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Abstract

Objectives : The purpose of this study is to assess the feasibility of conducting a study on traditional Korean
medicine treatments for periodontal diseases, specifically gingivitis and mild periodontitis.

Methods : This study will employ a randomized, controlled, parallel-group design. Subjects with gingivitis and
mild periodontitis will be recruited in one university hospital. In total, 45 subjects will be randomized into three
arms (Acupuncture therapy group, herbal mouthwash group and usual care group), and will be followed up for
4 weeks. We will assess clinical variables such as, pocket depth, bleeding on probing, gingival index, plaque index,
visual analog scale, uroqol-5 dimensions-5 levels to analyze changes in microbial flora before and after the
intervention.

Results : The protocol for this study was approved by the Institutional Review Board (IRB) of Dongguk University
Ilsan Oriental Medicine Hospital, and registered with the Korean Clinical Trial Registry on March 29, 2024.

Conclusions : This study is the first clinical research on periodontal diseases conducted in a Korean traditional
medicine institution. The research aims to broaden the scope of traditional Korean medicine and is expected to
serve as crucial data for future large-scale studies.
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Table 1. Details of Treatments Based on the Standards for Reporting Interventions in Clinical Trials of
Acpuncture 2010 Checklist

[tem

Detail

Description

1) Acupuncture

1a) Style of Acupuncture

1b) Reasoning for treatment
provided

Electroacupuncture

1) Textbook of acupuncture and moxbusition
medicine

2) Consensus of DKMs

rationale
1c) Extent to which
¢) Extent to whic . Standardized treatment
treatment was varied
2a) Number of needle insertions
. . 6-10 needles
per subject per session
1) Fixed Acupoints : ST7, ST6, LI4
2) Depending on the symptoms presented by the
2b) Names (or location if no patient, the attenclli.ng doctor of Korean medicine
. may perform additional acupuncture procedures
standard name) of points . S .
used at up to 4 acupoints at their discretion.
3) In the case of lymphedema and if the subject
2) refuses, acupuncture at acupoints near the
Details of swelling site may be omitted.
Acupuncture 2¢) Depth of insertion 5-20mn
2d) Response sought De-qi

2e) Needle stimulation
2f) Needle retention time

2g) Needle type

Delivering electrical stimulation at 2Hz, with the
intensity adjusted such that the subject perceives
the stimulation without discomfort.

15 min

Sterilized stainless steel needle measuring 0.30mn in
width and 30m in

length (Dongbang Medical co., Boryung, Korea)

3) Treatment

3a) Number of treatment
sessions

8 sessions

regimen b) Frequency and duration of .
& 3b) Freq Y ) twice a week for 8 weeks
treatment sessions
- Brochures related to oral hygiene education
. . . uidelines are distributed to all participants and
4a) Details of other interventions 8 o . P P
education is provided.
. - Concurrent therapies that are deemed likely to
4) Other administered to the ) ab ) med ey
components of acupuncture group influence the clinical trial evaluation indicators
other than the treatments provided in this clinical
treatment

4b) Setting and context of
treatment

trial are prohibited.
The therapist restricts all unrelated conversations
with the patient beyond those necessary for
treatment.

5) Practitioner
background

Description of participating
acupuncturists

A doctor of Korean medicine with
over one year of clinical experience.

6) Control and
comparator
interventions

6a) Rationale for the control or
comparator in the context of
the research question, with
sources that justify this choice

not applicable

6¢) Precise description of the
control or comparator

not applicable

18



oA 9 191 ¢ AFdgol gt AR] FAMIH, I 715, o] Ak QP 9 A IS SRE o] o ZRES

Qo= fpt(LI11), B=H(ST36), BELIS), Ba(SI5)
< A3t AL &9 #H(STO)- FRIST7) SOl
2-g3tct,

2) 2k Tla

geko g 713 o= AETS 457t olat A,
Sk 23] 9F 10-15mle] &$fE(Zonicera japonica)
ARl | Qlofl Wiz oF 3027t 71t F etk o
AR Pz} vWiEslo] Saisly JARRPEY g
RO ARG SH4E G5 2B 712N
o, 712 ALgol| tigt -3 =E Hlob] ol AR

AE 25} dRE HRalch Y2 72l e v
SIS Slof ARRH 7129 85 Sklslal SIS

Aol 7|5t itk MR qhctom Qe =
AP Faste] o) 99X Ao WI8H &EyE

(ZLonicera japonicays AEi5ISITt.

AlzRte

SR (oral hygiene instruction manual)}&
WS E Sh 250k HEste] Sl dieh deat
B7FE AR RIS 2020H0]] HAE
A5}t 7SR oA vl et A 52 AL
J&stolon] A&dS A o=, 4 Al
/\O

2 vsfof ske 24 52 EASIAL itk ¢

(visit1, visitd)oll, g 7i2atat Y=t 15 2
FAWvisit]1, visit2)oll TP I-SAZ
s},

filo
=
e
=1
Ho

1. Bt g5

AAR7Z0| Bkl sAE gilos dTdm
(Table Z)Oﬂ [q'a' H]‘E—/\]7]tﬁi o]_ai 1];]7]___ H_B '5%

O kit

D) NPAE 71z 54

BE tpg5o] diste] A MR A s}, A
A B4, Az B e U = o
AHoz 9 _,]o]— 149 o]} 7|e} WEe 2Bl 7123
o Age)d PEAZRE 43 olhe RF 5% BE
o of2s} @A) 2839 o2 1 Jlet A=E Al
CRref 7j5ick 223214 4 *J U7l ol Tt
ARFe Fe7|2 M9 AAEA gEie] Z1ssit

2) AF ks Wk ws

YR 232 thA 2 et 55 oy
A0 M2), £BIA 52ty - 2 24 2
Spgt ol e A A B T0%E BT
thgAel M), AEB(H 55 A S 1 2
8 gt ol B BABS R R 2
22)2 Wi

F-'.JF+

1=

(1) X5 731]°](pocket depth, PD)

A3 Hperiodontal pocket) A2 Hgingiv
al sulcus)oll FFo2 sl WAL ¥z} Y71
Ao, A5 B AARE B8l A4 A
Ld70] HH7A 9] A=A S0

(2) 9lE=dA4(bleeding on probing, BOP)

]o H A EEE A5 Bk AEE, A

T 7|47 £8o] loW (+), §leH (HE
BRI,
(3) A 2AA4xgingival index, GI)
o4, G4, EF, H50= FEslo 0-39 Ak
2 grskt 04 FAF AL, 14 Aulsk Az
slof o] WAEY HRo g SFo] HA| Y=
229, 24 I F4o] WEE gRloR

19



FgtoMIsm R ta]R] A37H A22(20249 59)

EFo| He 224, 33 AR I $3o]
=R o] s 4= 1 AiFo R &9
H 4= Qlo}. TRt 2jopHe] Haee] o]
Algeol, 0.1-14: AHRE 9%, 1.1-2.08: &
BE IT, 2.1-3.0%: A 45& onfaiet?.
AejR(plaque index, PI)

A& QAL Bl B 9 AS Xot EH| LE
i ElS 0-59) FEg grisks A Eo|h. 0
A A gk, 13 A28 GFA| F2=]of 9l
ol §o= 7PHA FAU A =x &
Hck. 274 A2HAES ot 1m ofskRE Hel A
HiE SRt = oIS 4= Qlrk. 34! XJobd 1/3
ool 1m o] Z[e7t HoiQiet. 44 X|ord
1/3-2/3° 27} HeAlet. 53 X|obd 2/30]
ol Z[=7F Hofgick

4

faaby

4) A5Ego]| digh 4 7L W
2g2Y & 152 A UE, 254 = A e 1
SR Bkl 11 Wslks HrRI:
(1) A& 5% 37} Ax(visual analog scale,
VAS)
AR A 2527 =Rl 9lEe B
T EH{Hpain/discomfort), 57|(swelling)
of diste] Zk2 0-1000] 1371 HAl 2F9
AZVAE =S AMESto] tliAr AAs A2 5f
T Qi 02 9ol /502017 sl
JelolH, 1002 e & e 210 ERTS
ofw|git.
(2) 49 4 ¥/t HAx(euroqol-5 dimensions-5
levels, EQ-5D-5L)
4] A Wrlsly] gt BE olsA, 27|
g, Y &5, S5/EEE 2 B9 571
Yol dist] 54 A== Bricks A|EIA]

el

5) A B7F A=

20

o] 4K} 7R (O], Aahg B
PPN 7 BA) A3 oJmel S, o, S
A o, APIsAE, ke, B30 9, 44
o] Ozl §(LEHIS, BRI ul, 7hY v18), 7K
Hg(oIat H18)S Siste Wa] BAR A7 58 T
83 2 k. 2] SR A0 4%, FA 5
25 AW W8S Sk, ol W At
AZE A dET 20 AEH vg-asw

(ICUR)®}F 154 Bl8-EIH|(CERIE 7RI,

—

6) ¢4 B7F

A 7R 5 AR IE o whEol| tisto] Al%st
o ol WS A HI=E ARt o w2 vl
T Al AldTvaRte] 5% S, A Sl |
3R, o whE BUEBE S AR Al
qrdRelAl ddEes ot S4 % Mot lna
BHEE 7F ol Nk Hei

7) 988 W AR

SN0 QoY MRS Alek T
3 Zek) wlojazHlolg 243 gy vl i)
W 52 Wkl

(1) #% A8

HRBS: Qlslol Aol Als] 2gHel o

S S Aplan Aad e UeEs
w7kek) ol 25Ehd 5 R e SRRl
page] 74849 Bl HE

2 5ol /1S A,
Z

B o o

o
¢
(o]
%e,
QI
>

rEo
N
1

Al

©
K-l
H;J m> O
T
9 o Ao
2oy
e A
Mo >
o
i
31‘4 o]
o[N =
flo >
N o
D
= X
-/
D)
o

:
mlnll
o
i
;
rlo
2,
ek
N,
)

SRS FHOR 54 A 4so]
- 9 7t wer s A7 slea A
7F570] 82 ulst M4 sk 2
-lOO@O]E}W.

S AEAE 573 Ao 158g0R o)

O ol r
T % b
2ol
ey

M

olN
:

®

r’Oll 8
3

¢



oA 9 191 ¢ AFdgol gt AR] FAMIH, I 715, o] Ak QP 9 A IS SRE o] o ZRES

o

olN
>~,
r-1n
B
_WL
OI

_CHJ; 7- 35;(—1__; 14/\7]. _E,;_E_’j
T =22 ,]u]o]-\:]-b)
(2) YA} Bek) volAgHlol 24
2Ty eI SRR A2t Ea]—jé
gojol npE 24 WslE BTk Ao
Bek19) A BT B o
e H|jo] 1 Al‘%‘le:} A9 Ae H

.

o[N
1o
oxt

Gracey & AH8510] AFfotalat sk T%’H
A 2st S5 A, 500 BTt S0
+ 1.5m0 E-tubed] F#219] &2 AAA 52 4
T Ao ARt AlmE Bateeol] FEHARIH.
et A= A E20] & 8710 Haste
AYAZE o|F3H} AlRE vortexing(30%, 33))
5lo] 1.5m) e-tubed] ¥713L ¥HdEE|(14,000xg,
108, 40)3t0] At pellets 5o, A
WML 242 5% AHrdE 2482 sk
DNA 28] 7] -80T ]| Hagitt.
(3) Elo} Hlo] onlA
ATy HlEyl Z24HkRo] gjole AFAl A
2 9J8) B4 J7H) 80| BIh). QA
T1s4e B 91 vlolenARA YU
a3 78S 93t 1L-18 1L-6, TNF-oE H715}
T, X22Z 9 1xus 2 dzz gris 9gt
MMPs @ TIMP-15 A% v]i B7}5}0, 2+
Hlo] @SS ELISA kit ol83] 33kt
A& A= %=/71HA] Al
232 & A R0l AR, AEAlE Devill

-

4

faabg

y G, et al.9 “credibility/expectancy questi
onnaire” 92 #g 4 FE3Js}0] F A= T
St 7IdiA] 9 AIFEE 54 HAE Hx
= _;ﬂ oh:]—
) T4 = A

A& ) ek 712 HIES e R S T
2ol AlggRith. 3 A= Ei= T 7laHof| gk
AR HEEE 53 HAE Hew S4RIT:

ol p
o % ly
i F'Ll
o gﬂ
N
o= 7o
ol r [e]
Ao
H1 o
g,: e o
ﬁ i)
= 38
H L%
_?L
o R
i|§
j>
MN

H(multiple imputati
B 2 A
S-S AR
71A W Al Al R
subgroup analysisE A|
F%Eé 4, A9 5). AL Al
A7t 25 B o] mpR|ul A[ATgRre] M7t
A ekl HUEHS B9l AR e 1 &
O] @—EE]OL% ]IH7 01/K1- _Q_J,}— ol Cel—;({k] Hi] Oﬂ EHo]—E
ARA S gttt QI ARRIAIeH B4 A=
A oAt /g0l digt 8oF BAIE < EHE AND d=
A&y A= Bk 95% Al=TE AXlehL, M
@ A N MEE2 AR Bag A Bt
7g offo] w2t &Y A
+ wilcoxon rank sum testg ©}-&s}o] o1, ¥
8 A== chi-square test T+ fisher's exact test
£ ojgalel BT B YHAIY e ol
A A 24 F 2 242 92202 FAS (Full Ana
lysis Set) £4& & E4¥Ho= 5111 WQst 3L PPS
(Per Protocol Set) #41& A o2 gRIgith

2 g
~ 2
i
Ei
a2 i‘i
—‘N rOlt
ofl
N
[
([T
rE 091‘4
Hll
rr
ofd,

rﬁ‘?‘M¢
e}

8t A 23204 Y3

rw
:E

independent t-test T

21



FgtoMIsm R ta]R] A37H A22(20249 59)

V.o & 47.7%9) 230738} AI I8 A0 e
F739) Aee AFEHSL A BE, 92

of JF Fa1'? HAA AEFHAE T X

T2l

0% B3| AZEE, Z4S At 55, K Bu FFL VRS RO WY 74 ol =99 4
3} TRt 4] 58 Aslol gt Aol o golxe  ° Al IFe F= 8f10= FA5H Folal . &
Zgo] glo] A|FAS AZEA 0] AL 4to] e g W FH oF el digt wile] S A
AA71=Y] ZQ3HH7. T3 2 o]T o]7Lo] H|go| A g8t opzt o] F-8-d0] FolA|al =l A4
&3] SR 9ol 207201 654 ol i urs o HAPE o] AREEe] SRR Beie]

Table 2. The Schedule of the Trial

Period Intervention
Week 1* 2 3 4
Assessment Screening Visitl Visit2 Visit3

Ezlrlglalcizuﬁl?;fs’h group Visitl Visit2 Visitd
Acupuncture therapy group T1 T2 T3 T4 ™ T6 T7 T8
Informed consent form ([
Assigning a Screening Number [
Basic characteristics of subjects [ ]
Random assignment [ )
Oral Hygiene Education [ ) [ J
Visit Schedule Training [ J O O [ ] O O O
Acupuncture Treatment @) o O O o O O
Objective clinical outcomes for °

periodontal disease T

Subjective clinical outcomes for
periodontal disease T

Cost Analysis

Confirmation of Adverse Reactions,
Vital sign

Verification of Changes in Concurrent
Medication (Treatment)

Exploratory factor analysis§

Therapeutic Reliability/Expectancy
Questionnaire

Patient Satisfaction Survey [ J

@ Applicable to all subjects

O Applicable to acupuncture treatment group only

* If the evaluation for selection/exclusion criteria can be made during the screening visit, it can be conducted
together with Visit 1.

t: Pocket depth, bleeding on probing, gingival index, plaque index,

F: Visual analog scale, euroqol-5 dimensions-5 levels

§ . Collection of human specimens, eight principles identification questionnaire
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