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Traditional Herbal Medicines used in Korea
What types of Traditional Herbal Medicines are used by KMDs in Korea?

Decoctions, Pills, and Powders Herbal Extractions
* Any composition can be used In e Utilized as an existing combination
combination o * Indications recognized by KFDA
* No indication restrictions * Insurance can be applied within the
* Insurance not applicable, insurance indication
application pilot project underway * Indications are based on ten kinds of

traditional Korean medical classics
EeEEiE HEAR BEERS EEIE BEAM, BREE, EEWE,
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Herbal extractions Insurance Application Status

Notification of the salary list for herbal extractions and the upper limit amount (2020 revised ver.)

* A total of 56 standard prescriptions (647 products) are covered.
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Herbal Extractions (Insurance Coverage) Prescription Ranking (2017)
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Top five groups of patients classified by age and major disease (2016)

(Unit: numbers)

Age G00-G99 | JO0-J99 | KOO-K93 | LO0-1.99 | MOO-M99 | RO0-R99 | S00-T98 | U00-U99
 The most frequent area of
n . "y 0~4 1,444 0.644 14,659 2,228 .64 2,956 26,221
application of traditional
. 5~9 2,674 § 6 10,669 14,502 33,690 24,386
Korean medical treatment W o6 | 0z 120 R 19550
was mUSCU|OSke|eta| 15~19 | 10,380 | 35,399 15,311 : 26,086 [RGENIRE 27,258
" " " 20~24 13.933 25,271 21.376 08 27.409 g 35,735
disorders in patients aged 9B | B ’ ° ’ ’
2 O r n d ab O e 25~29 20,080 30,777 21,493 / 34,511 06.6 54,601
yea S a V 30~34 26,294 40,122 70,430 19,848 676 43,269 y .
(M O O - 9 9) . 35~39 | 32,400 | 45,054 | 74,659 | 15,880 JRM 47484
40~44 41,225 44,288 79,629 13,471 646 .34 53,946 05.0
° Among thgse under the age 45-49 | 55550 | 43.078 | 89.996 | 13.113 WEERWVAM 64969 [ slchel
50~54 70,507 40,834 92,867 11,736 31.028 73,035
of 10, the most common
: , 55-59 | 84,374 | 44,503 | 96,454 | 10,981 [EIERALE 85446 06
area of application of coca | 7La72 | mozt | 72201 | 770s RN 72400 BOLNL
traditional Korean medical 64~69 | 68481 | 29041 | 69338 | 6015 (KXY 72,039 IR
" " 70~74 62.812 22.662 62.514 4.866 69,277 .
treatment Is respiratory ’ ’ L '
d- JOO 99) 75~79 50,248 15,545 49,753 3,465 g 57,834 0
ISeaSGS( ) 80~84 25,997 7,618 27,122 1,781 62.9 31,602 68.156
85~ 10,523 3,149 11,566 763 960 13,130 $

The first place by age is marked in black.




KOMS

KOrean Medicine health service utilization and consumption Survey

o Survey to understand the current status of traditional Korean medicine use and
major consumption of herbal medicines

* Representative survey statistics in the field of traditional Korean medicine

» National approval statistics.

e History
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« 2008: Korean Medicine health service utilization survey

o ] SKIo|2 O|BME  2uze shatolz ol2xe @D Al StopAH| MEfZA} A

« 2009: Korean Medicine consumption survey A aegEge 8
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» Since then, conducted once every 3 years (2014, 2017, 2020 [under analysis]) S e o
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* Subjects o -

741,836,096 2

* General citizens 5,000, Outpatient/Inpatient 1,010/904

HlojE ME

e Adult men and women over 19 years of age nationwide

https://www.koms.or.kr/main.do



Lifetime experience of used of Korean medicine

Unit(%, [number])

 7/3.8% of general citizens Category Experience 2017
have experience of Vo 738
receiving traditional Korean Total NG 26.2
medicine treatment at least Total 100.0(5,000)
once In their lifetime. Yes 68.4

Male
Gender o 26
« Male < Female Formnale Yes 7.1
NO 20.9
. Yes 43.1
* The higher the age, the 19~29 G -
higher the experience rate. o Yes 63.4
NO 36.6
Age Yes 7.7
40s NO 22.3
Yes 86.1
205 NO 13.9
Yes 90.6
Over 60s
NO 9.4




Experience of use of KM outpatient treatment for the past 1 year (2017)

Purpose of use Usage frequency by age
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Reason for selection

Treatment effect is good G2 9%

10,000 won < 1 3.8%

Distance is close 13.2%
_ i 10,000 ~ 100,000 won [ 49.3%
Few side effects 10.5% a4
» n . 0 —~ ’ %
Specialized in disease 5.9% 100,000 ~ 500,000 won [
Famous or recommended 3.5% 500,000 ~ 1,000,000 won B8 9.9%
No burden of surgery and 2.2% Over 1,000,000 won | 2.7%

examination
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Experience of used of KM outpatient treatment for the past 1 year (2017)

Treatment used and its effectiveness

Use Effective

93.5% 97.0% 51.1% 96.0% 49.3% 92.9% 480% 954%  221% 984% 16.6% 93.1% 16.4% 91.1% 6.2% 99.0%
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Cuppin Moxibustion Pharmaco oo ction Herbal Tuina
Acupuncture Physiotherapy PPING puncture extractions

Multiple response

Satisfaction level

Overall satisfied 86.5%

97.1%
' 94 4 A 7
86.9, 94.2 70,70 89.7%
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Is decoction expensive?

The Korean population said “We hope it gets cheaper!!”.

Treatment needs priority

when expanding health insurance

-------------------------------------------------------------------
* -

ﬁ1 Treatment thought to be

' expensive )

Cheap Decoction | 77.3% ° 51.9% 23.9% 0.2%
43_7% ‘ Herbal extractions [ 37.1% ) 22

Expensive Tuina - 35.6% @ g§ ’
. Pharmacopuncture [l 28.2% ﬁ % q
Acupuncture [l 14.4% . Herbal . Pharmaco KM
: Decoction ) Tuina : :
Moxibustion . 11.1% extractions puncture physiotherapies

: KM physiotherapies | 9.5%
Cupping | 5.7%

K *
-------------------------------------------------------------------



Start of decoction insurance application pilot project
In November 2020, insurance coverage for three diseases began

 Pay once per year for one disease per patient (once in 10 days).

Disease ICD code
Bell’s palsy G510
Sequelae of stroke (over 65 years) 169
N944
Menstural pain N955
N946




Using common/disease-specific standard prescriptions

 [he standard prescription was selected based on the evidence-based KM
Standard CPGs for Bell’s palsy, stroke, and menstrual pain.

N
Total 178

Common (use regardless of disease) 71
Bell’s palsy 99
Sequelae of stroke 124
Menstural pain 104




KM Standard Clinical Practice Guidelines
History of KM Standard CPGs

 2008~2013: CPGs for “Hwa-byung” and “Musculoskeletal Diseases”
published by the R&D of the Ministry of Health and Welfare

¢« 2013~2015: CPGs for“Bell’s palsy”, “Lumbar disc herniation”, “Atopic

dermatitis”, “Shoulder pain”, “Ankle sprain”, “Obesity”, “Depression”
published by the Korean Institute of Oriental Medicine (KIOM)

« 2016~present: The Korean Medical Standard Clinical Practice Guidelines
Project Group is developing treatment guidelines for over 30 diseases



KM Standard Clinical Practice Guidelines

How to develop guidelines

Collection and evaluation of
thesis

Expert groups organization
Planning research progress

Collection and analysis of

Research scope setting literature information

Completion and evaluation Academic society review Review and Certification
of guidelines and approval Committee

¢ Dissemination of CPGs




KM Standard Clinical Practice Guidelines

Evidence levels

Grade Definition
High The effect estimate is certain to be close to the actual effect.
Confidence in the estimate of the effect is moderate. Estimates of the effect appear to be close
Moderate

to the actual effect, but may differ significantly.

Confidence in the estimate of the effect is limited. The actual effect may differ significantly from

Low the estimated effect.
Confidence in the estimate of the effect is low. The actual effect will differ significantly from the
Very low .
estimate of the effect.
Classical Text-based, Although there is evidence recorded in classical texts such as traditional medicine books,

CTB evidence studies using modern research methodology have not been conducted yet.




KM Standard Clinical Practice Guidelines

Recommendation grade

Recommended when the benefit is clear and its use is high In
A . . Recommended
the clinical field.
Recommended when the benefit is reliable and the clinical
benefit is apparent even if the use is high or moderate in the .
. . . . houl N r
B treatment field, or even if the evidence related to the evidence of should be considered
the recommendation is insufficient.
c Recommended when the benefit is not reliable, but the use is Mav be considered
high or moderate in the treatment field. y
Recommended when the benefit is unreliable and can have
D Not recommended
dangerous consequences.
GPP Recommended based on the consensus of a group of experts | Recommended based on the expert
based on the bibliographic evidence or clinical use. group consensus




KM Standard Clinical Practice Guidelines

Development status

Diseases

Completed (n=15)

Lumbar diseases, Lumbar disc herniation,, Knee joint pain, Cervical diseases, Ankle sprain,
Shoulder pain, Hwa-byung, Bell’s palsy,
COVID-19, Influenza (H1N11),
Infertility, Smoking cessation, Obesity, Depression, Atopic dermatitis

Developing (n=25)

Functional dyspepsia, Chronic fatigue syndrome, Common cold, Allergic rhinitis, Breast cancer,
Cancer-related symptoms, Sleep disorder, Anxiety disorder, Autism spectrum disorder,
TMJ disorder, Chronic low back pain syndrome, Degenerative lumbar spinal stenosis, Traffic
accident injury syndrome, Post-lumbar spine surgery, Post-knee replacement surgery, Post-
rotator cuff surgery,

Parkinson’s disease, Stroke, Hypertension, Migraine, Dizziness and vertigo, Dementia,
Menstrual pain, Menopausal disorder and syndrome, Cold sensation on hands and feet

Planned (n=11)

Osteoporosis, Gout, Type 2 diabetes,
Irritable Bowel Syndrome, Gastric cancer,
Tension-type headache, Scoliosis, Carpal tunnel syndrome
Diseases of four constitutions, Growth disorder, Eight principle pattern identification




Using common/disease-specific standard prescriptions

* By assignhing codes for standard prescriptions and each herb, the state of use
In the country iIs managed by the government.

* |t is possible to add or subtract the standard prescription according to the
diagnosis of KMDs within 453 kinds of herbs with assigned codes.

131. MEGES 00110137 3104H1AHM R TTE 3.75
0021013 3265H1AHM = 15
H00310131 3400H1AHM AZ 7.5
3152H1AHM NS 5.63
3182H1AHM = 3.75
3007H1AHM HE 2.63
3016H1AHM KK 3.75
3260H1AHM = 3.75




Traditional Korean Herbal
Medicine Research Status




CRIS

Clinical Research Information Service

 The K-CDC has operated CRIS since February
2010 and participates in the WHO ICTRP as a
primary registry.

* As of February 2021, CRIS registration is
compulsory for clinical trial that have received
funding from the Korean government.

e All information on clinical trials related to
Traditional Korean Herbal Medicine in Korea
can be searched on CRIS.
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Flow Chart of Review

e Search the current

" search term search term ‘ BOQUET tHm search term classified
Status Of reg IStered ‘acupuncture’ ‘moxibustion’ pharr::jz:g'opunc ‘tuina’ medication
' research
research until January o e - o esearc!
2 y 2 02 O - Fulltext screening
1383 study excluded _
° By US| ng the SearCh (not related korean medicine) | i

Fulltext screening Korean herbal

medicine study

function by

classification, 1,505 (notrelated korean medicine) n=122

studies classified as e
“medicine intervention” ¥ S — Finally,f (1):"7‘ :tudies
were reviewed and SRR e

only studies related to 13 study excluded

Traditional Korean Dipioation 1

Herbal Medicine were Studies incrl‘u=(12eG<; in analysis

selected.

J Int Korean Med. 2020;41(6):959-966. http://dx.doi.org/10.22246/jikm.2020.41.6.959.



Trends of KM studies

Research is constantly increasing!

> e As of 2013, the number of
s studies related to
| y SR ag o
/ |\ Traditional Korean Herbal
_ /,x’ \ _
i - | \ Medicine has been
iIncreasing significantly.
15 f,f’f '
A
10 Vv
.a"fﬂ
| KCPG pro’j’é"c-t started!
. - \;\wf rd

2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020

—a— Acupuncture —=—Korean Herbal Medicine —=—0thers

J Int Korean Med. 2020;41(6):959-966. http://dx.doi.org/10.22246/jikm.2020.41.6.959.



Type of interventions in KM studies

The rate of research related to herbal medicine and acupuncture was remarkably high!

e Herbal medicine: 117

 Acupuncture: 117

W Acupuncture

e Moxibustion: 14

®m Moxibustion

®m Pharmacopuncture ° Pharm aCOpU nCtU re: 1

ol  [uina: 8

- Kore.afl herbal

N  Multiple interventions: 10
m Multiple

interventions

J Int Korean Med. 2020;41(6):959-966. http://dx.doi.org/10.22246/jikm.2020.41.6.959.



Therapeutic areas of studies

Most studies are related to musculoskeletal, nervous system, and digestive diseases.

Diseases of the blood and blood-forming organs and certain disorders
imvolving the immune mechanism

Diseases of the eye and adnexa

Diseases of the skin and subcutaneous tissue

Diseases of the respiratory system

Diseases of the genitourinary system

Codes for special purposes

Endocrine, nutritional and metabolic diseases

Symptoms, signs and abnormal clinical and laboratory findings, not

Mental and behavioural disorders

Meoplasms

Diseases of the circulatory system

Diseases of the digestive system

Diseases of the nervous system

Diseases of the musculoskeletal system and connective tissue and
Injury, poisoning and certain other consequences of external causes

]
L o

- dhereclssified o - |

— T 10p &

I 15 Trials
I 1/ Trials
I 2/ Trials

I 31 Trials

20

52 Trials |

30 40 50 60

J Int Korean Med. 2020;41(6):959-966. http://dx.doi.org/10.22246/jikm.2020.41.6.959.



R INILE S
Gyejigachulbutang in patients with degenerative knee osteoarthritis

Representative study of the musculoskeletal system

* (Gyejigachulbutang (GUI-ZHI-JIA-SHU-FU-TANG, GCB) is an herbal formula
widely prescribed in traditional East Asian medicine practice for arthritis and
muscle pain.

TaBLE 2: Composition and dose of GCB.

Name of herb Dry weight (g)
Cinnamomi Cortex () 4.0
Paeoniae Radix (% ¥§) 4.0
Atractylodes Lancea Rhizome (& JiL) 4.0
Zizyphi Fructus (KXE) 4.0
Glycyrrhizae Radix (H &) 2.0
Zingiberis Rhizoma (4 ) 1.0
Aconiti Radix Processa (F¥ ) 0.5
GCB, Gyejigachulbutang 7.5 g/day

Evid Based Complement Alternat Med. 2020 Oct 28;2020:2376581. doi: 10.1155/2020/2376581.



NI 5
Gyejigachulbutang in patients

with degenerative knee osteoarthritis

Representative study of the musculoskeletal system

* Eighty patients with KOA were
randomly assigned to the GCB
group or the placebo group in a 1
.1 ratio in two Korean medicine
hospitals.

» Patients took GCB or placebo
three times a day for 4 weeks.

) Assessed for eligibility and confirmed
Enrollment ‘

willingness to participation (n = 133)

Excluded (n = 53)
3| Inclusion/exclusion criteria (n = 50)
Withdrawl of consent (n = 3)

h 4

Randomized (n = 80)

| (=) |

Control group (n = 40)
Comlpeted allocated intervention (n = 37)
Withdrawal of consent (n = 2); SAE (n=1)

= |

Lost to follow-up (n = 3)
Withdrawal of consent (n = 1)
Protocal violation (n = 1)

Treatment group (n = 40)
Completed allocated intervention (n = 40)

Lost to follow-up (n = 2)
Protocol violation (n = 1)

SAE(n=1)

Loss of consent (n = 1)

Har—al

Analyzed Analyzed
(FAS: n =40) (FAS : n = 40)

Ficure 1: Patient flowchart.

Evid Based Complement Alternat Med. 2020 Oct 28;2020:2376581. doi: 10.1155/2020/2376581.



R INILE S
Gyejigachulbutang in patients with degenerative knee osteoarthritis

Representative study of the musculoskeletal system

TasLe 4: Treatment effect as measured at baseline, week 2, week 4, and week 8 (N =80).

. . 3 Mean $ Mean p Mean p
Characterist Basel Week 2f . lue® Week 4 . Week 8 .
" (L " aracternstic seine e difference’ p value ee difference’  value® e difference’ value®
. Th ficant diff
ere was no signirican Irrerence v
57.95 52.55 ~5.40 54.03 -3.93 47.17 ~10.78
b etween the G( :B and I aC ebo GCB (52.16, (46.04, (-7.92,  <0.0001* (47.33, (=721,  0.0196*  (40.00, (-19.67,  0.0174*
p 63.74) 59.06) ~2.88) 60.72) ~0.64) 55.33) ~1.90)
. 60.30 52.76 ~7.54 6147 (615 50.17 ~10.13
g rou pS |n terl ' |S Of the COI ' |pared Placebo (54.35, (45.74, (1292, 0.0061" (5379, TGion > 07615  (43.91, (-17.92,  0.0109*
66.25) 59.78) ~2.17) 69.05) ' 56.43) ~2.33)
. d . .t p value® 0.5688 0.7002 0.1881 0.6368
INAICAloOrs. K-WOMAC
4423 41.30 -2.93 41.40 40.61
-7 R3 N _
GCB (37.89, (35.79, (-5.02,  0.0064* (35.02, (4 85'8(') 85) 0.0054° (3335, ° ‘6: é3)8‘86’ 0.1768
50.56) 46.81) —0.83) 47.78) o TS 47.87) :
46.73 43.76 Py 43.76 oo 37.78 ~8.95
Placebo (41.57, (3871, - 01114  (37.67, - 0.2914  (31.46, (-14.61,  0.0020"
—6.62, 0.69 ~8.46, 2.54
51.88) 48.81) ( ) 49.82) ( ) 44.10) ~3.29)
p value® 0.5375 0.7571 0.8599 0.2103
EQ-5D
0.72 0.73 0.75
0.73 (0.69, 0 (-0.02, 0 (—-0.02, 0.03 (—0.01,
GCB ! o 7(7) (0.68, g o1) 0.5930 (0.68, (() o) 0.7971  (0.72, 0(06) 0.0955
’ 0.76) ‘ 0.77) ‘ 0.79) ’
0.72
0.71 (0.67, < 0.02 (-0.02, 0.74 (0.71, 0.04 (—0.01, i 0.76
Placebo 0.69, 0.3946 0.1596 0.06 (0, 0.11) 0.0337"
ace 75) (0 %) 0.06) 0.77) 0.08) 7% (073, 0.8) ( )
ot
p value® 0.4594 0.6055 0.3395 0.5466

"Data expressed as 95% confidence interval. * p value was calculated from analysis of covariance with baseline score as a covanate. bp value was calculated from

the paired f-test. *Significant difference. GCB, Gyepgachulbutang; VAS, visual analogue scale; K-WOMAC, Korean Western Ontanio and McMaster
Universities Osteoarthritis Index; EQ-5D, European Quality of life Five Dimensions questionnaire.

Evid Based Complement Alternat Med. 2020 Oct 28;2020:2376581. doi: 10.1155/2020/2376581.



R INILE S
Gyejigachulbutang in patients with degenerative knee osteoarthritis

Representative study of the musculoskeletal system

* There was no significant difference
between the GCB and placebo
grou pS in terms Of the COm pared TABLEI:;i?r;:;lyzisnjirp;a:;iiii:;?t% with BMI 25 or more and BMI les;}:{l;alrz‘s?;stl:i\';-?SSOi."—w)

VAS

u d . t GCB group* Placebo group' p value® GCB groupf Placebo group* p value®
I n ICa O rS - Baseline 56.52 (49.44, 63.60) 55.45 (47.08, 63.82) 59.88 (49.29, 70.47) 65.15 (56.49, 73.81)
Week 2 54.26 (45.55, 62.97) 52.57 (42.39, 62.75) 0.8675 50.24 (39.40, 61.07) 52.95 (43.22, 62.67) 0.7951
Difference -2.26 (—5.89, 1.06) -2.88 (—6.13, 0.36) -9.45 (-13.38, —-5.92) -12.20 (-15.03, 9.38)
. . p value® 0.1808 0.0812 <0.0001* <0.0001*
® H bg p Iy Week 4 57.22 (48.35, 66.09) 56.40 (44.95, 67.86) 49.71 (38.74, 60.67) 66.44 (57.07, 75.80)
Owever, I n Su ro u ana S I S, Difference 0.70 (-3.61, 5.00) 0.95 (—4.24, 6.14) 0.9434 -10.18 (-15.06, —5.30) 1.29 (—-1.64, 4.21) 0.0239*

0.7496 0.7166 <0.0001° 0.3857

G C B WaS eﬁeCtive fOr Su bj eCtS f\v’z::(uga 48.33 (37.90, 58.77) 47.90 (38.04, 57.75) 0.9353 45.59 (32.46, 58.72) 52.45 (44.44, 60.46)

Difference —-8.19 (-14.01, -2.37) -7.55 (-13.20, —1.90) -14.29 (-18.80, -9.79) -12.70 (-16.73, —8.68)

with a BMI lower than 25 kg/m2.  zue e o0 <v000r <0001

"Data expressed as 95% confidence interval. *The mean difference was analyzed through analysis of covariance with the baseline score as covariant. *p value
was calculated from the paired f-test, * Significant difference. VAS, visual analogue scale. GCB, Gyejigachulbutang.

0.5772

Evid Based Complement Alternat Med. 2020 Oct 28;2020:2376581. doi: 10.1155/2020/2376581.



B A
Samryungbaekchul-san and diarrhea-predominant IBS

Representative study of the gastrointestinal system

o Samryungbaekchul-san (SRS) is widely used to treat diarrhea-predominant
irritable bowel syndrome (D-IBS) in East Asian countries.

Table 2. Ingredients of the herbal formula Samryungbaekchul-san.

Scientific Name Plant Part Used Dry Weight for Extraction (Gram/Pack)
Atractylodis Rhizoma Alba Root 1.00
Poria Sclerotium Dried core 1.33
Dioscoreae Rhizoma Root 1.00
Glycyrrhizae Radix et Rhizoma Root 0.50
Coicis Semen Seed 2.67
Nelumbinis Semen Seed 1.33
Platycodonis Radix Root 0.83
Dolichoris Semen Seed 1.33
Amomi Fructus Fruit 0.67
Ginseng Radix Root 1.00

J Clin Med. 2019 Sep 27;8(10):1558. doi: 10.3390/jcm8101558.



B A
Samryungbaekchul-san and diarrhea-predominant IBS

Representative study of the gastrointestinal system

Screening
(n=91)

I

: Exchuded according 1o
| inclusion / exclusion criteria

Excluded in-n.)

Enrolment

* A pilot double-blind, four-arm,
parallel-group, randomized ’
controlled trial (RCT), including

a | |
SRS - OB SRS + P-0OB P-SRS + OB P-SRS + P-0OB

Allocation

80 patients diagnosed with D- s —— —— ==t

IBS according to the Rome ll| , e g ——x
criteria. o |
S?S ;oC))B SR(S *15)9-]08 P-?RS1;)OB P-S?S ;;;-OB
n= ns n= n=
o Th t. 't d I -g ExcluLe(n‘-'Z) Exclulde(n=2) - Excludle(n=2) . Exclu«lie(n-'-Z)
e_ patients were randomily g * Puleat rcking " ponicpanes @ g = ooy
assigned to four treatment ; e - Susifcn - Samn
n - =% reaclions tn~ 1) rcull;-n.\ ;n%li
groups and were administered i 1 | ] i i
g Completed 8 weeks of
drugs for 8 weeks after a 2- : i )
PP set

week preparatory period. r | |

SRS + P-OB P-SRS + OB P-SRS + P-0B
(n=18) (n=17) (n=16) (n=14)

Figure 3. Flow chart of the study. SRS = Samryungbaekchul-san; P = placebo; OB = otilonium bromide;
ITT = intent-to-treat; PP = per-protocol.
J Clin Med. 2019 Sep 27;8(10):1558. doi: 10.3390/jcm8101558.



B A
Samryungbaekchul-san and diarrhea-predominant IBS

Representative study of the gastrointestinal system

* [he primary outcome was
evaluated by using a global D-

Table 5. Multiple logistic regression analysis of risk factors for symptom relief (ITT analysis).

Variables OR (95% CI) p-Value
IBS symptom improvement Intercept Group o
score; no statistically significant SRS1OB 4840852778 0077
difference was observed SRS 547 (L0L2953) 0049
between the groups. Otber Discase (Yes) 026006111 0063

[TT = intent-to-treat; OR = odds ratio; CI = confidence interval; SRS = Samryungbaekchul-san; OB = otilonium bromide.

 However, multiple logistic
regression analysis of primary
outcome scores shows that
SRS significantly improved D-
IBS symptoms (p < 0.05).

J Clin Med. 2019 Sep 27;8(10):1558. doi: 10.3390/jcm8101558.



Utihzation of Traditional Korean
Herbal medicine in clinical field



Herbal medicine treatment to prevent dementia in patients with MCI

Overview of the dementia prevention project in Busan

* |t is being implemented as a project to improve
and alleviate symptoms of mild cognitive
impairment and to secure the health of the

elderly population.

2019

 Began in 2016 and continuing. tls_|-2| xm“ mltg
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Busan Metropolitan City, Busan Oriental Medical Association.
2019 Korean Traditional Medicine Dementia Prevention Management Program Result Report



Herbal medicine treatment to prevent dementia in patients with MCI

Overview of the dementia prevention project in Busan

 Method: In KM clinics designated for dementia prevention
management, KMDs conducted treatment for 6 months.

* Subjects: Those who have been diagnosed with mild
cognitive impairment among the elderly population aged
60 and living in Busan Metropolitan City

» Screening tools: KDSQ C/H, MoCA, sGDS (for depression)
e Qutcome measures: MMSE, MoCA

* Interventions: Pharmacological (herbal extractions
according to pattern identification), non-pharmacological
(acupuncture treatments)

e |In 2019, it runs from March 2019 to November 2019
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Herbal medicine treatment to prevent dementia in patients with MCI

Interventions

* [raditional Korean Herbal Medicine according to pattern identification

Pattern
|dentification

Dual deficiency of
Qi and Blood

Blood stasis

Prescription

Bojungikgi-tang
PR R%

1 >R\ /27

Dangguijakyak-san
.......................... EREEH

Gami-guibi-tang
fINCR 5% R85

Yukmijihwang-tang

.......................... pu 2E - S

Palmijihwang-tang
__________________________ NS

Gyejibokryeong-hwan

EY ST

Contents

Panax ginseng C. A. Meyer 2¢g, Atractylodes japonica Koidzumi ex Kitamura 2g, Astragalus mongholicus Bunge 2g,
Angelica acutiloba Kitagawa 1.5g, Zizypus jujuba Miller var. inermis Rehder 1.0g, Bupleurum falcatum Linne 1.0g,
Glycyrrhiza uralensis Fisher 0.75g, Zingiber officinale Roscoe 0.25g, Cimicifuga dahurica Maximowicz 0.5g, Citrus
reticulata Blanco 1.0g

Angelica acutiloba Kitagawa 1.5g, Cnidium officinale Makino 1.5g, Paeonia lactiflora Pallas 3.0g, Wolfiporia cocos
Ryvarden et Gilbertson 2.0g, Atractylodes japonica Koidzumi ex Kitamura 2.0g, Alisma orientale Juzepczuk 2.0g

Panax ginseng C. A. Meyer 1.5g, Atractylodes japonica Koidzumi ex Kitamura 1.5g, Wolfiporia cocos Ryvarden et
Gilbertson 1.5g, Astragalus mongholicus Bunge 1.0g, Angelica acutiloba Kitagawa 1.0g, Polygala tenuifolia
Willdenow 0.75g, Bupleurum falcatum Linne 1.5g, Gardenia jasminoides Ellis 1.0g, Glycyrrhiza uralensis Fisher
0.5g, Saussurea lappa Clarke 0.5g, Zizypus jujuba Miller var. inermis Rehder 0.75g, Zingiber officinale Roscoe
0.25¢, Zizyphus jujuba Miller var. spinosa Hu ex H. F. Chou 1.5g, Euphoria longana Lamarck 1.5¢g

Rehmannia glutinosa Liboschitz 2.5g, Cornus officinalis Siebold et Zuccarini 1.5g, Dioscorea batatas Decaisne 1.5g,
Alisma orientale Juzepczuk 1.5g, Wolfiporia cocos Ryvarden et Gilbertson 1.5g, Paeonia suffruticosa Andrews 1.5¢g
Cinnamomum cassia Blume 0.5g, Aconitum japonicum Thunberg 0.5g, Rehmannia glutinosa Liboschitz 2.5g,
Cornus officinalis Siebold et Zuccarini 1.5g, Dioscorea batatas Decaisne 1.5g, Alisma orientale Juzepczuk 1.5g,
Wolfiporia cocos Ryvarden et Gilbertson 1.5g, Paeonia suffruticosa Andrews 1.5¢g

Cinnamomum cassia Blume 2.0g, Wolfiporia cocos Ryvarden et Gilbertson 2.0g, Paeonia suffruticosa Andrews
2.0g, Prunus persica Batsch var 2.0g. davidiana Maximowicz 2.0g, Paeonia lactiflora Pallas 2.0g

sociation.

Busan Metropolitan City, Busan Oriental Medical As

2019 Korean Traditional Medicine Dementia Prevention Management Program Result Report



Herbal medicine treatment to prevent dementia in patients with MCI

Interventions

* Acupuncture therapies: twice a week.
e Head: EX-HNT
« Arm: PCo6, HT7, PC8 / Leg: ST36 (left and right, alternately)

Busan Metropolitan City, Busan Oriental Medical Association.
2019 Korean Traditional Medicine Dementia Prevention Management Program Result Report



Herbal medicine treatment to prevent dementia in patients with MCI

Baseline characteristics

Total(n=288)

MCI group (n=161)

High risk group (n=36)

Female 211 73.3% 125 77 .6% 27 75.0%
20X Male 77 26.7% 36 22 4% 9 25 0%
Average +SD | 73.5+5.35 73.4+x5 25 75.6+x5.73
Range 60~88 | | 60~87 60~88 |
60~64 16 5.6% 7 4.3% 2 5.6%
65~69 52 18.0 33 20.5% 3 8.3%
hoe 70~74 86 29.9% 51 31.7% 6 16.7%
75~79 106 36.8% 55 34.2% 18 50.0%
80~84 22 7.6% 12 7.4% 4 11.1%
85~ 89 6 2.1% 3 1.9% 3 8.3%
0 35 12.2% 21 13.0% 9 25.0%
1~6 104 36.1% 64 39.8% 17 47 .2%
Fducation 7~12 132 45 .8% 69 42 9% 10 27.8%
=13 14 4.9% 6 3.7% 0 0.0%
No response 3 1.0% 1 0.6% 0 0.0%
camily Yes 54 18.8% 34 21.1% 2 5.6%
History No 234 81.3% 127 78.9% 34 94 . 4%

Busan Metropolitan City, Busan Oriental Medical Association.
2019 Korean Traditional Medicine Dementia Prevention Management Program Result Report



Herbal medicine treatment to prevent dementia in patients with MCI

Results

* There was a significant improvement in cognitive function in both MMSE and

MoCA scores.

MMSE score

30

28

26

22
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18

box-whisker plot

MoCA score

n =228, ***p < 0.001,
Wilcoxon signed-rank test.

Baseline

Month 6

30

28

26

24

22

20

18
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12

p <0.001 Friedman test.
n =226, **p <0.01, ***p <0.001,

post hoc Wilcoxon rank sum test,
Multiple comparison by Bonferroni.

Baseline

Month 3

Month 6

Busan Metropolitan City, Busan Oriental Medical Association.

2019 Korean Traditional Medicine Dementia Prevention Management Program Result Report



Herbal medicine treatment to prevent dementia in patients with MCI

Results

o Stratified analysis showed that there was a significant increase in the MMSE
and MoCA scores in both the MCI group (MMSE 24-27) and high risk group
(MMSE < 24).

30 30 % 3% 3
i Dementia
high risk
28 * T Group
o o 26
@ n
% = 24
é 24 =
- =
22
22
200
o n= 128, ***p <0.001, n =24, **p <0.001,
Wilcoxon signed-rank test. - Wilcoxon signed-rank test.
20 18
Baseline Month 6 Baseline Month 6

Busan Metropolitan City, Busan Oriental Medical Association.
2019 Korean Traditional Medicine Dementia Prevention Management Program Result Report



Herbal medicine treatment to prevent dementia in patients with MCI

Results

o Stratified analysis showed that there was a significant increase in the MMSE
and MoCA scores in both the MCI group (MMSE 24-27) and high risk group
(MMSE < 24).

30 — 26 = high risk
T T o Group
28 24 S
> o _
5 20 5 2
> 2
<« 24 <
= > = o
18
20 p <0.001 Friedman test. - - 0001 Fried
s n < 0. riedman test.
. n =128, **p < 0.001 10 ! oy 001 S 0,001
—— n=23,%p <0.01, ***p < 0.001,
6 __}li/(l)ts‘:t{l()lc WIICOX(_m rar;k ;umftest, _ 14 post hoc WWilcoxon rank sum test,
L UiIpie COmMpatison by DONICITONL. Multiple comparison by Bonferroni.
12
Baseline Month 3 Month 6

Baseline Month 3 Month 6
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Herbal medicine treatment to prevent dementia in patients with MCI

Results

 MoCA scores of 40 people who participated in this project for 3 consecutive
years were followed up every 6 months.
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Herbal medicine treatment in the Korean military service

Activities as a KM military doctor

* All men in Korea are obliged to
serve in the military.

» Most MDs or KMDs will serve as
military doctor (or local health
center doctors).

* Currently, there are approximately
50 KM military doctors serving in
the ROK Army.



ESEHE S
Jakyakgamcho-Tang for Plantar Fasciitis
In Military Medical Service

e Subjects

* Military patients with plantar fasciitis in the Korean Medicine Clinic of the

Medical Service Room of the Service Support Group at the Ministry of
National Defence (Seoul, Korea).

« Jakyakgamcho-Tang (JGT)

 JGT is a dried decoction containing Paeoniae radix and Glycyrrhizae radix at
a ratio (g) of 6:6.

Explore (NY). 2017 Sep-Oct;13(5):344-347. doi: 10.1016/j.explore.2016.12.016.



"/'j'_ %'H' -E E Table 1. Changes in FFl and FRS Before and After Administration of Jakyak-Gamcho-Tang

Case Number Disease Follow-up Time Appearance (Previous Treatment)
(Gender/Age) ~ Duration, d - Duration, d Baseline  After 1wk  After 2 wk After 3wk After 4wk  Final
- (Region)
Results

1 (Male/23) 33 21 FFI 49.40 30.00 21.10 0.00 — 0.00 Burning sense and heel pain [calf stretching,

piroxicam (30 mg/d), biperiden (6 mg/d)]
(Both sides) FRS 6 3 2 0 - 0

2 (Male/27) 200 14 FFl 39.40 8.80 0.00 — - 0.00 Pain aggravation during walking [calf stretching,

piroxicam (30 mg/d), biperiden (6 mg/d)]
In Military Medical Service R,

3 (Male/20) 90 21 FFl 52.40 20.60 9.40 1.20 - 1.20 Pain aggravation while standing for an extended
period and at the first step after getting out of
bed [calf stretching, piroxicam (30 mg/d),
biperiden (6 mg/d)]

(Left side) FRS 6 3 2 1 - 1

4 (Male/41) 190 14 FFI 27.60 1410 0.00 - - 0.00 Pain aggravation at the first step after getting out
of bed and while standing and walking [calf
stretching, piroxicam (30 mg/d)]

(Left side) FRS 4 3 0 - - 0
5 (Male/20) 3 28 FFl 32.40 25.90 18.20 9.40 0.00 0.00 Pain aggravation after playing soccer (none)
(Right side) FRS 5 3 3 1 0 0

6 (Male/20) 6 14 FFl 4410 28.20 0.00 - - 0.00 Pain aggravation during running and walking

(none)
(Left side) FRS 6 3 0 - - 0

7 (Male/21) 7 28 FFI 35.80 30.00 11.20 11.20 11.20 11.20  Pain aggravation after walking on the snow for

2 h (none)
(Both sides) FRS 5 4 2 2 2 2
8 (Male/19) 90 21 FFI 41.20 25.30 13.50 4.10 - 410 Pain aggravation during walking [calf stretching,
aceclofenac (300 mg/d)]
(Left side) FRS 6 3 2 1 - 1
9 (Male/22) 180 21 FFI 40.00 28.24 5.88 2.35 0.00 0.00 Pain aggravation during standing and walking
[calf stretching, aceclofenac (300 mg/d)]
(Left side) FRS 7 5 3 1 0 0
10 (Male/23) 30 21 FFI 48.82 19.41 21.18 0.00 - 0.00 Pain aggravation at the first step after getting out
of bed and while standing and walking [calf
stretching, aceclofenac (200 mg/d)]
(Right side) FRS 6.5 3 3.5 0 - 0
Total, average + standard deviation Pre-treatment After treatment P-values
82.90 + 80.32 21.00 + 5.72 FFl 4111 + 7.86 1.65 + 3.60 <.001
FRS 5.65 + 0.88 0.40 + 0.70 <.001

FFI, Foot Function Index; FRS: Facial Rating Scale.

The P-value was obtained by using the paired f test to compare the pre-treatment and post-treatment data.

Explore (NY). 2017 Sep-Oct;13(5):344-347. doi: 10.1016/].explore.2016.12.016.



Traditional Korean Herbal medicine for COVID-19

COVID-19 telemedicine center of Korean medicine

* The Association of Korean
Medicine (AKOM) established the
COVID-19 telemedicine center of
Korean medicine (KM telemedicine
center) in Daegu and Seoul.

@

KM Telemedicine
Center in Daegu

JMIR Public Health Surveill. 2021 Jan 19;7(1):e20236. doi: 10.2196/20236.



Traditional Korean Herbal medicine for COVID-19
Background
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Traditional Korean Herbal medicine for COVID-19

Flow diagram of steps undertaken by the COVID-19 telemedicine center of Korean Medicine

Investigation items

= Informed consent form, name, sex, age, address, phone number

= Body weight, height, smoking status

= Date of positive test for COVID-19, infection route, quarantine
start/end date, family infection, isolation facility

@ Request for telemedicine

« Patients call voluntarily (& +82-1668-10795)

« Schedule telemedicine appointment
« Collect basic information

Telephone consultation by Korean

2 COVID-19 stages
medicine doctors

COVID-19 symptoms

* Pyrexia * Rhinorrhea

+ Listen to information on the medical history, * Suspected stage . }Plbgadache » Nasal congestion
medications and underlying diseases (respiratory (in quarantine) « Chills » Dyspnea
diseases, cardiovascular diseases, metabolic . C(_mﬁrmed stage » Sputum » Chest tightness
diseases, cancers) ) \éqthﬁsgme%oms * Dry cough * Diarrhea

» Instruct the patient in the self-measurement of w(i)tlllloﬁ? Sti%ils * Sore throat * Lack of appetite
body temperature and pulse rate - Recove S);It?g’e » Fatigue * Loss of smell

« Assess COVID-19 symptoms i * Muscle pain * Loss of taste
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JMIR Public Health Surveill. 2021 Jan 19;7(1):e20236. doi: 10.2196/20236.




Traditional Korean Herbal medicine for COVID-19

Flow diagram of steps undertaken by the COVID-19 telemedicine center of Korean Medicine

@ Provision of herbal medicine List of herbal medicines
- Y ™ N
Suspected Confirmed Recovery
* Prescribe herbal medicine based on stage and , . , L . Vidi Bufei T
symptoms of COVID-19 " YuPing Feng San™ § = Qingfei Paidu Sk h
« Select medicines from among the lists of herbal : };ﬂgﬁzﬁ S_a;r:_Qi . g?c?;uons . . fyﬁzg_oﬁiKgn 8
medicines referred to in the two sets of guidelines Tang : H a0 san « Mokhyang Gongjin-Dan
on COVID-19 Korean Medicine treatment « Buhuanjin Zhenggi . Saeng-Maek—S
* Antiviral drugs* are a basic provision e . ’ ‘
* Add or change the medicines according to - .-i e e » Xiao Qing Long Tang
accompanying symptoms |
* Drug formulation varies according to herbal I )
- : : ] Diarrhea * Huo Xiang Zheng Qi San
?aicgs:zes — decoction, soft extract, powder, pill, Accompanied ! :
. : i .. symptoms | Anxiety/ » Jiawei Quipi Tang
Deliver a 3-day supply of medicine (contactless : e O MadiT R i It}
Shlpplng) to patients In SUSpeCted and confirmed : S
stages and a 5-day supply of medicine to patients | | Lossof e p
in recovery stage smell/taste

JMIR Public Health Surveill. 2021 Jan 19;7(1):e20236. doi: 10.2196/20236.



Traditional Korean Herbal medicine for COVID-19

Flow diagram of steps undertaken by the COVID-19 telemedicine center of Korean Medicine

* Review each patient’s telemedicine record daily
« Comment on the next treatment steps if

@ Review of medical advisory committee Committee members

Professors of respiratory
disease

What to review

Problems with the prescriptions?
In a severe stage that requires

necessa = Korean medicine doctors with daily checkups?
Y 20 years of clinical experience " Necessary to transfer to an
advanced hospital?
@ Follow-up call Closing record Satisfaction
» Decision on treatment continuing or ending = Reason for end of telemedicine ~ * Satisfied with the herbal medicine
« Investigate satisfaction with telemedicine at = Duration of COVID-19 PI‘O_Vlded? . ,
the end = Compliance with treatments » Satisfied with the doctors
counselling?

JMIR Public Health Surveill. 2021 Jan 19;7(1):e20236. doi: 10.2196/20236.




Traditional Korean Herbal medicine for COVID-19

Baseline characteristics

Residence of patients (based on first consultation)

Characteristics Patients, n (%)
Home 2165 (93.2)
Sex
Male 569 (24.5) Facility 69 (2.9)
Female 1755 (75.5) Hospital 43 (1.9)
Age (years) Other, unknown 47 (2.0)
0-19 97 (4.2) Underlying diseases
20-39 555 (23.9) Hypertension (n=1912)
40-59 1121 (48.2) No 1548 (81.0)
>60 550 (23.7) Yes, not taking medication 44 (2.3)
Unknown 1(0.0) Yes, taking medication 320 (16.7)
Region Diabetes mellitus (n=1859)
Daegu and Gyeongbuk 2196 (94.5) No 1690 (90.9)
Seoul 32(1.4) Yes, not taking medication 25(1.3)
Other 94 (4.1) Yes, taking medication 144 (7.7)
Diagnosis (based on first consultation) Hyperlipidemia (n=1844)
Suspected cases 45 (1.9)
No 1626 (88.2)
Confirmed cases 211 (9.1) ) o
Yes, not taking medication 72 (3.9)
Recovering cases after discharge 2009 (86.4) . o
Yes, taking medication 146 (7.9)
Other, unknown 59 (2.6)
Cancer (n=1734)
Number of calls (per patient)
No 1661 (95.8)
1 166 (7.1)
Yes, not taking medication 49 (2.8)
2 329 (14.2)
Yes, taking medication 24 (1.4)
3 432 (18.6)
Chronic respiratory diseases (n=1726)
4 338 (14.5)
33
25 1059 (45.6) No 1611 (33.3)
Yes, not taking medication 82 (4.8)
Yes, taking medication 33(1.9)

JMIR Public Health Surveill. 2021 Jan 19;7(1):e20236. doi: 10.2196/20236.



Traditional Korean Herbal medicine for COVID-19

Frequency of prescriptions for COVID-19

Prescription

Uses

First call, n (%)

Others, n (%)

Total, n (%)

Qingfei Paidu decoction I
Kyung-Ok-Ko

Ziyin Bufei Tang

Yiqi Bufei Tang

Qingfei Paidu decoction II
Jiawel Quipi Tang
Mokhyang Gongjin-Dan
Huo Xiang Zheng Qi San

Saeng-Maek-San

Xiao Qing Long [Tang

Yin Qiao San
Yu Ping Feng San

Buhuanjin Zhengqi San
Other

Totalb

Exogenous fever and influenza
Fatigue, weak condition, and dry cough

Short breath, fatigue, decreased appetite, dry
mouth, and dry cough

Short breath, fatigue, decreased appetite, and
loose stool

Exogenous fever and influenza
Anxiety, overthinking, and insomnia
Fatigue and weak condition

Loose stool or diarrhea, chest tightness, and lack
of vigor

Thirst, dry mouth, cold sweat, and weak condi-
tion

Nasal symptoms, watery rhinorrhea, and allergic
rhinitis

Sore throats and headaches with inner heat
Cold, influenza, and sweating

Cold, headache, and fatigue

N/A?
N/A

448 (13.4)
439 (13.2)
369 (11.1)

348 (10.4)

263 (7.9)
234 (7.0)
176 (5.3)
139 (4.2)

82 (2.5)

94 (2.8)

89 (2.7)
40 (1.2)
26 (0.8)
584 (17.5)

3331 (100.0)

758 (6.9)
1846 (16.7)
1411 (12.8)

1151 (104)

584 (5.3)
840 (7.6)
747 (6.8)
420 (3.8)

259 (2.3)

347 (3.1)

348 (3.2)
71 (0.6)
124 (1.1)
2129 (19.3)

11,035 (100.0)

1206 (8.4)
2285 (15.9)
1780 (12.4)

1499 (10.4)

847 (5.9)
1074 (7.5)
923 (6.4)
559 (3.9)

341 (2.4)

441 (3.1)

437 (3.0)
111 (0.8)
150 (1.0)
2713 (18.9)

14,366 (100.0)

JMIR Public Health Surveill. 2021 Jan 19;7(1):€20236. doi: 10.2196/20236.



Traditional Korean Herbal medicine for COVID-19

Symptom changes

JMIR Public Health Surveill. 2021 Jan 19;7(1):e20236. doi: 10.2196/20236.

COVID-19 symptoms and severity At first call, n (%) At last call, n (%) P value®
Dry cough <.001
Severe 3(0.1) 0 (0.0) N/A
Moderate 116 (5.5) 16 (1.3) N/A
Mild 640 (30.6) 233 (18.7) N/A
None 1335 (63.8) # 994 (80.0) N/A
Total 2094 (100.0) 1243 (100.0) N/A
Fatigue <.001
Severe 15 (0.7) 3(0.2) N/A
Moderate 164 (8.1) 27 (2.2) N/A
Mild 616 (30.5) 325 (26.7) N/A
None 1223 (60.6) # 860 (70.8) N/A
Total 2018 (100.0) 1215 (100.0) N/A
Muscle pain <.001
Severe 7 (0.3) 0 (0.0) N/A
Moderate 60 (2.9) 8 (0.7) N/A
Mild 334 (16.2) 108 (9.1) N/A
None 1661 (80.6) » 1066 (90.2) N/A



