theory meridians and collaterals

3. Differentiation of symptoms and signs for determining the
pathogenic factors of a disease

4. Differentiate syndromes by studying the pathological changes of Gi
-blood & Eum-Yang

Survey — Pattern identification 2

* Subjects : Professors of OM colleqge,
Department of Acupuncture &
Moxibustion

« Contents
— Reason for pattern selection
— Standard of pattern identification
— Patterns that should be considered

« Date : 2009. 5 ~ 2009. 8

The answers for knee pain was low in consistency.
So, for knee pain and cervical pain, OM diagnosis system was
adopted

_21_



Consensus of Specialists on

OM(KM) Diagnosis System

« Based on results of literature review
Delphi committee was held.

* Main symptoms were selected as
standards of diagnosis.

@ neck pain @ stiff neck ® tortico| gyigience level :

llis @ strained neck C(Consensus)

Clinical study for development of
a diganostic tool

mamw  Objective

« To test the established draft of diagnosis system in clinical practice and obtain b
ases for modification.

« Neck pain Daejoen university, wonkang university

ma Date

+ 2010.3-2010.5

sl Method

« Standard study guideline for researchers was established

« Patients were surveyed and the diagnosis results were analyzed

_22_




(1) Parametric Methods
@ Linear Discriminant Analysis (LDA, Fisher,
1936) /Quadratic Discriminant Analysis (QDA)

@ Diagonal Linear Discriminant Analysis (DLDA)
/ Diagonal Quadratic Discriminant Analysis
(DQDA) (Dudoit et al, 2002)

(2) Nonparametric Methods
@ Support Vector Machines (SVM, Vapnik, 1995)

@ K-Nearest Neighbor Classification (KNN)

® Chi-squared Automatic Interaction Detector
(CHAID)

@ Classification And Regression Trees (CART,
Breiman, 1984)

Classification And Regression Trees

yes[ 15 it hard for you to turn your neck no
sideways? <1.5

yes [ Areyou thirsty and often  |no ves [ Does your neck or shoulder feel tense | "°
have to drink water? <2.5

and hard or heavy? <1.5

yes [ Is it hard to bend forward or stiff Does you body joints feel
lean back your neck? <1.5 neck cold and weak? <0.5
no

yes

Does the pain increase Sosson P
when you move your neck? 04 any youT head an:
<25 neck sweat? <0.5
yes no ves
ves [ Does your neck feel pain

| re
he ke up in th stiff tortic stiff
when you wake up in the :

morning? <1.5 neck ollis neck

Is it hard for you to turn
your neck sideways? <0.5

yes no

Does your neck andno
shoulder feel like it's
falling out? <1.5

Yes o
Does your neck feel tortic tortic neck
stiff and painful? 1 ; ¢
<15 ollis ollis pain

yes no
Does your neck and

ek shoulder feel cold and
pain

painful? <05
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5. Treatment

* Acupuncture Treatment Methods
— Treatment according to OM(KM) diagnosis

* Literature Review and survey

— Treatment according to western diagnosis

« Literature Review / Level of evidence and
recommendation assessed

Survey

« Random sampling for visited survey

« objectives : In order to gather opinions of OM doctors and modify the guideline draft
to meet the clinical needs.

« Date : 2009.11.23~2010.01.09

« Subjects : 288 OM doctors with more than 5 years of clinical experience.

S8 26500 7= 281501 2 £9= BtoAEE Yolne
&Y BrolAb 0l HIAGSE 2 £Y FAL CHY BtelAt 2F
onal allocation)

- B2 OE 2R 8) B WY

L
san THYL e 2 s omn
L
s VAZZIAIH D b o 50 neazs

27 88l 2 ,pV WD)
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Diagnosis

— Area of pain, pain character, history taking, Swelling and
malformation of neck, color, ROM,” heat and cold sensation,
the cause of pain reduction and increase, tender point

Acupuncture

— Sa-Am - Ashi - anatomical — five shu point

Point selection

— Local point, Local and distant together, and distant.

Depth of acupuncture

— 1.5~3cm

Needle used

diameter-0.25mm, length-40mm
Patient position : face up
Deqi : Deqi(78.3%), No Deqi(21.4%)
Enhancement and sedation : applied(59.8%), not applied(39.7%)
Tgeckhnique of enhancement and sedation : nine-six, twisting,
pickin
duratl%n: 15- 20 min
stimulation : not applied, electric acupuncture
Frequency of treatment: 3times/lweek

Review of Review Board

The process of development and the draft of
the guideline was reviewed and graded by the
review board.

_25_




ACUPUNCTURAL CLINICAL
GUIDELINE
FOR NECK PAIN

sevens

Lruszzny

Acupunctural Clinical Guideline for Knee Pain

« Objective

« Back round

« International and Domestic Clinical Guidelines on neck pain
« Limitations

« Subjects of survey and level of evidence

« Making of clinical guideline (developers, process, verification,
Funding)

« Definition of neck pain
« Diagnosis of neck pain
« Mobility rate and prevalence rate of neck pain

« Neck pain evaluation tool

_26_
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Treatment based on OM Diagnosis —_—

« Pattern Identification

 Treatment Method

« Sanitation of acupuncture

« Safety of acupuncture treatment

« (1) Cervical spondylosis
« (2) Cervical sprain and strain
« (3) Cervical disc diseases
patient teaching and self management / non-pharmacol
ogical management (exercise, massage, weight control, elec
tric therapy) /invasive treatment/ acupuncture treatment

« Other neck pain - acupuncture treatment

ropazas

« Pattern identification of the Neck pain

Survey (2009.3.26-2009.4.14) on Evidience
Oriental medicine doctors shows that |level :

the differentiation according to the C(Consensu
theory meridians and collaterals are s)

most used and the most frequently
used meridians were the Small
Intestine Meridian, Small Intestine
Meridian and Bladder Meridian.
Therefore the expert committee
recommends its use.

_27_



Treatment

* Acupuncture treatment

— Basic rules

1. Between patients, hands must be washed.

2. Always use sterilized needles.

3. Treatments must be administered in sterile area
S

n

Evidience lev

. el : C(Consen

4. Hands must be washed in case of contaminatio )
Sus

5. Used needles must be quarantined.

— Safety

An appropriate acupuncture treatment by an orie Svtelenes ey

ntal medicine doctor can be recommended as a sfel : A(System
afe treatment.

atic Review)

Treatment methods

* Here were not enough objective ground reference
about acupuncture treatment for neck pain, so the
Oriental medicine doctors who are targets of this
clinical guideline were researched for their actual
condition and practice pattern (2009.11.23~2010.1.9)
to create the guideline and reflect actual conditions to
it. It is recommended that patient treatments should
reflect actual treatments as below.

+ Applicationsof acupuncture treatments based on real
case scenarios as below are recommended.

_28_



1. Differentiation according to the theory meridians and
collaterals is the most frequently used differentiation method of
syndromes.

2. Cervical spine ROM, area of pain and description of the pain,
information obtained by pulse feeling and palpitation, history of
pain, the patients usual factor and etc., are main diagnosis
standards.

3. Frequently used acupuncture methods, in order of high
frequency, Saam-chimbeop - asihyeol(Asihyeol-chimbeop) - five
Su points five points-chimbeop - DongQi-chimbeop -
acupuncture based on anotomical structures.

4. Both the normal, and the ill side of the patient are mix treated.
5. The most frequent used needling depth is about 1.5-3cm,
needle thickness 0.25mm, needle length 40mm and the prone
position is the most frequent used position for acupuncutre
treatment.

6. De-gi and tonification-purgation are frequently performed and
most of the acupuncture treatment had a duration time of over
15 minutes- below 20 minutes.

Most patients were treated 3 times a week, and the treatment
period for acute neck pain was under 3 weeks, and for chronic
neck pain (in pain for over 3 months) were over 3 weeks and
under 5 weeks.

Evidience level :

C(Consensus)

Verification of clinical guideline
and education

IR

_29_




Clinical study

» Clinical study to verify the draft of
acupuncture clinical guideline for Neck
pain

_30_



K-J Workshop in ICOM 2012 Seoul

Present Status of Clinical Practice Guidelines including Acupuncture
Therapy and Development of Acupuncture Clinical Practice Guideline in
Japan

Hitoshi YAMASHITA, Takashi OTSUKI, Shoko MASUYAMA
Graduate School of Health Sciences, Morinomiya University of Medical Sciences

Osaka, Japan

In Japan, there are not many but some evidence-based clinical practice guidelines
which include a description on acupuncture therapy in the field of so-called Modern
Western Medicine. The reason for the recent inclusion of this therapy may be because
more randomized controlled trials (RCTs) on acupuncture have been published in the
last decade, and this therapy has become unignorable in the name of clinical evidence.
Reviewing these guidelines which include a description on acupuncture, however, there
seem to be self-contradiction and prejudice.

For example, a guideline for management of alopecia areata published by
Japanese Dermatological Association (2010) underestimates acupuncture, contradicting
its own definition of grade of recommendation. A clinical practice guideline of lateral
epicondylitis of the elbow published by The Japanese Orthopaedic Association (2006)
overestimates acupuncture, contradicting a conclusion of Cochrane Systematic Review
(2011). A clinical practice guideline of fibromyalgia published by Japan College of
Fibromyalgia Investigation (2011) overestimates acupuncture if we compared with
recently published systematic reviews. A clinical practice guideline of chronic
headache developed by a research group of Health Labour Sciences Research Grant
(2005) estimates acupuncture for headache more than tension-type headache, which is
opposite to Cochrane Systematic Review (2009). These facts confuse patients as well
as physicians and acupuncturists. Therefore, domestic clinical practice guidelines
should be consistent with international evidence-based guidelines, or reason of the
different conclusion should be clearly stated.

Regarding clinical practice guideline of acupuncture, as far as we know, only
relevant protocols exist and there has been no complete draft if we limit it to
“evidence-based” guidelines. This may be because of the lack of sufficient RCT-based
evidence showing (1) efficacy of acupuncture and (2) superiority/inferiority of each

acupuncture technique. We will discuss the possibility and difficulty of this work.
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Present Status of
Clinical Practice Guidelines

Including Acupuncture Therapy
and

Development of Acupuncture
Clinical Practice Guideline in Japan

Yamashita H, Otsuki T, Masuyama S
Graduate School of Health Sciences
& Morinomiya University of Medical Sciences ®

Osaka, Japan 4

JSAM

Inclusion of acupuncture in CPGs

* Reason: More randomized controlled trials
(RCTs) on acupuncture have been published in
the last decade. Therefore, CPGs cannot ignore
acupuncture anymore regarding some medical
conditions in the name of clinical evidence.

* Problem: Most of the CPGs do not seem to
grade and recommend acupuncture
appropriately.
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CPGs including acupuncture
in Japan

CPG of acupuncture for cancer patients

Published By Tsukayama H. Research group (Chair: Shimoyama N) of Health Labour Sciences Research Grant (2010).

Level of Recomm-

Pain la C 1a: SR of RCTs

Hiccup > c C: no recommendation
Diarrhea 5 C for or against
Vasomotor disorder 1b B B: recommend
Xerostomia 4 C

Decreased physical strength 5 C

Nausea or vomiting la A A: Strongly recommend
Urinary disturbance 5 C 5: expert opinion
Leukopenia 4 C

Tiredness after chemotherapy 1b A 1b: RCT

Anxiety 5 C

Insomnia 3b C 3b: case-control
Edema 5 C

Abdominal fullness 5 C

Constipation 5 C

Numbness 5 C

Acupuncture analgesia 4 C 4: case series
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CPG for chronic headache

* Research group of

Health Labour
i Sciences Research
SOHA KT A EBIEER (KR  FESEAHCL3) BROLL0R Gra nt (2005)

EMEBS BT FS 1 vicoWT

1& LT
-8 SHBRESEFDERE TERMBELSHCED L S LLDHBHH L AL
THIAR

R " . .
- * Migraine
e DIF
I1-2-1 BEFARREDL S BLOHBBH - Grade: A
T (Strongly recommend)
ROERRORE . Tenslon_type
FETLAR M wen
HENTREN S 1) AH  ASRIEE (R T E Y, =As ) HROEE K, headache
i &ir oz & o)
AU LS, B MM, B0, WTADAK Hhysa _ Grade' c

AN R GHR, ToX AT ll‘i?;lﬁll??ﬂl.
(Uncertain evidence to
recommend)

SREME O HEHR X, FiFtkk, AT FAy2 GRATTEME), S

Kty 7, BRiGW, MmkE, <o H—v,

BE

/=Y The Cochrane Collaboration
\ -

Working together to provide the best evidence for health care

(Intervention Review]

Acupuncture for migraine grophylaxis

o “acupuncture is at
! Centre for Complementary Medicine Research, Department of Internal Medicine I, Technical University |east a S effective aS’ Or

Women's Headache Center and Service for Acupuncture in Gynece d Obstetries, tment of Gynec

Un of Torino, ltaly. *Institute for Medi lemiology and Health Econo . .
et rman enter for I ive Meds d School of Medi e, Balt
e [0 0SS0y Mmore effective than,

Peninsula Medical School, Plymouth, UK

Contactaddress: Klaus Linde, Institut fir Allgemeinmedizin / Institute of General Pracrice, Technische Universitit p ro p h yI a ct i C d r u g t e a t m e nt

rechts der Isar, Wolfgangstr. 8

”

Editorial group: Cochrane P [Intervention Review]
Publication status and date:

Review contentassessed a5« Acupuncture for tension-type headache

Citation: Linde K, Allais G
e of Systema y .
Deasbooe o uemesic ey Klaus Linde!, Gianni Allais?, Benno Brinkhaus?, Eric N

Copyright © 2009 The Coch

! Centre for Complementary Medicine Research, Departmer

e men's Headache Center and § for Acupuncrure in

“acupuncture could be a
valuable non-pharmacological
tool in patients with frequent
episodic or chronic tension-
type headaches”

Contact address: Klaus Linde, Instirut fiir Allgemeinmedizin / Insirurd)
rechts der Isar, Wolfgangstr. 8, Miinchen, 81667, Germ:

Editorial group: Cochrane Pain, Palliative and Supportive Care Grof
Publication status and date: Edited (no change to conclusions), pul
Review content assessed as up-to-date: 14 April 2008,

e K, Allais G, Brinkhaus B, Manheimer E, Vickers
se of Systematic Reviews 2009, Issue 1. Art. No.: CD007587.

Copyright © 2009 The Cochrane Collaboration. Published by John
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CPG for lateral epicondylitis of the elbow

- | B TheJapane.se o
3 Orthopaedic Association

(2006)

* Grade: A
(strongly recommend)
“Acupuncture has an
immediate effect for
pain, but long-term
effect has not been
proved”

* 1 Meta-analysis (Evd.
level 1) and 2 RCTs (Evd.
level 4)

% LEREBSN AL CRARISEND

() Wi i
EHENTLEL,

ERRAME BN L ORI D S 0h 5. ABIIZwTRL R
ity

1) EF00014 Green Setal : Acupuncture for lateral elbow pain. Cochrane Database Syst Rev
(1) 1 CD003527, 2002
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@D The Cochrane Collaboration

Working together to provide the best evidence for health care

[Intervention Review]

Acupuncture for lateral elbow pain

Sally Green', Rachelle Buchbinder?, Les Barnsley?, Stephen Hall, Millicent White®, Nynke Smidt®, Willem J] Assendelft”

! Australasian Cochrane Centre, Monash University, Clayton, Australia. 2Monash Department of Clinical Epidemiology at Cabrini
Hospital, Department of Epidemiology and Preventive Medicine, Monash University, Malvern, Australia. *Concord Hospital, Con-
cord, Australia. “Cabrini Medical Centre, Melboumegd - L " s . .

allocation concealmer Contact address: Sally Green, Australasian Cochrane o
either support or refute the
(RR 0.33, 95%CI 0. Editorial group: Cochrane Musculoskeletal Group.

Main results 6Department of Public Health and Primary care, > _ )
Four small randomy, 1t and Primary Care, Leiden University Medicl insufficient evidence to
in a meta-analysis. Or Victoria, 3168, Australia. sally.green@med.monash.e
placebo (WMD = 18.

”n
more likely o result i Publication status and date: Edited (no change to ¢ use of acu puncture
(Haker 1990a) . Nosi Review content assessed as up-to-date: 19 Noveml}

acupuncture versus pl
1990b). A fourth incl
and Vitamin B12 inje

Citation: Green S, Buchbinder R, Barnsley L, Hall S, pendelft W]]. Acupuncture for lateral elbow pain. Cochrane
Database of Systematic Reviews 2002, Issue 1. Ag - I: 10.1002/14651858.CD003527.

Authors’ conclusions

There is insufficient evidence to either support or refute the use of acupuncture (either needle or laser) in the treatment of lateral
elbow pain. This review has demonstrated needle acupuncure to be of short term benefit with respect to pain, but this finding is based
on the results of 2 small trials, the results of which were not able to be combined in meta-analysis. No benefit lasting more than 24
hours following has been d d. No trial assessed or commented on potential adverse effect. Further trials, utilising
appropriate methods and adequate sample sizes, are needed before conclusions can be drawn regarding the effect of acupuncrure on
tennis elbow.

Overestimation
Out of date

B/ EERATHRIEE

81000065

_37_



CPG for fibromyalgia

REmRESEAINS 1>

2011]
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1 stem

S B sax

B TEFYRN ), RAEHRETHS. B ADATRD I (ML

WHERORPE. RAPAT AL S,
EaTIHRLTIE

A hBLHON

Japan College of

Fibromyalgia Investigation

(2011)

Level of evidence: || a
(more than 1 RCT)

Recommendation: B
(Recommend)

Referred to

— 1 case-series study

— Report of NIH Consensus
Development Panel

— 7 RCTs
— 2 systematic reviews

Recent systematic reviews

Langhorst J, et al.

Efficacy of acupuncture in
fibromyalgia syndrome--a
systematic review with a meta-
analysis of controlled clinical trials.

Rheumatology (Oxford)
2010; 49(4): 778-88.

CONCLUSION:

A small analgesic effect of
acupuncture was present, which,
however, was not clearly
distinguishable from bias. Thus,
acupuncture cannot be
recommended for the
management of FMS.

Martin-Sanchez E, et al.

Efficacy of acupuncture for
the treatment of
fibromyalgia: systematic
review and meta-analysis of
randomized trials.

Open Rheumatol J
2009 Jun 16;3:25-9.

CONCLUSION:

This systematic review found
no evidence of benefit
resulting from acupuncture
versus placebo, as a
treatment for fibromyalgia.
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CPG for management of alopecia areata
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% EET BN R ONE RET AR X
B R WK R GG G2 REF W

T e * Recommendation grade: D

- 201 ERRONTAORBIS L LSHTA ¥
3 A AR
BIR 51K {AMREBRST iy e il

o n”n
* “Should not use
PIBBGHE (sopecia areata : BUF AA) 2R ANE 2 H{F3{ ORI
B OMESRVKET, TAYATIRALL AHLFIA YRRBAZ HAENBP2RLE
RELTED, BESARTLAE 8 # 2 8@ ® & (Society for Hair Science Research:
FRELENNT S L 4% SHSRIOMFSRE REL. ERRBORBITR

CQ20 SREAEIFRED

BB EORLEEIHRS
1. #BARERERORLI

#EE D

it eyt BRI : 479X TR
iy BB MATHHOBEHRICHWLT, 1RO HIE
: : s HFgE & 4 OREBEDH 5. £ FREWM, 145k
TenE amSn  MMEAGRACES BARECESLORiE W44, LEME 2R 184, 2E L3 K0S %R

35 X OAH 35 BINS, BRIAREZ TV 50% OHURT
A » | : TEATHELZ D0 9, 10% OHURTEEITHEL
P 7250 16 FITH o 7275, BEROMER BERI, 5

A K94 SHH1L WE
3. METE S L
TVaH AN, REUE - ELSOTRCABLR
KBGRVHBD, T0ELRFANZOLE Lu

AT 3 B4 K34 0N
i Warcu oo s as ST R R BT D R T 57, A b [0
SKresioNTEChL ). RS Thhs % Gl LA IR 5 550, wF R b R
i Jmmtvncon) tomthbacys RGBORBAT 5T, P %55 AL

ELTwaW,

_39_




HELARE £ 120 (9), 18011859, 2010 (¥22

K542
AARM B2 ZER BB £ ¥ T 4 > 2010
KM R HF RET LN EW B W
W% WEF WM AT YR ORET RM X
AT Wk R NG R RE W

Bl R WA BEC (B AT PH R
L 2N

B. HREOHEY

A 1) LoD

Bl EH120FMERTLARVIL LI
BEDOLARVIIDIEF Y ADRHDHI L)

B. 1o ko@wohns

Bl &b 12U EoFHEZRTHDSE L LN
VIAREOLXVIL H5WIRIEFICREDOIV
DIVEFYANHDHIE)

ClL. fTHZEZFELTH L v, +55RI A
rwn

(ED% 5 M~1V, RAZEHOV, H50WIEER
EHROHVIDLZEFT Y AW D)

C2. LA VO TEID Hzwn

(BHOZEFT Y A%V, HEVIEEHTHL Y

N FUANSD)

D. fibtwriisEwons

(DB LVIEETHLILERTRHAOTLET
Y ANSIB D)

A: Strongly recommend
B: Recommend
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ineffectiveness or
harm)
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Inappropriate Grading and
recommendation of acupuncture

Problems: Inconsistency with other systematic reviews,
Self-contradiction, over-/under-estimation, out-of-date
reference data, etc.

Possible Cause: Prejudice, ignorance, reluctance, or
conflict of interest.

Influence: Incorrect information on acupuncture spreads
in the medical community, and results in disadvantage
for patients.

Countermeasures: (1) More consciousness of
responsibility of developing CPGs; (2) Thorough
systematic literature search and fair judgment; and (3)
Inclusion of an expert in acupuncture within each CPG
working group (if possible option in a certain condition) .

Possibility of acupuncture CPG
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Guideline for whom?

* Physicians (Western Med.) who instruct patients
— Guideline for [Disease/Symptom management]
— Possible if evidence of each therapy exists
* Patients who seek for effective therapy
— Guideline for [Disease/Symptom management]
— Possible if evidence exists
* Therapists or doctors who practice acupuncture
— Guideline of [acupuncture method/technique]?
— Difficult because of wide variety of methods
— Need for comparison of each acup. method

Acupuncture CPG as an extension

to CPG for medical conditions
Example: Treatment of chronic low back pain

Treatment | Level of Benefit L ;
EXLEINISIC
optlon Evid. EACENSION

Exercise good moderate Q: What kind of exercise?

Medication good moderate B Q:What kind of drug?

Spinal Q: What kind of
. . good  moderate B . . .
manipulation manipulation technique?

Q: What kind of

Acupuncture fair moderate B .
acupuncture technique?
Back schools fair small C  Noneed S;f;*;ﬁe’;%aﬁon
. . . rade D:
Traction fair no benefit D No need recommend against

(Ref. Diagnosis and Treatment of Low Back Pain: A Joint Clinical Practice Guideline
from the American College of Physicians and the American Pain Society, 2007)
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Hitoshi Yamashita

Graduate School of Health Sciences
Morinomiya University of Medical Sciences
1-26-16 Nanko-Kita, Suminoe-Ku

Osaka, 559-8611, Japan

Acupoint Mannequin in Edo era. Collection of our Museum (www.harikyumuseum.com).
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Acupunctural Clinical Guideline
for Knee Pain

Dongguk University
Kim Eun Jung

Background
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Knee Pain

® Knee OA(osteoarthritis)
® 6 th cause of living with disability

® 9.6% of men and 18.0% of women aged 260 years have symptomatic
osteoarthritis

® Knee soft tissue injury

® Participation in sport and recreation has been widely encouraged for
all age groups for the substantial public health benefits.

® Knee joint is subject to extremely high forces during sport and some
occupational activities and its supporting soft tissue are therefore
vulnerable to injury.

® result in significant on-going disability at considerable cost both to the
individual in terms of quality of life, and to society as a whole.

Acupuncture

® Many people with knee pain seek out complementary and

alternative medicine (CAM) therapies.

® 41%of a nationally representative sample of people with
arthritis have used a CAM therapy in the past year.

In Korea

® At the present, the percentage of patients making up the top
ten most-frequently visited out-patient list at an oriental
medical hospital are those with musculoskeletal pain: low
back pain, neck, and knee pain.
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The Necessity of Clinical Guideline

® Many of the oriental medical doctors are relying primarily on
their personal experiences and skills
® very unsystematic and unstandardized diagnostic and treatment
process

° leading to a wide variation in treatment modalities and

effectiveness

® Itis crucial to develop an acupunctural clinical guideline
® through extensive literature research, questionnaires, and
discussion among experts for musculoskeletal

disorders/diseases

Purpose & Scope
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The purpose

* To formulate an appropriate acupunctural clinical guideline
based on domestic and international evidence and domestic
specialists’opinions for knee pain

® And recommend to Korean medical field which would
provide high quality care and treatment to knee pain patients
and further increase public health.

Scope

¢ knee pain includes
® Western medicine diagnosis of disorders such as knee
osteoarthritis, rheumatoid arthritis, and soft tissue knee
injuries.
e excludes

significant, yet rare cases of fracture, dislocation, tumor, infection,
inflammatory arthropathies, osteonecrosis, congenital musculoskeletal
deformities, crushing injury of lower leg, frostbite with tissue necrosis,
complications of internal orthopedic prosthetic devices, implants, and grafts.
Furthermore, conditions characterized by pain referred from other structures
(e.g hip), such as neuropathic pain, are excluded.

* focuses on patients of 18 and over
® The aim of the guideline is to recommend a clinical diagnostic

guideline which would provide high quality care and treatments to
patients with knee pain
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Funding

® This Clinical Guideline was developed as part of a supporting
project to promote Oriental Medical Technology (B080017)
funded by the Korean Ministry of Health & Welfare.

* Development Period : 2008.07.01-2010.06.30 (Clinical
research to verify the effectiveness of the presented guidance
are in progress and further complementary measures have

been set up.)

Process
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Difficulties of OM Clinical Guideline Development

Different Scientific Approach of OM
Lack of Well-Designed RCTs
Various Diagnosis Systems of OM

Various Treatment Methods of OM

Lack of Well-Designed RCTs

Efforts to search domestic and international studies/

Level of recommendation was adjusted

[ Various Diagnosis Systems of OM ]

Survey on pattern identification, diagnosis system,
Delphi committee of specialists, pre-clinical study on patients.

[ Various Treatment Methods of OM 1
l Survey of OM Clinicians.

N
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of of the

acupunctural
clinical
guidance
8

professional Survey & Questionnaire
Acupunctural Clinical study survey

clinical for Evaluation by
guidance development experts
development of a diganostic
group and the tool

review board

1. Training of acupunctural clinical h

guidance

® On-board training of acupunctural clinical guidance
development group and establishment of a research plan
® Since the acupuncture clinical guideline development group
lacked sufficient knowledge on basic understanding of and
methods used to establish a guideline, several workshops were
arranged and an expert in the field was called in to explain the

strategies, methods, and developmental know-hows
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2. Composition of the professional
Acupunctural clinical guidance
development group and the review
board

[ LR sipziar

S pag |
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aaaaaaaaaaaaaaaa o

~

3. Literature research

mmw 1raditional and RecentTexts of OM

* In order to establish standards of OM diagnosis and treatment

e Scarch of Scientific Studies

* In order to establish evidence for acupuncture efficacy

’7 Related Clinical Guidelines

’7 Assessment of Evidence Level
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3-1. Traditional and Recent Texts of OM

e List of Traditional and Recent Texts to be reviewed(112)

® Search and Review

® Data Sharing Through Web Services

3-2. Search of Scientific Studies

® For knee pain, key words such as knee, knee pain, osteoarthritis,
rheumatoid arthritis, gout, soft tissue injury, patella were used.
® Korean research papers were obtained from
® OASIS-(http://oasis. kiom.re kr/)
® The Journal of Korean Acupuncture and Moxibustion
Society (http://www.acumoxa.or.kr/)
¢ The Journal of Korean Oriental Medical Society
(http://www.koms.or. kr/)

® The Journal of Korean Academy of Oriental Rehabilitation Medicine
(http://www.ormkorea.org/).

® Foreign research papers were searched through

® pubmed(http://www.ncbi.nlm.nih.gov/pubmed/), and after going

through rigorous elimination processes, a total of 59 related papers
were obtained.
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3-3. Related Clinical Guidelines

[r— |

Clinical guideline
for the diagnosis
and management
of early rheumatoid

F{(GNN August 2009
\ J Ay
{5 EviDENcE BaseD

MANAGEMENT OF
— Aql[{( MUSCULOSKELETAL

New Zealand Acute Low
Ba de

Guideline for
T the non-surgical
5ot Tiesue K . management

of hip and knee
osteoarthritis
saly 2009

Toternal Der

3-4. Assessment of Evidence Level

® it was hard to apply the level of evidence grading systems

used in western medicine.

® So, the following grading systems were adopted

TABLE 1: LEVELS OF EVIDENCE USED IN THE TBI GUIDELINE

Complementary and LEVEL OF EVIDENCE WHERE THE EVIDENCE COMES FROM
alternative medicines Evidence with a Studies that use well tested methods to make comparisons in a fairway and
1 high degree of where the results leave very little room for uncertainty.

grading system suggested by relailty THaldesign:usually Levet 1 studies are systematic reviews o lage,high

NZGG(NEW Zealand quality randomised controlled studies.

. . . Evidence with Studies that use well tested methods to make comparisans in a fairway but
Guldehnes Group) m 2006 . 2 reliability but open | where the results leave room for uncertainty (for example, due to the size of
to debate the study, losses to follow-up or the method used for selecting groups for

comparison).
Trial design: usually Level 2 studies are systematic reviewswithout consistent
findings, small randomised controlled trials, randomised controlled trials in
which large numbers of participants are lost ta follow-up, or cohort studies.

without a high guarantee that fair comparisans can be made.

3 Some evidence Studies where the results are doubtful because the study design does not
degree of reliability

Trial design: usually Level 3 studies are systematic reviews of case-control
studies or individual case-control studies.

Some evidence Studies where there is  high probability that results are due to chance
ll but based on (forexample because there is no comparison group or because the groups
studies without compared were different at the outset of the study).

comparable 10UPS | 1 e cion: usually cohartor case-contral studies where the groups were not

really comparable, or case-series studies.
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® Another grading system was suggested by Brosseau L. in the
study, 'Clinical practice guidelines for acupuncture'.

Brosseau L, Wells GA, Finestone HM, Egan M, Dubouloz CJ, Graham I, Casimiro L,
Robinson VA, Bilodeau M, McGowan J. Clinical practice guidelines for acupuncture. Top
Stroke Rehabil 2006 Spring ; 13(2) : 65-7.

Table. Brozzeau L.'s Level of evidence Clinical practice guidelines for acupuncture

Level of Evidence Classification of Level of Evidence

| Randomized conerolled erials

I} Nonrandomized studies

° Strength of recommendation

® Strength of recommendation was presented as done in the study

by Brosseau L, 'Clinical practice guidelines for acupuncture'.

Table. ested in Clinica e guidelines for acupuncture by Brc
Strength  of
Recommendat Level of Evidence
jon.
R Evidence from one or more randomized controlled trials (RCTs) of a statistically significant, clinically important
benefi
5 Statistically significant, clinically important benefir, if the evidence was from observational studies or conrolled
clinical trials (CCTs)
C+  |Bvidence of clinical importance but not statistical significance
Interventions where an appropriate outcome was measured in a study that mert the inclusion criteria, but no
c clinically important difference and no statistical significance were shown
Consensus of experts*(Reserved for important clinical situations in which the Panel achieved consensus on the
recommendation in the absence of relevant randomized controlled trials.)
by |Pvideace from one or more randomized contrelled rrials of a suaristically sigaifican beneflr favoriag the contrel
group
D Evidence of clinical importance without statistical significance
D Evidence from one or more randomized controlled trials of a clinically imporrant benefir thar was statistically
significant, where the aumber of participants in the study is equal to or higher than 100

*recommendations of AHCPR(Agency for Healthcare policy and research) were taken into rference.
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4. Diagnosis
¢ Pattern identification

® Literature Review and survey
* Diagnosis system

® Literature Review and survey / Delphi committee

Survey - Pattern identification

* Find out which pattern identification methods are widely

applied in clinical practice.
e Date : 2009.3.26 -2009.4.29

® Subjects : 75 members of Korean Society of Acupuncture and

Moxibustion

a0
FTAY VRN NLS
ot @22
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Knee Pain — =
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* Meridian pattern identification was the BEN U AV BT AT B B e
most popular OM diagnosis system. (Liver)
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E-mail Survey for Developing Clinical Trial Protocol
on Acupuncture Treatment for Knee Pain
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Survey - Pattern identification 2

® Subjects : Professors of OM college, Department of

Acupuncture & Moxibustion

e
TIUL ABNY ALS
1ot 12

¢ Contents
® Reason for pattern selection
¢ Standard of pattern identification
e Patterns that should be considered
® Date : 2009.5 ~ 2009. 8

The answers for knee pain was low in consistency.

So, for knee pain and cervical pain, OM diagnosis system was adopted

_57_
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Consensus of Specialists on OM
Diagnosis System

* Based on results of literature review Delphi committee was

held.

® Main symptoms were selected as standards of diagnosis.

Recommendation of OM Diagnosis of knee pain

+ D knee injury(Jf55) @ crane's-knee wind(f I )
*+ (@ arthralgia syndrome(f;‘?ﬁ)
* @Youk Jeol Poung(ﬁ‘tgﬁ}ﬂ) ® gout arthritis(Jf )

Clinical study for development of a
diganostic tool

Objective

* To test the established draft of diagnosis system in clinical practice and obtain b
ases for modification.

Institutes

* Knee pain — Dongguk university, Semyeong university

Date

* 2010.3-2010.5

Method

* Standard study guideline for researchers was established
* Patients were surveyed and the diagnosis results were analyzed

_58_
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(1) Parametric Methods

@ Linear Discriminant Analysis (LDA, Fisher, 1936) /Quadratic
Discriminant Analysis (QDA)

@ Diagonal Linear Discriminant Analysis (DLDA) / Diagonal Quadratic
Discriminant Analysis (DQDA) (Dudoit et al, 2002)

(2) Nonparametric Methods
upport Vector Machines , Vapnik,
@ Support Vi Mach SVM, Vapnik, 1995
@ K-Nearest Neighbor Classification (KNN)
(3 Chi-squared Automatic Interaction Detector (CHAID)
assification And Regression Trees , Breiman,
@ Classifi And Reg T CART, B 1984

Classification And Regression Trees

Doss the knee thicken whereas thigh an No
& calf became thinner? <15
Yes
B you epeience pai or sueling D0 you experience sneling in the
yus ol the knee aferthe injry? <15 e with recness o et <25
o ves o

Do you have ghlegm in Doyou i D you experisnce cificuly in bend Do your fingers shrivel?<
your thraat] <25 s of brsath? <15 ing or extending the knesi <15 15
T

Yes Yes o Yes |
Do you have Do you have sharp Do you have
nwalking because of t pain in the knee? < difficulty in | Geut
he knee? <35 15 wialking? <25 |
Yes
No ves Mo Ma

Do you fael wezin
Knee injury 55 in the knee and
leg? <15

9
nsation? <25

Yes |
Do you fes! hesviness
nthe knee? <25
1

Yes

Do you have difculy
in having bowl move
ment? <15
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5. Treatment

* AcupunctureTreatment Methods
® Treatment according to OM diagnosis
Literature Review and survey
® Treatment according to western diagnosis

Literature Review / Level of evidence and recommendation assessed

Survey

s Phone survey

* Random sampling for visited survey

s Visited Survey

* objectives : In order to gather opinions of OM doctors and modify the guidelin
e draft to meet the clinical needs.
* Date :2009.11.23~2010.01.09

* Subjects : 288 OM doctors with more than 5 years of clinical experience.

ADEEE M2 K BtelAt 53 0y AL 2906F
AL Cifat: 2889

EE M2Al BAARE SY FF

xH: £4.3% 2O E

& ME2 KA BrolAtS2 2601 T2 ASI5H0 A EYZ Sto(MSS Yo R

(stratified random sampling)

- EYEEYE: A 29 SoAb w0l HIAGTSE 2 2Y ZA Y Btelat 2F
(proportional allocation)

- BEZA OGE 2REHE) FF Wy

£
=

2

i

:
s 2 e 2 2w oimn
.
spza VO=ZWA-RBG (hD s o 29 gess

28 83 20/ WD

_60_

16



¢ Diagnosis
® Area of pain, pain character, history taking, Swelling and malformation of knee, color,
ROM, heat and cold sensation, the cause of pain reduction and increase, tender point
® Acupuncture
® Sa-Am - Ashi - anatomical — five shu point
¢ Point selection
® Local point, Local and distant together, and distant.
¢ Depth of acupuncture
e 1.5~3cm
¢ Needle used
diameter-0.25mm, length-40mm
Patient position : face u,
Deqi : Deqi(78.3%), No Deqi(21.4%)
Enhancement and sedation : applied(59.8%), not applied(39.7%)
Technique of enhancement and sedation : nine-six, twisting, picking
duration: 15- 20 min
stimulation : not applied, electric acupuncture
Frequency of treatment: 3times/ I week

Review of Review Board

® The process of development and the draft of the

guideline was reviewed and graded by the review board.
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Acupunctural Clinical Guideline
for Knee Pain

Acupunctural Clinical Guideline for Knee Pain

| . Outlines of Clinical Guideline —

* Objective
* Back round
* International and Domestic Clinical Guidelines on Knee pain

* Limitations

* Subjects of survey and level of evidence

* Making of clinical guideline (developers, process, verification, Funding)

II. Introduction and diagnosis of knee pain

* Definition of knee pain
* Diagnosis of knee pain

T

* Mobility rate and prevalence rate of knee pain

Husuzas

* Knee pain evaluation tool

_62_
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* Pattern Identification
* Treatment Method
* Sanitation of acupuncture

ture treatment

& upaas

Treatment based on OM Diagnosis

* Safety of acupuncture treatment

Treatment based on western Diagnosis

* Knee Osteoarthritis - patient teaching and self management / non-p
harmacological management (exercise, massage, weight control, electr
ic therapy) /invasive treatment/ OA which needs operation / acupunc

* Rhuematoid arthritis - - patient teaching and self management / non
-pharmacological management (exercise, massage, weight control, elec
tric therapy) /invasive treatment / acupuncture treatment

* Soft tissue injuries - RICE / non-pharmacological management / surg
ical treatment and non—surgical treatments / acupuncture treatment

* Other knee pain - acupuncture treatment

Consensus process of guideline development

Diagnosis - Knee pain

* Diagnosis system and diagnostic method of knee pain

® Asaresult of discussion in specialists association via Delphi

method, a definitive diagnostic system regarding knee pain is

recommended as following.

@ knee injury(&55) @ crane's-knee wind (/4 1)
® arthralgia syndrome(i;!i:ﬁ)
@ Youk Jeol Poung(FEHIN) ® gout arthritis(Jf )

evidence level : C(Consensus)
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* A survey consisted of 46 knee pain-related symptoms was
taken by 109 knee pain patients. Each patient was consulted
by three oriental medicine doctors regarding the five
symptoms with Classification and Regression Tree (CART,
Breiman, 1984) method and diagnostic method of knee pain
are recommended as follows

* Pattern identification of the knee pain

According to a survey gathered from Korean oriental medicine doct
ors (2009, 3, 26-2009, 4, 14), Specialist Association recommends u
tilization of liver Meridian of Foot Gworeum and Spleen Meridian
of Foot Taceum due to the fact that pattern identification according
to meridians and collaterals methodology is most frequently used.

evidence level : C

(Consensus)
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Western medicine diagnosis of knee
pain
® (1) Knee osteoarthritis

¢ (2) Rheumatoid arthritis
® (3) Soft tissue knee injuries

Treatment

° Acupuncture treatment

® Basic rules

® Safety

_65_
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® Treatment methods

® Due to the lack of objective evidence on acupuncture treatment
for knee pain, actual and current state of medical treatments
were comprehended by aiming oriental medicine doctors (2009,

11,23~2010 1, 9). Such effort would reflect the development
and current state of the guideline.

® Applicationsof acupuncture treatments based on real case

scenarios as below are recommended.
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® Treatments based on Western medicine diagnosis

® Acupuncture treatment of knee osteoarthritis

. evidence level : A
Electro-acupuncture, traditional acupuncture, and other acupunctur| . .
(Systemaitc Revie

¢ treatments are recommended as effective and safe treatments.
w, RCT)

® Acupuncture treatment of Rhuematoid arthritis

Electro-acupuncture treatments for Rhuematoid arthritis are reco|
evidence level : A

(RCT)

mmended as effective. However, the quality & amount of the studie

s is limited and further research is highly recommended.

® Acupuncture treatment of soft tissue injuries

Traditional acupuncture and electro-acupuncture treatments for knee s
oft tissue injuries are recommended as effective. However, the quality of|evidence level : C(
the studies is limited to case studies and further research is highly reco|Case study)

mmended.

® Other knee pain that is difficult to determine

Further research on effects of acupuncture post-total knee replacement

operation is recommended due to mixed results

Acupuncture treatments for patellofemoral pain syndrome patients are|
P P pain sy P evidence level : A(

recommended as effective; however, further research is required due to RCT)

lack of number of studies.
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Verification of clinical guideline and
education

Clinical study

® Clinical study to Verify the draft of acupuncture clinical

guideline for Knee pain

o
==l

T-= 0|
Of=ZMI2?

28 EX(3153) 2 X2
AT 2H B Y
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K-J Workshop in ICOM 2012 Seoul

Tentative Development of Evidence-Based Clinical Practice Guideline of
Acupuncture Technique for Chronic Low Back Pain in Japan

Takashi OTSUKI, Shoko MASUYAMA, Hitoshi YAMASHITA
Graduate School of Health Sciences, Morinomiya University of Medical Sciences

Osaka, Japan

We tentatively developed an evidence-based -clinical practice guideline of
acupuncture technique by comparing different acupuncture treatment methods, using
published results of randomized controlled trials (RCTs). In this task, we had to start
from the premise that acupuncture is effective for a condition for which the guideline is
developed. Therefore we chose chronic low back pain, for which acupuncture is already
concluded to be “more effective for pain relief and functional improvement than no
treatment or sham treatment” in Cochrane Database of Systematic Reviews (2005).

First we searched for the relevant RCT papers with using PubMed and Ichushi
(Japana Centra Revuo Medicina) Web, and then we also conducted hand-searching of
the relevant literature of our own files. We included only RCTs comparing different
style of acupuncture for chronic low back pain lasting for more than 12 weeks.
According to a common idea of Japanese acupuncture, we regarded “sham acupuncture”
group as “superficial acupuncture stimulation” group or “shallow needling” group, and
included RCTs using such control groups. We excluded RCTs which compared
acupuncture with treatment other than needle acupuncture such as pharmaceutical
drug, injection, physical therapy, transcutaneous electrical nerve stimulation, manual
therapy and laser acupuncture. We also excluded RCTs for low back pain in pregnancy,
and those on auricular acupuncture. As for duplicate publications and parallel
publications, full paper or detailed report was prioritized.

As a result, 21 RCT papers were located. Of these, 13 RCTs were conducted in
Japan. Using these 21 RCT results, we could set eight clinical questions: shallow vs.
deep needling, short-term vs. long-term treatment, insertion vs. non-insertion,
acupoints vs. trigger points, tender vs. trigger points, local vs. remote point location,
individualized vs. standardized treatment, and manual needling vs. electroacupuncture.
For these questions, we could prepare tentative answers with showing level of evidence.

This prototype guideline is insufficient and has several problems in some aspects.

We hope to have a deep discussion in the present workshop.
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Tentative Development of
Evidence-Based Clinical Practice
Guideline of Acupuncture
Technique for Chronic Low Back
Pain in Japan

Takashi OTSUKI, Shoko MASUYAMA, Hitoshi YAMASHITA

Graduate School of Health Sciences, Morinomiya
& University of Medical Sciences, Osaka, Japan

@
y 4

JSAM

Objective

To find problems in developing a clinical
practice guideline (CPG) of acupuncture, we
tentatively developed a guideline of
acupuncture technique as an extension to an
evidence-based CPG for chronic low back pain.
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Process Flow Diagram

Database search Hand search
Database: PubMed, Ichushi Web Source: relevant literature of our own files

Key word : acupuncture, back pain
Field : title  Limit: RCT

v

Inclusion Criteria

RCT comparing different style of acupuncture for chronic low back pain lasting for more than 12 wks.
Exclusion Criteria

RCT comparing acupuncture with treatment other than needle.

Low back pain in pregnancy. Auricular acupuncture.

Duplicate publications and parallel publications (Full paper or detailed report was prioritized).

| Data extraction from included RCT papers |
| Setting of possible clinical questions |
| Answer, level of evidence, grading |

| Listing of problems and limitations |

Level of Evidence

Systematic review or Meta-analysis of RCT with a
sample of 100 subjects or more

RCT with a sample of 100 subjects or more

Systematic review or Meta-analysis of RCT with a
sample of less than 100 subjects

RCT with a sample of less than 100 subjects

A W N R

Levels 5-8 do not apply in the present study
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Strength of recommendation
| Grade | Definiton | Supplemental explanation |

" Strong evidence to support a There are more than one piece of strong

recommendation for use evidence (level 1-4).
Moderate evidence to There is one piece of strong evidence
B support a recommendation (level 1-4), or more than one piece of
for use moderate evidence (level 5-6).
Insufficient evidence to Evidence is lacking or conflicting.
| recommend for or against
use

Grade C, D do not apply in the present study

Result: literature search

62 papers identified from database
searches
(56 with PubMeld, 6 with Ichushi Web)

10 papers identified
from hand search

Excluded papers (51 in total):
Control group is not needle acupuncture (43)
Acute low back pain (2)
Auricular acupuncture (2)
Low back pain in pregnancy (1)
Duplicate publications (1)
Parallel publications (2)

21 RCT papers included in this study
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10
11
12
13

14

i
16
17
18
19
20
21

Title

A randomized trial comparing acupuncture, simulated acupuncture, and usual care for chronic low back pain.

Different frequencies of acupuncture treatment for chronic low back pain: an assessor-blinded pilot randomised controlled
trial.

German Acupuncture Trials (GERAC) for chronic low back pain: randomized, multicenter, blinded, parallel-group trial with 3
groups.

Relief of low back pain immediately after acupuncture treatment--a randomised, placebo controlled trial.

Effects of trigger point acupuncture on chronic low back pain in elderly patients--a sham-controlled randomised trial.
Acupuncture in patients with chronic low back pain: a randomized controlled trial.

Trigger point acupuncture treatment of chronic low back pain in elderly patients--a blinded RCT.

Correlation between the number of sessions and therapeutical effect in patients suffering from low back pain treated with
acupuncture: a randomized controlled blind study.

Does acupuncture improve the orthopedic management of chronic low back pain--a randomized, blinded, controlled trial with
3 months follow up.

Acupuncture treatment of chronic low-back pain -- a randomized, blinded, placebo-controlled trial with 9-month follow-up.
Acupuncture for Chronic Low Back Pain : A Randomized Placebo-Controlled Study With Long-Term Follow-Up

BRI BIREA DHEDRIAREDZNCLDARNRDIE T4 LMELLEERER

S LMELERBRE AV B R E OBEERICH T AN A—RAUMEAROEREORE

BEE OREEEBE ST SN AR MIARDHA
R—f LISFES BRI A—RA Vb EERRDRIHZRDELNDNT

BRI T BAR BHEBEIC A= SERSS AL EHE

WRLUNEUT L3 BEOBEBRIHT SMRABAL

ARV RE LB 3 BHARDIE — R —AA AR O R Rl BT HiRE—

{R BB BB E R R LI F— A o ARRE R RUA R LB R AR — B E OISR S 5 F AT —
IS B AL M=5 5 AL R (5280)

RCTIZ & BB DA R LB RHON R L8 RCTs in red letters were
BT BBHE RS04 AL BRRORA ERNE R L

First author
(Publication Year)

Cherkin DC (2009)

Yuan J (2009)

Haake M (2007)

Inoue M (2006)
Itoh K (2006)
Brinkhaus B (2006)
Itoh K (2004)

Ceccherelli F (2003)

Molsberger AF
(2002)

Leibing E (2002)
Carlsson CP (2001)
BEAREF (2012)
FHEEF (2009)

FEHEF (2006)

SAI#ESE 2 (2006)
5 R2:70 (2004)
FIER X (2006)
& H 2 F (2006)
F £33 (2001)
FrEZEF (2001)
F £ (2000)

Clinical Questions Developed from 21

RCT papers on chronic low back pain

CQ 1. Which is more effective: deep or shallow needling?

CQ 2. Which is more effective: short-term or long-term treatment?

CQ 3. Which is more effective: insertion or non-insertion?

CQ 4. Which is more effective: acupoints or trigger points?

CQ 5. Which is more effective: tender points or trigger points?

CQ 6. Which is more effective: local or remote point location?

CQ 7. Which is more effective: individualized or standardized

treatment?

CQ 8. Which is more effective: manual needling or

electroacupuncture?
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Clinical Question

BRI L CRRISERITEE LM H LM ?

E:3 0]
RREZRITRELLABERMRICEBNTOSATFEHIA TG, LY ZDRCTTHEDHEEZABHONTLAEN, ZRIDIEFS
HENTNBENSRCTIFIRESN TLEL,

i)
E AR (S-40mmFIA) | BETARE (1-3mmBIA) | BREARE LELUZRCTTIE, EOHARBLASARBORMICERLEE
FHHNIEA DT, (EV level 2)
FIGE (RIAREXBE ) | ShamBf (BEOBAEBUGVEE., FR4L)  FARBELEUIRCTTIE, RISEE LshamBEORI<H
BREEHLNGEMNST2, (EV level 2)
BREGCAR. M H—RAUNRRIEE 20mm, £1K) . M) H—RA UM EFIE Gmm, 107 B ) & LB LIZRCTTIE, M)A —RA~EH]
BIZHLITVAS, RMOAME O AFRICHE AR TRYRELA, EHOBMICITHELENGA 123, (EV level 4)
FIABE (1-10cm) . ShamB (10mm A $ENANS10-20mmBE = fE1EL) . BER A RIORFAUE B LB L7-RCT TS, S5 ABEASSham
BEYABICHELIZ(EV level 2)
(ARROSLAREE, ShamBE GRRIEE) | BPHUARE LB LRCTTIL, (EHAMIAR LSham Bt GRRIB) ZLLELI-BER. AR EGH
27125 (EV level 4)
R LR R BEE LB LUIRCTTIEE R B I R BO AN HBISHE L0 (EV level 4)

Xk

1) Haake M, Muller HH, Schade-Brittinger C, et al. German Acupuncture Trials (GERAC) for Chronic Low Back Pain. Arch Intern Med. 2007;167
(17):1892-1898.

2) Brinkhaus B, Witt CM, Jena S, et al. Acupuncture in Patients With Chronic Low Back Pain : A Randomized Controlled Trial. Arch Intern Med.
2006;166(4):450-457.

3) Itoh K, Katsumi Y, Kitakoji H. Trigger point acupuncture treatment of chronic low back pain in elderly patients--a blinded RCT. Acupunct
Med. 2004;22(4):170-177.

4) Molsberger AF, Mau J, Pawelec DB, et al. Does acupuncture improve the orthopedic management of chronic low back pain--a randomized,
blinded, controlled trial with 3 months follow up. Pain. 2002;99(3):579-587.

5) Leibing E, Leonhardt U, Késter G, Acupuncture treatment of chronic low-back pain -- a randomized, blinded, placebo-controlled trial with 9-
month follow-up. Pain. 2002;96(1-2):189-196.

6) BAET. [BRICH T DEB~DHORAREDZVICLDAB/HRNEE S5 AMELLBHR. £ BAFAFRME
2011;61(3):208-217.

Clinical Question 1

Which is more effective: deep or shallow needling for

chronic low back pain?
Grade

Deep: A
No difference: A
Summary Shallow: |

Conflicting evidence.
No evidence for superiority of shallow needling.

The number of RCTs
No significant difference in 4 RCTs (Level of Evidence: 2 x 2 papers, 4 x 2 papers)

deep > shallow in 2 RCTs (Level of Evidence: 2 x 1 paper, 4 x 1 paper)
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Clinical Question 2

Which is more effective: short-term or long-term
treatment for chronic low back pain?

Grade
Short-term: |
No difference: B

Summary
Long-term: B

Conflicting evidence.
No evidence for superiority of short-term treatment.

The number of RCTs
No significant difference in 1 RCTs (Level of Evidence: 4 x 1 paper)

long-term > short-term in 1 RCTs (Level of Evidence: 4 x 1 paper)

Clinical Question 3

Which is more effective: insertion or non-insertion for
chronic low back pain?

Grade
Insertion: A
No difference: A
Summary Non-insertion: |

Conflicting evidence.
No evidence for superiority of non-insertion.

The number of RCTs
No significant difference in 2 RCTs (Level of Evidence: 2 x 1 paper, 4 x 1 paper)
insertion > non-insertion in 5 RCTs (Level of Evidence: 2 x 1 paper, 4 X 4 papers)
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Clinical Question 4

Which is more effective: acupoints or trigger points for

chronic low back pain?
Grade

Acupoints: |
No difference: |
Trigger points: B
Summary BEEr P
Trigger points may be more effective than acupoints.
(Conflict of interest and possible bias of treatment skill: the
authors of the relevant RCTs are researcher of trigger points.)

The number of RCTs
trigger points > acupoints in 1 RCTs (Level of Evidence: 4 x 1 paper)

Clinical Question 5

Which is more effective: tender or trigger points for

chronic low back pain?
Grade

Tender points: |
No difference: B
Summary Trigger points: A
Conflicting evidence.

No evidence for superiority of tender points.

The number of RCTs
No significant difference in 1 RCTs (Level of Evidence: 4 x 1 paper)
trigger points > tender points in 2 RCTs ( Level of Evidence: 4 X 2 papers)
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Clinical Question 6

Which is more effective: local or remote point location
for chronic low back pain?

Grade
Local points: |
No difference: B

Summary Remote points: |

No difference.

The number of RCTs
No significant difference in 1 RCTs (Level of Evidence: 4 x 1 paper)

Clinical Question 7

Which is more effective: individualized or
standardized treatment for chronic low back pain?

Grade
Individualized: |
No difference: B

Summary Standardized: |

No difference.

The number of RCTs
No significant difference in 1 RCTs (Level of Evidence: 2 x 1 paper)
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Clinical Question 8

Which is more effective: manual needling or
electroacupuncture for chronic low back pain?

Grade
Manual: |
No difference: B

Electroacupuncture: |
Summary

No difference.

The number of RCTs
No significant difference in 1 RCTs (Level of Evidence: 4 x 1 paper)

Problems in the present tentative CPG

1. Little evidence, no meta-analysis, and low-quality RCTs.
2. Perhaps not practical because PICO is not clear:

P (patient): Not specified other than chronic low back pain.

I (intervention): Detailed method is not described.

C (comparison): No proof that acupuncturists of RCTs were not
necessarily skilled experts in both techniques.

O (outcome): Not uniform other than VAS on pain.
Conflict of interest in some specific techniques.
Lax standard of grade and level of evidence.
Japanese-style and TCM-style are mixed.

External evaluation and validation not performed.
No assessment on the safety of each technique.

No v kW
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Conclusion

Tentatively we could develop an evidence-based clinical
practice guideline (CPG) of acupuncture technique as
an extension to CPG for chronic low back pain.

In our method, we need the premise that there is good
evidence for the efficacy of acupuncture.

* e.g. for chronic low back pain, evidence of the effectiveness is
shown by systematic reviews and meta-analyses.

Many problems that need to be solved were found.

At the current moment, our tentative CPG is not
practical.

In the future, higher-quality RCTs which clearly answer
clinical questions (or PICO) or alternative methodology
in developing CPG is needed.
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Developmen

Acupuncture Clinical

Back greund
" [[ Oblective and process

Results of stage 1

s Literature Review

+ Diagnosis — Pattern Identification (Survey)

+ Diagnosis — KM diagnosis System (Survey and Clinical
Study)

* Treatment (Survey)

plans for stage 2

T
X
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Background

Increase of Elderly Patients
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Background

2007 Top Conditions for Health Insurance Payment to Oriental Medicine Clinics and Hospitals.

(hundred million ) 100 200

S a  ——
Low Back pain [—————— &%
Shoulder Pain ———__________J0

Paralysis )
swelling of Knee &I

Headache W e

— O loskeletal
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Stomachache W EEg disorders
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www.acumoxa.or.kr

Background

“Clinical guideline is a effect tool to
maintain consistency of acupuncture treatment

and narrow the gap between clinical practice
‘_and scientific evidence.

T
iy

Standardized ghe Contribute to
Treatment Health and
Well-being
ESLEEFRE S35 A
NN doxsa
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BJECTIVES AND
ROCESS

Objectlves and Process

+ To Develop acupuncture clinical guidelines for
Low Back Pain by organizing a clinical
guideline expert committee.

JooeaTas KHIDI :

st A
SEHED]
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Clinical Guideline
| _Development Committee } . J
Specialists of
Musculoskeletal Disorders
Low Back Pain

Kyung Hee University l Dong-guk University
Oriental Medicine College Oriental Medicine College

Knee Pain

Kyung-won ™ Semyung
University ) ‘ University

Won-Gwang University
Oriental Medicine College

Development of acupuncture

clinical guideline for
muscilaskeletal disorders

" Different Scientific Approach of KM
Lack of Well-Designed RCTs
Various Diagnosis Systems of KM
Various Treatment Methods of KM )

tyatalTats| KHIDI 5

www.acumoxa.or.kr
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Lack of Well-Designed RCTs

Efforts to search domestic and international studies/
Level of recommendation was adjusted

[ Various Diagnosis Systems of KM ]
Survey on pattern identification, diagnosis system,
Delphi committee of specialists, pre-clinical study on patients.

[ Various Treatment Methods of KM W

LSurvey of KM Clinicians.

ESULTS OF STAGE 1
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of . Literature te ment of Clinical
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Researcher Review Clinical Guideline
and Study
s . Chart
Review
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Review Board
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« Specialists of Clinical Guideline
Development Methods were

invited to speak at our work-
shop.

Conclusions

« Decision made to develop
clinical guideline based on AGRE

E, a clinical guideline assessme
nt tool.
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Education of Researchers

ﬂM -

Numerous Workshops —

» Numerous workshops to educate the
methods of clinical guideline development
and the assessment tool, AGREE were held.
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mmm Traditional and Recent Texts of KM

+ In order to establish standards of KM diagnosis and treatment

s Search of Scientific Studies

+ In order to establish evidence for acupuncture efficacy

,— Related Clinical Guidelines |

l_ Assessment of Evidence Level

e KHIDI $333

xts

S

Classics
. (18) .

and Acu
points
S (A7)

List of Traditional and
Recent Texts to be
reviewed(112)

Acupuncture
&

Moxibustion
(48) s

theta e

www.acumoxa.or.kr
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Literature Review -
Scienti

« Articles up to Jan, 2010.
« Mainly PUBMED (http://www.pubmed.com) was searched.

« Korean, Chinese, Japanese databases were searched.

« Review studies and guidelines were also searched.

« Low Back Pain : acupuncture electroacupuncture, AND back
pain, lumbago, spine, disc, steonosis etc.

Check List Form.

cHeta T4t

www.acumoxa.or.kr
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Literature Review - Clinical

Guideline
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Clinical guideline
for the diagnosis
and management
of early rheumatoid

arthritis
\ 5 ugust 2009
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MANAGEMENT OF

AGUTE MUSCULOSKELETAL

T ) PAIN

Guideline for
the non-surgical
management
of hip and knee
osteoarthritis
1aly 2009
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Assessment of Level of
Evidence ..

- M st

0

o,
e

Level of Evidence

Description of Evidence

Evidence with a
high deeree of
reliability

Studies that use well tested methods to make comparisons in a fair way
and where the results leave very little room for uncertainty.
Trial design: usually Level 1 studies are systematic reviews or large.
highquality r controlled studies.

NZGG :
Complementary and

alternative

Evidence with
reliability but open
to debate

Studies that use well tested methods to make comparisons in a fair way
but where the results leave room for imcertainty (for example, due fo the
size of the study. losses to follow—up or the method used for selecting
groups for comparison).

Trial design® usually Level 2 studies are systematic reviews without
consistent findings, small randomised controlled trials. randomised
controlled trials in which large numbers of participants are lost to
follow—up, or cohort studies.

medicines grading
system and ?

Some evidence
without a high
degree of reliability

because the studyv design does not
guarantee that fair comparisons can be made.

Trial design: usually Level
case—control

Studies where the results are doubtful

3 studies are systematic reviews of
studies or individual case—control studies.

Brosseau L :

Clinical practice

Some evidence
but based on
studies without
comparable groups

Studies where there is a high probability that results are due to chance
(for example because there is no comparison group or because the groups
compared were different at the outset of the studyv).

Trial design® usually cohort or case—control studies where the groups
were not really comparable, or case—series studies.

guidelines for

acupuncture

Evidence Classification of Evidence

Levels

Level I

Level IT

&%}%ﬁﬁ/ﬁé)anel)

w acumoxa.or.kr

Randomized controlled trials

Nonrandomized studies
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Level of Recommendation
Modified version of
Clinical practice guidelines for acupuncture Level of Recommendation was
adopted.
Steength  of
Recotmmetdar Level of Evidence
ion
A Exidence from one or more randomized controlled rrials (RCTs) of a sraristically significanz, clinically imporrant
benefic
B Sravistcally significant, clinically important benefit, if the evidence was from observational studies or controlled
clinical toaly {CCTs)
C+ Evidence of clinical importance but not staustical significance
Interventions where an approprate cutcome was measured in a study that mer the inclusion crteda, but o
¢ clinjcally important difference and no statistical significance were shown
Consensus of experts*(Reserved for important clinical situations in which the Pane]l achieved consensus on the
recommendation in the absence of relevant randomized conrrolled rrials )
Dt Evidence from one or more randomized controlled toals of a stausucally significant benefit favoring the control
group
D Evidence of clinical importance withour stausucal significance
D Evidence from one or mote randomized concrolled zdaly of a clinically important benefic thar was statistically
‘A/‘ C significant, where the number of participants in the study is equal t or higher than 100 st g A
A XIS
*recommendrions of AHCPRiAgency for Heabhcare poliy snd reseacch) wete caken foro tefercnce. st

KM diagnosis
« Pattern identification

« Literature Review and survey
« Diagnosis system

« Literature Review and survey / Delphi committee

Acupuncture Treatment Methods
» Treatment according to KM diagnosis

« Literature Review and survey

« Treatment according to western diagnosis

« Literature Review / Level of evidence and recommendation assessed

)
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+  E-mail survey

— Objective : Find out which pattern

identification methods are widely applied in
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clinical practice.

— Date : 2009.3.26 -2009.4.29
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— Subjects : 75 members of Korean Society of

Acupuncture and Moxibustion
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+ Meridian pattern identification was the most popular OM diagnosis
system. (Spleen, Bladder and Governor meridian) Next was five organ
pattern identification (Kidney Yang deficiency, Kidney deficiency)

& 5 n 3
n »
5 % 0 B
5], 2 i
" I
M

5 B 0 s
»

5
5

0
0

W@ W w o LI

oHahElTals| KHIDI 55

www.acumoxa.or.kr

_95_



Survey (KM Diagnosis)
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r—{ Abstract

E-mail Survey for Developing Clinical Guideline
Protocol on Acupuncture Treatment for Low Back Pain

Lee Sevng-hoon’. Nam Dong=woo”, Kang Jung=rwou”, Kim Eun-jung™, Kim Hrun-rook™,

‘Song Ho-sueb™*, Kim Sun-woong™*, Kim Kap-sung™, Lee Geon-mok™ and Lee Jae~dong™

‘Dept. of Statistics, College of Natural Science, Dongauls University

‘Objectives - This suvey was done in crder 10 find out how Korean medical doctors derive patern
dentiication for seupunctuTe prescriptians in treating Jow bark i in real clnical practioe
The suvey questionnsire was develsped by the committee of experts who mar in
acpunctre & modbusion o sutisics o scupuncture cliical wial protocol developmens. The
questicnnaires were disritned via el to 75 mermbers of Korean Acoprnceure & mosbustion society
from Mearch 26tk 0 April 140 in 2009 57 mesmbers complete] answers, and the computerized dhta were
e by SPSS 170 satistia] program:
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AN olAE, HERAN FURT D)5 LUA AAAZY PHER 1R
Tel, 02-955-0208 E-mail ¢ ldacu@khume.orkr
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Survey for Establishing

Pattern identification System

« Subjects : Professors of OM college, e maE M
Er et g2
Department of Acupuncture & ﬁ%:,f,u‘; Mg ws]
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+ Contents

+ Reason for pattern selection

+ Standard of pattern identification

+ Patterns that should be considered
+ Date

« 2009.5 ~ 2009. 8
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Consensus of Specialists o
Sys

g

+ Based on results of literature
review Delphi committee was he
Id.

+ Main symptoms were selected
as standards of diagnosis.

Recommendation of KM Diagnosis of low back pain

+ Low back pain : @ kidney deficiency 2 dampness 3) coldness @ ki &)
blood stagnation & phlegm @ dyspepsia & wind @ heat and dampness
1 other

tyatalTats| KHIDI

www.acumoxa.or.kr

Clinical Application of de

T

« To test the established draft of diagnosis system in clinical pr
actice and obtain bases for modification.

 Low Back pain — Kyung Hee university, Kyugwon university

— BRELE

+ 2010.3-2010.5

Method

« Standard study guideline for researchers was established

« Patients were surveyed and the diagnosis results were analyzed

qA; CHstal atks|
www.acumoxa.or.kr

_97_




Clinical Application of de
diagnosis system pilot s

T
/{ Low Back Pain ~

« Diagnosis Consistency ; kappa value 0.9110 (p<0.0001) — high

* The KM low back pain questionnaire showed low correlation with VAS,
and SF-36.

* KM low back pain questionnaire showed relatively high correlation
with RMDQ (0.58, pearson correlation: p<0.0001).

> The OM low back pain questionnaire is more focused on assessing

functional disorders than pain.

- J

qA. et Tt KHIDI 556

www.acumoxa.or.kr

Clinical Application of de

diagnosis system pilot s
o

- (1) Parametric Methods
@ Linear Discriminant Analysis ( 1936) /Quadratic Discriminant Analysis (QDA)
@ Diagonal Linear Discriminant Analysis (DLDA) / Diagonal Quadratic Discriminant Analysis
(DQDA) (Dudoit et al, 2002)
(2) Nonparametric Methods
@ Support Vector Machines (SVM, Vapnik, 1995)
@ K-Nearest Neighbor Classification (KNN)
® Chi-squared Automatic Interaction Detector (CHAID)
@ Classification And Regression Trees (CART, Breiman, 1984)
(® QUEST, C4.5 etc.

(s the region of pain |
EDHS\StEnU 5

Doyou feel chest | [1s the back pain )
dscomforT<ls allevisted after rest?<15 ‘

(Do you have Does your eyes (Do you feel numbness | “Doyour body feel swollen at |
menstrua\ pam 15 [ huriz<1.5 [ on the lower hmb7 15 vepeat?d\y 15
Doyou feel EEel (Do you feel (15 he (Dlw o feces Camp
r{ confinuous blunt pam El | corfnuousbun pan

inthe back<L5 inthe back<2.

Doyou have DDEsyDu \Eg feel stiff | Insufficiency
dizziness?<2.5 an tense? <3 of kidney-
\ yin
Insufficiency E Blood
of hdney ness stasis
and shoulders? <2

B insufficiency
[l of kidney-
o yin

feel tight?<1.5

ﬂnuyou leg muscles ‘ | Isths (DIDr fos[ss I

" Doyou have stiffness
and discomfort of neck

By
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Survey - Treatment
—
B Pronesvey

« Random sampling for visited survey

mmmw  Visited Survey

« objectives : In order to gather opinions of KM doctors and modify the guideline draft
to meet the clinical needs.

« Date : 2009.11.23~2010.01.09

« Subjects : 288 KM doctors with more than 5 years of clinical experience.

- ZARBCE A2 N9 BlA BE 014 JAK 20068
oie 2889

S HEA BoAEE 2w 8%

At £4.3% EOE

WA~FFE (D),

xRt Y 2. V(B

e KHIDI $333

Survey - Treatment

Anatomic

[ Low Back Pain }
Jeouaras KHIDI 3333
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s Low Back Pain ‘T‘M ~

Diagnosis : Area of pain, pain character, history taking,
swelling or curvature of back, ROM, the cause of pain
reduction and increase, tender point.

Acupuncture : Sa-Am - Ashi - anatomical — five shu
point

Point selection : Local point, Local and distant together,
and distant.

Depth of acupuncture : 3~6 cm

Needle used : diameter-0.25mm~0.30mm, length-40mm
Patient position : face down, sideways

Deqi : Deqi(78.2%), No Deqi(20.51%)

Enhancement and sedation : applied(66.24%), not
applied(33.3%)

Technique of enhancement and sedation : nine-six,
twisting, picking

duration: 15- 20 min

stimulation : not applied, electric acupuncture
Frequency of treatment: 3times/lweek

)
e KHIDI $5%
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Acupuncture Clinical

o S P
o

Erumema

o oz

cHeta T4t
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Guideline-.. S5

=
//////

Contents of Clinical Gui

e E
= Acupunctural Clinical Guideline for Low Back Pain

|

wwwww

w1 . Outlines of Clinical Guideline

* Objective

* Back round

« International and Domestic Clinical Guidelines on Low Back Pain
« Limitations

« Subjects of survey and level of evidence

» Making of clinical guideline (developers, process, verification, Funding)

II. Introduction and diagnosis of Low Back Pain

« Definition of Low Back Pain
+ Diagnosis of Low Back Pain
» Mobility rate and prevalence rate of Low Back Pain

«» Low Back Pain evaluation tool

cHeta T4t
www.acumoxa.or.kr
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Contents of Clinical Gui

II. Treatment of Low Back Pain m—

mmmmw  'reatment based on KM Diagnosis

« Diagnosis system and method of diagnosis
« Differentiation of syndromes for Low back pain
« Sanitation of acupuncture

« Safety of acupuncture treatment

mam  [reatment based on western Diagnosis

« (1) Degenerative Disease of the spine (2) Paget's disease (3) Scheuermann's kyphosis
* (4) Scoliosis (5) Spondylolisthesis (6) Spinal disc herniation (HIVD)
« (7) Spinal stenosis (8) Compression Fracture  (9) Myofascial pain syndrome

* (10) Lumbar sprain & strain  (11) Cauda equina syndrome (12) Ankylosing spondylitis

« (13) Spinal tumor (14) Osteoporosis (15) Low back pain syndrome
Consensus process of guideline development
T LG [T ] et

www.acumoxa.or.kr

(® Lumbago due to Insufficiency of kidney-yin

@ Lumbago due to Phlegm-dampness

® Lumbago due to Retention of undigested food
@ LBP of Bad blood stasis

® Lumbago due to Ki

(® Lumbago due to dampness

@ Lumbago due to Damp-heat

Lumbago due to Cold

©® Lumbago due to Wind

Other types of Lumbago

‘A;EH?_*EI-T‘*-’.*EI KHIDI

www.acumoxa.or.kr
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Treatment

™

— Basic ruIes

1. Between patients, hands must be washed.
2. Always use sterilized needles.

3. Treatments must be administered in sterile areas. |level
4. Hands must be washed in case of contamination
5. Used needles must be quarantined. C(Consensus)

Evidence

— Safety

Evidence

An appropriate acupuncture treatment by an KMljlevel:
doctor can be recommended as a safe treatment.

A(Systematic
Review)
e KHIDI £33

1. Differentiation according to the theory meridians and collaterals is the most
frequently used differentiation method of syndromes.

2. Area of pain and description of the pain, information obtained by pulse feeling
and palpitation, degree of thoraco-lumbar swelling & incurvation, lumbar spine
ROM, history of pain, the patients usual factor and etc., are main diagnosis
standards.

3. Frequently used acupuncture methods, in order of high frequency, Saam-
chimbeop - ashihyeol(Ashihyeol-chimbeop) - five Su points five points-chimbeop -
acupuncture based on anotomical structures.

4. Both the normal, and the ill side of the patient are mix treated.

5. The most frequent used needling depth is about 1.5-3cm, needle thickness
0.25mm, needle length 40mm and the prone position is the most frequent used
position for acupuncutre treatment.

6. De-gi and tonification-purgation are frequently performed and most of the
acupuncture treatment had a duration time of over 15 minutes- below 20 minutes.

Most patients were treated 3 times a week, and the treatment period for acute low
back pain was under 1 week, and for chronic neck pain (in pain for over 3 months)
were over 3 weeks and under 5 weeks.

Evidie
nce
level :
C(Con
sensu
s)
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Treatment

the spine

Electrical acupuncture, acupuncture, and
other acupuncture treatments are
recommended as effective and safe | Evidence
interventions for treating degenerative level : C
disease of the spine. But more studies | (Case study)
supporting the effects and safety of these
interventions are in need.

Jozaras KHIDI &::6

Treatment

Electrical acupuncture, acupuncture, and other
acupuncture treatments are recommended as
effective and safe interventions for treating
Scoliosis. But more studies supporting the
effects and safety of these interventions are in
need.

Evidence
level : C
(Case study)

oL
I'Er!

A chetaTats] KHIDI 332
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Treatment

///////
e

« Acupuncture for HIVD

 Acupuncture for Spinal stenosis

Electrial acupuncture, acupuncture and |Evidence
other acupuncture treatments arelevel: A (RCT,
recommended as effective and safe cct, case
treatment interventions. study)
e KHIDI £33
Treatment

= wm;:::;:::;“:.;W:_:::;:

Electrical acupuncture, acupuncture, and other
acupuncture treatments are recommended as
effective and safe interventions for treating
Spinal stenosis. But more studies supporting
the effects and safety of these interventions
are in need.

Evidence
level : B (CCT,
Case study)

T
Noixlg

[r-]

rery

-105-




Treatment

T

« Acupuncture for Compression Fracture

Electrical acupuncture, acupuncture, and
other acupuncture treatments are
recommended as effective and safe  Evidence
interventions for treating Compression level : B (CCT,
fracture. But more studies supporting the | Case study)
effects and safety of these interventions
are in need.

e KHIDI £33

Treatmen

et

« Acupuncture for Lumbar sprain & strain

Electrical acupuncture, acupuncture
and other acupuncture treatments
are recommended as effective and
safe treatment interventions. for
treating Lumbar sprain & strain.

Evidence

level : A
(RCT, CCT,
Case study)

e KHIDI £33
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Treatment

e

 Acupuncture for Spinal tumor

Electrical acupuncture, acupuncture,

and other acupuncture treatments . ... ..
are recommended as effective and| -0 ™"
safe interventions for treating Spinal (Case
tumor. But more studies suPportlng study)

the effects and safety of these y
interventions are in need.

Jyopazas KHIDI 33
geasment

e
a

« Acupuncture for Low back pain

Pz

syndrome

Electrical acupuncture, acupuncture, and IEG\\//lglenceA
other  acupuncture treatments are (RCT :
recommended as effective and safe CCT.
interventions for treating Low back pain ’
syndrome Case

' study)

KHIDI &:4:6
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Treatment

Wwwﬁw WWWWWWWWWW

Scheuermann's kyphosis, Myofascial pain
syndrome, Cauda equina syndrome,
Ankylosing spondylitis, Osteoporosis,

Electrical acupuncture, acupuncture, and other
acupuncture treatments are recommended as
effective and safe interventions. But more
studies supporting the effects and safety of
these interventions are in need.

JrdeaTas KHIDI &35

Verification of clinical guid
education..

o

o

///////
e

-----
R e, [ ARNENE S9N 1 E—

KHIDI &5
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- —

Scope and The overall objective%f”fhewguidelime«i&sgéaﬁé"éﬁ;%;cribed.

Purpose The clinical question(s) covered by the guideline is(are) specifically described.
The patients to whom the guideline is meant to apply are specifically described.

STAKEHOLDER The guideline development group includes individuals from all the relevant
INVOLVEMENT  Professional groups.

The patients’ views and preferences have been sought.
The target users of the guideline are clearly defined.

The guideline has been piloted among target users.

RIGOUR OF Systematic methods were used to search for evidence. / The criteria for J

selecting the evidence are clearly described. /The methods used for formulating

DEVELOPMENT the recommendations are clearly described./ The health benefits, side effects and
risks have been considered in formulating the recommendations. /There is an
explicit link between the recommendations and the supporting evidence. / The
guideline has been externally reviewed by experts prior to its publication./ A
procedure for updating the guideline is provided.

CLARITY AND The recommendations are specific and unambiguous. /The different options for
management of the condition are clearly presented./Key recommendations are
PRESENTATION easily identifiable./ The guideline is supported with tools for application.

APPLICABILITY The potential organisational barriers in applying the recommendations have been
discussed./ The potential cost implications of applying the recommendations have
been considered./ The guideline presents key review criteria for monitoring
and/or audit purposes.

oHahElTals| KHIDI 55

acumoxa.or.kr
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* Pilot study

* Multi centered clinical trial

Ve.fy safety
and efficacy
of acupuncture
treatment

culoskeletal

I'ify the
. clinical guideline
Multi ce draft and
blinded randomi: Obtain bases for

clinical trial modification

JJroieaTas KHIDI 35

M/ *************************************** —

mmm Clinical Trial

* Pilot study to verify the draft of acupuncture
clinical guideline for Low back pain

+ Some acupuncture methods such as Saam acupu
ncture or Dong-xi acupuncture which lack scientifi
c evidence will also be studied through pilot studi
es.

tyatalTats| KHIDI &5

www.acumoxa.or.kr
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Acupunctural Clinical Guideline for MUsculoskeletal pain
— neck pain, low back pain, knee pain —

Hong Kwoneui(Daejoen university)
Nam Dongwoo(Kyeonghee university)
Kim Eunjung(Dogguk university)

A. Purpose and background of research

Clinical guidelines are effective tools to bridge the gap between a physician’s
practice in clinical settings and a scientist’'s research in a lab. During the past
decade, such guidelines have been fervently developed and advocated to act as
convenient tools and guidances for clinicians in improving quality of care,
implemented into science labs for clinical researchers, and used as blueprints for
government officials in public health care. Yet such guidelines related to

acupuncture and traditional medicine are rare and hard to find.

At the present, the percentage of patients making up the top ten most—frequently
visited out—patient list at an oriental medical Thospital are those with
musculoskeletal pain: low back pain, neck, and knee pain.

However, in practice, many of the oriental medical doctors are relying primarily on
their

personal experiences and skills for management of these patients which is
unfortunately bringing about a very unsystematic and unstandardized diagnostic
and treatment process, and leading to a  wide variation in treatment modalities

and effectiveness.

Therefore, it 1is crucial to develop an acupunctural clinical guideline through
extensive literature research, questionnaires, and discussion among experts for

musculoskeletal disorders/diseases related to the cervice, lumbar, and knee joint.

Under the auspices of the Korea Health Industry Development Institute, The Korean
Acupuncture and Moxibustion society has formed a committee to develop such

acupunctural clinical guideline 2010 for neck, low back, and knee pain.

The purpose of this study is to formulate an appropriate acupunctural clinical
guideline based on domestic and international evidence and domestic specialists’
opinions and recommend it for use in the Korean medical field hoping that it will

ensure the quality of care and treatment for patients.

B. Scope of Neck pain, Low Back pain and Knee pain studied in this clinical
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guideline

Neck pain covers the terms cervical spondylosis, cervical sprain and strain,
cervical disc disease in western medicine.

Generally, the term 'back pain' covers Low back pain, Back pain, and Lumbago
under Western medical diagnosis as well as their derivatives such as Degenerative
Disease of the spine, Spondylosis, Facet syndrome, Paget's Disease, Scheuermann's
Kyphosis, Scoliosis, Spondylolisthesis, Spinal disc herniation(HIVD; Herniation of
Inter—Vertebral Disc), Spinal stenosis, Compression Fracture, Myofacial pain
syndrome, Lumbar sprain & strain, Cauda equina syndrome, Ankylosing
spondylitis, Spinal tumor, Osteoporosis, Low back pain syndrome.

And generally, knee pain includes Western medicine diagnosis of disorders such as
knee osteoarthritis, rheumatoid arthritis, and soft tissue knee injuries. The
guideline is based on acupunctural guideline which focuses on patients of 18 and
over which excludes significant, yet rare cases of fracture, dislocation, tumor,
infection, inflammatory arthropathies, osteonecrosis, congenital musculoskeletal
deformities, crushing injury of lower leg, frostbite with tissue necrosis,
complications of internal orthopedic prosthetic devices, implants, and grafts.
Furthermore, conditions characterized by pain referred from other structures (e.g.
hip), such as neuropathic pain, are excluded.

The aim of the guideline is to recommend a clinical diagnostic guideline which
would provide high quality care and treatments to patients with neck, low back

and knee pain
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B. Developmental Process

1. On—board training of acupunctural clinical guidance development group and
establishment of a research plan

Since the acupuncture clinical guideline development group lacked sufficient
knowledge on basic understanding of and methods used to establish a guideline,
several workshops were arranged and an expert in the field was called in to

explain the strategies, methods, and developmental know—hows.

2. Composition of the professional Acupunctural clinical guidance development

group and the review board

3. Literature research

Research of ancient texts: Ancient texts were thoroughly researched for contents
on neck, low back, and knee pain

Paper research: To establish scientific evidence on the effectiveness of

acupuncture treatment, domestic and international papers were also searched.

4. Acupunctural clinical guidance — Diagnosis
A) Western Medicine Diagnosis

The professional Acupuncture clinical guideline development group determined
and set the limits on how far and how much diagnostically related illnesses were
to be included in the guide. The western medicine diagnostic methods used were

supported by available research papers and previous guidelines.

B) Oriental Medicine Diagnosis

1) The arrangement of a diagnostic criteria and sub—criteria through substantial
discussion and evaluation between experts

Since there was no previously established terminology for oriental medical
diagnosis, another team of experts (Delphi method) perused through literature and
research papers to identify and confirm Oriental medical diagnosis most compatible

with the Western—style diagnosis of neck, low back, and knee pain.

2) Clinical study for development of a diganostic tool

An extensive survey was conducted among patients inflicted with neck, low
back, and knee pain using questionnaires to ensure that the established
western—syle diagnosis and oriental—style diagnosis was compatible with clinical
symptoms. The questionnaires were issued by hospital residents and nurses that
were thoroughly trained for clinical studies. A statistics expert suggested that we

develop by statistical analysis a diagnostic tool using the CART method.

3) Diagnosis including the Differentiation of syndromes
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Since there are no research findings or literature reviews on diagnosis
including the differentiation of syndromes, a primary survey was done among
members and oriental medicine doctors of The Korean Acupuncture and
Moxibustion Society and a secondary survey was done among a total of 234
oriental medicine doctors located in Seoul, Korea. The survey identified methods

and diagnostic criteria used to differentiate syndromes.

5. Acupuncture Clinical Guideline — Treatment

A) The safety and hygiene of acupuncture treatment

B) Western medicine treatment

Based on domestic and international guidelines, the conventional methods of
treatment ( patient education, management, and physical therapy etc) were outlined
and adviced accordingly. As for acupuncture treatment, much literature were
available for symptoms with western medical terminology. The treatment effects
were divided to the electroacupuncture treatment group, the general acupuncture
treatment group, and others (beevenom acupuncture treatment,
pharmacopuncture). (Yet, compared to the purely conventional treatment group,
the number and quality of these literature available to form an adequate level of
evidence and level of recommendation was still comparatively scarce and hence

had to be supplemented by standard of Complementary medicine.)

C) Oriental Medicine Treatment

It was impossible to form a treatment guideline using the meager number of
literature available on treatment effects of symptoms diagnosed according to
oriental medicine diagnosis. Thus, once again, a questionnaire survey was
conducted on 234 oriental medicine doctors asking about the types of treatment
they use, and the results were analyzed and investigated by a group of experts.

— The questionnaire was formed on the basis of treatment methods mentioned in
ancient and modern oriental texts

— The questionnaire on the development of a protocol for acupunctural treatment
methods

— The statistical analysis of the questionnaire on the development of a protocol
for acupunctural treatment methods

— Evaluation by experts

6. The presentation of the acupuncture clinical guideline

— The guidance was established through the aforementioned processes and
evaluated by the committee of specialists and workshops.

— It has been approved by The Korean Acupuncture and Moxibustion Soceity,
Tuina Society, and Chimdo Society.

— The presentation and education of the guidance to clinicians for efficient
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implementation through workshops and seminars.
— Clinical research to verify the effectiveness of the presented guidance are in

progress and further complementary measures have been set up.

D. Funding

This Clinical Guidline was developed as part of a supporting project to promote
Oriental Medical Technology (B080017) funded by the Korean Ministry of Health &
Welfare.

Development Period : 2008.07.01—2010.06.30 (Clinical research to verify the
effectiveness of the presented guidance are in progress and further complementary

measures have been set up.)

C. Research topic and level of evidence

Search term

(A) Neck pain

The search terms used were Neck pain, Dorsopathies, Kyphosis, Lordosis, Scoliosis,
Kyphoscoliosis, Spinal osteochondrosis, Spondylolysis, Spondylolisthesis,
Myelopathy, Spondylitis, Spondylopathies, Spinal enthesopathy, Osteomyelitis of
vertebra, Intervertebral disc, Discitis, Spondylosis, Radiculopathy, Stenosis,
Hyperostosis, Cervical disc, Cervical, HIVD, Disc, Cervicocranial, Cervicobrachial,
Spinal instabilities, Dorsalgia, Cervicalgia, Myalgia, Panniculitis, Fibromyalgia,
Musculoskeletal, Deformity - all of them comprising the subcategories of the
Diseases of the musculoskeletal system and connective tissue in ICDI10. Korean
research papers were obtained from Oriental Medical Advanced Searching Integrated
System (OASIS—(http://oasis.kiom.re.kr/), The Journal of Korean Acupuncture and
Moxibustion Society  (http://www.acumoxa.or.kr/), The Journal of Korean Oriental
Medical Society (http://www.koms.or. kr/), The Journal of Korean Academy of Oriental
Rehabilitation Medicine (http://www.ormkorea.org/), and foreign papers were researched
from pubmed (http://www.ncbi.nlm.nih.gov/pubmed/) with the aforementioned key

words.

(B) Back Pain

All  research papers related to back pain were obtained from OASIS—
(http://oasis.kiom.re.kr/) and Pubmed (http://www.ncbi.nlm.nih.gov/pubmed/) using the
search key words 'Low back pain', Back pain', Lumbago', ‘spine' in English, with
advanced search words such as 'Degenerative Disease of the spine', 'Spondylosis',
'Facet syndrome', 'Paget's Disease', 'Scheuermann's  Kyphosis', 'Scoliosis',
'Spondylolisthesis', 'Spinal disc herniation' (HIVD; Herniation of Inter—Vertebral Disc),
'Spinal stenosis', 'Compression Fracture', 'Myofacial pain syndrome', 'Lumbar sprain &
strain', 'Cauda equina syndrome', 'Ankylosing spondylitis', 'Spinal tumor', 'Osteoporosis’,

'Low back pain syndrome'. Papers with less than satisfactory results were further
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searched through Pubmed or www.Emedicine.com.

(C) Knee Pain

For knee pain, key words such as knee, knee pain, osteoarthritis, rheumatoid
arthritis, gout, soft tissue injury, patella were used. Korean research papers were
obtained from OASIS—(http://oasis.kiom.re.kr/) , The Journal of Korean Acupuncture
and Moxibustion Society (http://www.acumoxa.or.kr/), The Journal of Korean Oriental
Medical Society (http://www.koms.or. kr/), The Journal of Korean Academy of Oriental
Rehabilitation Medicine (http://www.ormkorea.org/). Foreign research papers were
searched through pubmed(http://www.ncbi.nlm.nih.gov/pubmed/), and after going through

rigorous elimination processes, a total of 59 related papers were obtained.

2. Level of evidence

(A) Grading the Level of evidence

Due to the characters of oriental medicine, it was hard to apply the level of
evidence grading systems used in western medicine. So, the following grading
systems were adopted.

Complementary and alternative medicines grading system suggested by NZGG(New
Zealand Guidelines Group) in 2006.
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Table. Complementary and alternative medicines grading system(NZGG 2006)

Level of Evidence

Description of Evidence

Evidence with a
high degree of

reliability

Studies that use well tested methods to make comparisons in a fair
way and where the results leave very little room for uncertainty.
Trial design: usually Level 1 studies are systematic reviews or large,

highquality randomised controlled studies.

Evidence with
reliability but open

to debate

Studies that use well tested methods to make comparisons in a fair
way but where the results leave room for uncertainty (for example,
due to the size of the study, losses to follow—up or the method used
for selecting groups for comparison).

Trial design: usually Level 2 studies are systematic reviews without
consistent findings, small randomised controlled trials, randomised
controlled trials in which large numbers of participants are lost to

follow—up, or cohort studies.

Some evidence
without a high

degree of reliability

Studies where the results are doubtful because the study design does
not
guarantee that fair comparisons can be made.

Trial design: usually Level 3 studies are systematic reviews of

case—control studies or individual case—control studies.

Studies where there is a high probability that results are due to

chance
Some evidence
(for example because there is no comparison group or because the
but based on
4 groups
studies without
compared were different at the outset of the study).
comparable groups
Trial design: usually cohort or case—control studies where the groups

were not really comparable, or case—series studies.

Another grading system was suggested by Brosseau L. in the study, 'Clinical

practice guidelines for acupuncture'.

Brosseau L, Wells GA, Finestone HM, Egan M, Dubouloz CJ, Graham I, Casimiro L,
Robinson VA, Bilodeau M, McGowan J. Clinical practice guidelines for acupuncture.
Top Stroke Rehabil 2006 Spring ; 13(2) : 65—7.
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Table. Brosseau L,'s Level of evidence Clinical practice guidelines for acupuncture

Level of Evidence Classification of Level of Evidence

| Randomized controlled trials

] Nonrandomized studies

(B) Strength of recommendation

Strength of recommendation was presented as done in the study by Brosseau L,

'Clinical practice guidelines for acupuncture'.

Table. Strength of recommendation suggested in Clinical practice guidelines for acupuncture by Brosseau L

Strength  of
Recommendat
ion

Level of Evidence

A

Evidence from one or more randomized controlled trials (RCTs) of a statistically significant, clinically important

benefit

B Statistically significant, clinically important benefit, if the evidence was from observational studies or controlled
clinical trials (CCTs)

C+ Evidence of clinical importance but not statistical significance
Interventions where an appropriate outcome was measured in a study that met the inclusion criteria, but no

c clinically important difference and no statistical significance were shown
Consensus of experts*(Reserved for important clinical situations in which the Panel achieved consensus on the
recommendation in the absence of relevant randomized controlled trials.)

D+ Evidence from one or more randomized controlled trials of a statistically significant benefit favoring the control
group

D Evidence of clinical importance without statistical significance

D Evidence from one or more randomized controlled trials of a clinically important benefit that was statistically

significant, where the number of participants in the study is equal to or higher than 100

*recommendations of AHCPR(Agency for Healthcare policy and research) were taken into reference.

F. Recommendation of this guideline

1. Diagnosis — Neck pain

(A) Diagnosis system and method of diagnosis

Using the Delphi method which is an expert consensus achieving method, the final

diagnosis

follows.

system for neck pain that was consented in a expert committee 1s as

@ neck pain @ stiff neck @ torticollis @
strained neck

Evidience level : C(Consensus)

A questionnaire which consists of 48 different sypmtoms related to neck pain was

given out to 103 neck pain patients. Through interviewing each of the patients by

3 oriental medicine doctors, Oriental medical diagnosis (above 4) was done and the

analysis by Classification And Regression Trees (CART, Breiman, 1984) results in

the diagnosis of neck pain to be as follows.
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(B) Differentiation of syndromes for neck pain
As a result of discussion through an expert committee, the differentiation of

syndromes for neck pain is as follows.

(1) Differentiation of syndromes according to pathological changes of Jangbu
organs

This differentiation is based on the physiological function and pathological
expression of the five viscera and six bowels. Symptoms are analysed and
inducted, pathogenesis is revealed, lesions, charateristics of disease, the struggle

between the vital principal and the pathogenic factors are decided through this.

Insufficiency and impairment of liver-kidney essence +Exopathogen/ Deficiency of]

Liver-yin and Kidney-yin / Hyperactivity of Liver-yang

(2) Differentiation according to the theory meridians and collaterals

This differentiation occurs where the meridian system of meridians and collaterals
circulate. This diagnosis method finds out which of the meridian has been ailed by
analysing and putting together the patient's expression of pathology applying the

theory of meridians and collaterals.

(3) Differentiation of symptoms and signs for determining the pathogenic factors of
a disease
Every symptom is a result of a certain factor, and this differentiation is to find

out the factor by analysing these symptoms.

Wind-cold-dampness pathogen /Affection by wind-dampness exopathogen/ Wind-cold
pathogen/ Obstruction of collateral by phlegm-dampness/Damp-heat/Wind-heat pathogen with

dampness

(4) Differentiate syndromes by studying the pathological changes of Gi —blood &
Eum—Yang

This differentiation analyses the difference in between Gi and blood, the decrease
in Yang, and circulation problems which causes various pathological changes and

also discriminates different symptoms that reflect this.

Blood stasis due to Qi Stagnancy/

Qi and Blood deficiency/stasis of blood and muscle pulse
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(C) Western medicine diagnosis of neck pain
The most frequent causes of neck pain in western medicine are ervical
spondylosis, cervical sprain and strain, cervical disc diseases and these are

diagnosed as follows.

(1) Cervical spondylosis
(2) Cervical sprain and strain

(3) Cervical disc diseases

2. Diagnosis — Low back pain

(A) Diagnosis system and method of diagnosis

Using the Delphi method which is an expert consensus achieving method, the final
diagnosis system for low back pain that was consented in a expert committee is as

follows

A questionnaire which consists of 65 different symptoms related to low pain was

given out to 103 neck pain patients. Through interviewing each of the patients by
3 oriental medicine doctors, Oriental medical diagnosis (above 9) was done and the
analysis by Classification And Regression Trees (CART, Breiman, 1984) results in

the diagnosis of low back pain to be as follows.
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(B) Differentiation of syndromes for Low back pain
Therefore the expert committee recommends 'Differentiation of syndromes

according to Ten types of Lumbago' in Dong—Eui—Bo—Kham .

Survey (2009.3.26—2009.4.14) on Oriental medicine doctors
shows that the differentiation according to the 'theory Evidience

meridians and collaterals' and 'pathological changes of level
Jangbu organs' are most used. Therefore the expert C(Consensus)

committee recommends 'Differentiation of syndromes

according to Ten types of Lumbago'.

(C) Western medicine diagnosis of Low back pain

Main reasons for back pain are Degenerative Disease of the spine, Spondylosis,
Facet syndrome, Paget's Disease, Scheuermann's Kyphosis, Scoliosis,
Spondylolisthesis, Spinal disc herniation(HIVD; Herniation of Inter—Vertebral Disc),
Spinal stenosis, Compression Fracture, Mpyofacial pain syndrome, Lumbar sprain &
strain, Cauda equina syndrome, Ankylosing spondylitis, Spinal tumor, Osteoporosis,

Low back pain syndrome. The Western diagnostic procedure is as follows.

(1) Degenerative Disease of the spine
(2) Paget's disease

(3) Scheuermann's kyphosis

(4) Scoliosis

(5) Spondylolisthesis

(6) Spinal disc herniation (HIVD)

(7) Spinal stenosis

(8) Compression Fracture

(9) Myofascial pain syndrome
(10) Lumbar sprain & strain
(11) Cauda equina syndrome
(12) Ankylosing spondylitis
(13) Spinal tumor

(14) Osteoporosis

(15) Low back pain syndrome
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3. Diagnosis — Knee pain
(A) Diagnosis system and diagnostic method of knee pain
As a result of discussion in specialists association via Delphi method, a definitive

diagnostic system regarding knee pain is recommended as following.

@ Knee injury @ crane's—knee wind
@ arthralgia syndrome Evidience level : C(Consensus)
@ acute arthritis ® gout

A survey consisted of 46 knee pain—related symptoms was taken by 109 knee pain
patients. Each patient was consulted by three oriental medicine doctors regarding
the five symptoms with Classification and Regression Tree (CART, Breiman, 1984)

method and diagnostic method of knee pain are recommended as follows
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(B) Pattern identification of the knee pain
According to the result of the discussion by the specialist association,

Deterioration of a case of the knee is recommended as below.

(1) Differentiation according to the theory of Jangbu organs

Demonstration of judgments on sites and characteristics of disease and prosperity
or decline of the wvital principle and the pathogen, based on biological function and
pathologic expression of five viscera & six bowels. Thus, analyze symptoms

inductively and investigate pathogenesis

deficiency of liver and kidney/
Eum deficiency of liver and kidney/
deficiency and cold of kidney Gi/

weakness of the spleen and stomach/

impairment of body fluid due to lung heat

(2) Pattern identification according to meridians and collaterals

Pattern 1identification according to meridians and collaterals is a symptom that
occurs 1in vicinity of circulation of meridian system. By applying theory of
meridians, it analyzes and gathers patient’s presentation of pathology and

determines specific meridian that is affected with the pathology.

(3) Pattern identification according to the etiology and pathogenic factor
A pattern identification based on a belief that all symptoms arise from consistent

cause and the cause is determined via symptom analysis

wind—cold/wind—heat/cold/damp/wind—damp/cold—damp/damp—phlegm

/damp—heat /malnutrition of tendon and blood channel/breaking and wound

of muscles and tendons/heat toxins/toxious damp

(4) Pattern identification according to Gi (energy) and the blood, Yin and Yang.
Analysis of pathologic changes that are caused by reduction in fundamental
factors of physiology, Gi (energy) and blood. It also differentiates symptoms related

to the changes.

Deficiency of both Gi(energy) and blood / stagnation of Gi(energy) and blood

stasis / Gi deficiency/ blood stagnation/deficiency of Yin/ deficiency of

Yang
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(C) Western medicine diagnosis of knee pain

Knee pain is commonly induced by knee osteoarthritis, rheumatoid arthritis, and

soft tissue knee injuries and diagnosis for the disorders are as follows.

(1) Knee osteoarthritis
(2) Rheumatoid arthritis

(3) soft tissue knee injuries
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4. Treatment

(A) Acupuncture treatment

(1) Basic rules

(2) Safety

(3) Treatment methods
A) Neck pain
here were not enough objective ground reference about acupuncture treatment for

neck pain, so the Oriental medicine doctors who are targets of this clinical
guideline were researched for their actual condition and practice pattern
(2009.11.23~2010.1.9) to create the guideline and reflect actual conditions to it.

It is recommended that patient treatments should reflect actual treatments as

below.
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B) Low back pain

There were not enough objective ground reference about acupuncture treatment
for low back pain, so the Oriental medicine doctors who are targets of this clinical
guideline were researched for their actual condition and practice pattern
(2009.11.23~2010.1.9) to create the guideline and reflect actual conditions to it.

It 1s recommended that patient treatments should reflect actual treatments as
below.
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C) Knee pain

Due to the lack of objective evidence on acupuncture treatment for knee pain,
actual and current state of medical treatments were comprehended by aiming
oriental medicine doctors (2009, 11, 23~2010 1, 9). Such effort would reflect the

development and current state of the guideline.

Applicationsof acupuncture treatments based on real case scenarios as below are

recommended.
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