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Efficacy and Safety of Miniscalpel Acupuncture, Non—Steroidal
Anti—Inflammatory Drugs or Combined Treatment for Chronic Neck
Pain: An Assessor—Blinded Randomized Controlled Pilot Study

Han Mi Gong', Seungah Jun', Yeon Joong Chung Ju-Ran Kim',
Jung Hee Lee', Hyun-Jong Lee Chung A Park?, Jae Soo Kim'

'Department of Acupuncture & Moxibustion Medicine, College of Korean Medicine, Daegu Haany University,
’Department of Diagnostics, College of Korean Medicine, Daegu Haany University

Objectives : We investigated the efficacy and safety of miniscalpel acupuncture (MA) treatment combined with non-steroidal
anti-inflammatory drugs (NSAIDs) for chronic neck pain (CNP) in an assessor-blinded randomized controlled pilot trial to
establish a basis for larger-scale randomized controlled studies on this subject. Methods : Participants (n=36) were recruited and
randomly allocated to the MA group, NSAIDs and combined treatment group. The MA group received MA three times over three
weeks. The NSAIDs group was administered orally with zaltoprofen 80mg t.i.d. over three weeks. The combined treatment group
received MA and zaltoprofen in the same manner as MA and NSAIDs groups. The primary outcome was pain as assessed by a visual
analogue scale (VAS) and the secondary outcomes were assessed using the Neck Disability index (NDI), EuroQol 5-dimension
questionnaire (EQ-5D), and Patients” Global Impression of Change scale (PGIC). Assessments were made at week O (baseline), 1,
2, 3 (primary end point) during treatment and at week 7 (4 weeks after the end of treatment). Results : 35 participants completed
the study. No serious adverse event occurred and blood test results were within normal limits. The improvement of VAS and NDI
was significantly greater in combined and MA group than that in NSAIDs group (p<0.017). The combined group showed better
outcomes in BQ-5D at visit 2 and 5, in PGIC at visit 4 than the NSAIDs group (p<0.017). No significant differences were found
between combined and MA group. Conclusions : Our results suggest that both combined and MA group can be more effective in
improving pain control than NSAIDs group. A large-scale clinical study is warranted to further clarify these findings.
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Fig. 1. @: below external occipital protuberance; insertion of
nuchal ligament; origin of trapezius muscle; upper site of GV16;
@®: 2~2.5 cm side down of external occipital protuberance; rectus
capitis posterior major; obliquus capitis superior; GB20; ©: 4.5~
5 cm side down of external occipital protuberance; GB12; @: C2
spinous process; origin of semispinalis capitis; obliquus capitis in—
ferior; rectus capitis posterior major; GV12; @: side of C2 spinous
process; facet joint; BL10; ®: C4 spinous process; origin of semi—
spinalis capitis; @: C5 spinous process; origin of semispinalis
capitis; @: C6 spinous process; origin of semispinalis capitis; ©:
C7 spinous process; GV14; @: transverse process of atlas; origin
of levator scapulae; obliquus capitis superior; obliquus capitis in—
ferior; ®: transverse process of axis; origin of levator scapulae,
medial scalene; ©: lamina of C5 (2cm side of Cb spinous process);
splenius capitis; semispinalis capitis; @: lamina of C6 (2cm side
of C6 spinous process); splenius capitis; semispinalis capitis; ©:
GB21; upper trapezius.

www.kjacupuncture.org




KOREAN JOURNAL OF

ACUPUNCTURE

7€) Azl $=2lo] HrF slo] 23ttt o] A ¥
FEol| EHoHEE ofF] =3 £0] 90°F oF LS olal, AYZo]
7F0.5 cmE |A] gotof ik, FHREE 7]A] Fjofl Zlgict.

O A2(GB12): A5F 871 F 4.5~5 cm F oRfEoZ =3
S AAohA HERL] S A Aol A7) = A
HE te] HO7 45° 7]&0] 3Tl 220 HEE it o]
A 2 FZo TEolEE §F & thA] offi&S ot ok
Aol ApQJgte}. =39 Eo] 90°E oS shal AJzIel7H0.5 em
£ A Yolof gt} T, SARET SA-E A Atk

O °FE(GV 15), © IF(EL 10), O, @, ©, © H5+GV 14):
735 28 =571 9 I, AR 710 9RIeh S <l
A9] K50l Yx|ste] 90 kO 2 A5k, A4 Zol= 2 cm

@, ®: 45 19, 20 Y572 So9i2 o F IBES

T, Y5718 45| HPslo] ATt B0l QU it
3 ¥ AU WA

©, @ 7% 5 6 F57] 9 % 2 om BT FT-02 9]
A 758 ZeE 24K Aol At 49 Zolt 05 am
2 94 golok e

© H(GB 21): oV7S) BRI S Aol i &

Aetom $mag e Hof ek

5. 4714y

D 1% #8744 371

VASE= BA0] Q1 52 welsi= A Akoltt 10 am
Zol9] A & Boll 5] gl= H(no pain, 0)2F & = gl
EZ(severe pain, 10/S FABHL dRA| Lrls B39 Ao
w2t A 9ol HALE shetl, B7HR= 00258 VA #A1R
37 9] Zolg Z4siol WIS AR, 13 S Wk
A& H(baseline), Al& 15+ Hvisit 2), Al& 25+ Hvisit 3), Al&
35 Hvisit 4), A& TR 45 Hvisit 5)° HAISHAH.

2 24 %84 97t

24 84 7l A#EA= Neck Disability Index (NDI),
FuroQol 5-dimension (EQ-5D), Patient Global Impression of
Change (PGIC)7} AREE|SIT AR = FEIE A4 ALS
SkAAL, Bl ofF= ERIE|A] Qdekth NDI, EQ-5D+= Al &

47 %ol BRI

(1) NDI: NDI= 352] 7I53°he B7Fsh] $1et d2A=,

Miniscalpel Acupuncture on Neck Pain

% 10719] 2o o|FolA kP, 7 #F 0~5H0= 74
o], A7t £e5E FuA Aol Hwrt Hrha & 4 9lrk.

(2) BQ-5D: thizte] dutel A4S 24si, 4te) A
< B7sle B2k ot 72 BEyg 1~5H 08 Ao
0w, 054, A7\ He], WIS, B5/2W T B
9N/9-2749] 5711 EF2R ofFolA et

(3 PGIC: thg=i7} 2419] 4ol Al 3} vlasio] Jukt
SALEAS EIsH= o}, 2 AleS v, FoRis
PGIC - 51| St wi$- gol S4-u¢ gol s 2 &
FEE 771 P 5 Sfdsls P8l AAsle] dhe o] THE
T AFslo] vle gol ofBiE 7 2 FHistol st

d AR} Al 35 & R Al ERAER XS A B8
o] eFd= 7Is7] Sloto] BHEHA] FAF A AN AJsiehA A
AL ARAAAE AT 57 52 red blood cell count
(RBC), hemoglobin level (HGB), hematocrit (HCT), total white
blood cell count (WBC), differential count, erythrocyte sedi-
mentation rate (ESR), platelet count, aspartate aminotrans-
ferase (AST), alanine aminotransferase (ALT), blood urea
nitrogen (BUN), prothrombin time (PT), partial thrombo-
plastin time (PTT), C-reactive and creatinine, serum sodium
(Na), serum potassium (K), serum chloride level (Cl& X5}

At

7. A 2MYY
e SR dEAEE fiRt SARRC 259 e

SPSS 25 for windows (Release 25.0 K; IBM SPS Inc., USAYS
ol-gst9ir}. FEEHRlZHE TSt AP Last observation
carried forwaed method (LOCFE Ar&51] H&st3.om, A
9 F84 8719 AP 584 A8 915 Kruskal-Wallis test
(KWT)7F A=A Al A} Blisto] Als 152 &, A& 25
T A& 3 T AlE TR 45 T Aleads AR o= HAs)
7] 18] Wilcoxon signed-rank testE AAISHA}. ZF 9] &
/d B7} WSl H|wE folo] Al 9] fE BRIES Ale
Z(baseline)-A1& Hvisit 2,3,4,5) 7+ Kruskal-Wallis testE Al

www.kjacupuncture.org

17




18

Ok
ob
a
>
o>
=
0
re
OfH
oN
4
ru
°
0
Jon
=)
rol
(Y
1z
0%
=)
oN
=
4>

r

ool Hlwet & SAZXCE FORt At ERIE T
Mann-Whitney TestMWT)E AR&3lo] AAALS AAISHIL
= S AE, A% AlYstL Batgk+ EEH K mean+

KOREAN JOURNAL OF

ACUPUNCTURE

SD)E YERH O, p<0.05%] AL BARKCZ 9o =2
T2 =Bkt

Table 1. Baseline Characteristics and Outcome Measurements for Participants with Chronic Neck Pain

Combined group MA group NSAIDs group p-value
Female:male ratio 1.4 311 0.71:1 -
Mean age, years 39.6+15.4 38.9+15.8 39.8+156.5 0.989
VAS 6.0+1.6 6.6+1.8 5.7+1.6 0.407
NDI 28.4+10.4 39.7+£16.6 25.3+8.4 0.031*
EQ-5D 9.3+x1.7 11.3+3.8 8.6+2.6 0.045*
PGIC 2.8+0.8 3.0£0.7 3.4%0.7 0.087

Values are expressed as meanz=standard deviations.

Combined group, Miniscalpel with NSAID treatment; MA group, Miniscalpel treatment only; and NSAIDs group, NSAID treatment only.
EQ-5D : EuroQol 5-dimension, NDI : Neck disability index, PGIC : Patient Global Impression of Change, VAS : Visual analogue scale.
*Differences among groups by using Kruskal-Wallis test : *p<0.05

Enrollment

Assessment for eligibility

(n=41)

Excluded (n=35)

- violation of selection / exclusion

criteria for blood tests (n=15)

Randomization (n = 36)

Allocation

A Y
Miniscalpel acupuncture with Miniscalpel acupuncture treatment Nonsteroidal anti-inflammatory
nonsteroidal anti-inflammatory . 4 ;
drugs (n=12) rugs (n=12)
(n=12)
Follow-up
Y v ¥

Lost to follow-up (n=0)

Lost to follow-up (n=0)

Lost to follow-up (n=0)

Discontinued intervention
(withdrawal of consent form) (n=1)

Analysis I

v A

A4

Analyzed (n=12)

Excluded from analysis (n=0)

Analyzed (n=12)

Excluded from analysis (n = 0)

Analyzed (n=12)

Excluded from analysis (n=0)

Fig. 2. Participation flowchart for the study.
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s > # . —8—MA
3 +
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2

Baseline Week1 Week2 Week3 Week7
Time

Fig. 3. Changes in visual analogue scale score for chronic neck
pain.

VAS : Visual analogue scale, Combined group, Miniscalpel with
NSAID treatment; MA group, Miniscalpel treatment only; and
NSAIDs group, NSAID treatment only. There were significant
reductions in pain in the three groups at each point of assessment
compared with baseline within each group (*0<0.05). Values are
expressed as meanz*standard deviations.

Table 2. Changes in Visual Analogue Scale Score for Chronic Neck Pain

Median +SD KWT MWT
VAS Outcome i i
. Combined Combined MA -
Combined MA NSAIDs p-value ~ VA “NSAIDs NSAIDs
Visit 2 (Week 1) 47+12 5.8+1.6 4.9+12 0.341 - - -
Visit 3 (Week 2) 3.7+1.0% 43+1.7* 4.8+1.3* 0.007 0.887 0.006" 0.006"
Visit 4 (Week 3) 2.9+15* 3.3+1.6* 4.9+1.3* 0.001 0.671 0.001" 0.000"
Visit 5 (Week 7) 2.7+22% 3.0+2.4% 5.0+1.3% 0.000 0.713 0.000" 0.000"

Values represent meanz=standard deviation.
VAS : Visual analogue scale.

Differences within groups by using Wilcoxon signed-rank test and showed as : *p<0.05.
Difference value for each group (before treatment [baseline] — after treatment [visit 2,3,4 and 5]) was assessed by Kruskal-Wallis test

(KWT, p<0.05), Mann-Whitney test (MWT), as post-hoc among three groups :

T5<0.017.

Combined group, Miniscalpel with NSAID treatment; MA group, Miniscalpel treatment only; and NSAIDs group, NSAID treatment only.
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Table 3. Parameters and Inter-group Significant Differences of the Chronic Neck Pain

Median+SD KWT MWT
Outcome : ; _
Combined MA NSAIDs p-value Com,k\a/:ged B C—(l)\lrgiln[?: N,\élﬁle
NDI
Visit 2 (Week 1) 19.9+9.0 32.0+13.9 19.4+7.4 0.609 - - -
Visit 3 (Week 2) 13.3+8.1* 22.7+14.2% 19.9+8.5% 0.003 0.671 0.000" 0.007"
Visit 4 (Week 3) 10.7£8.2* 19.3+16.9* 19.9+6.6* 0.001 0.932 0.000" 0.001"
Visit 5 (Week 7) 9.8+12.4* 17.5+15.3* 21.3+7.4* 0.000 0.378 0.000" 0.000"
EQ-5D
Visit 2 (Week 1) 7.25+15 10.0+3.5 8.1+1.6 0.029 0.378 0.004" 0.219
Visit 3 (Week 2) 7.2+15* 8.3+3.7* 8.0+15 0.004 0.319 0.017 0.001"
Visit 4 (Week 3) 7.3+1.4% 8.6+4.1* 7.7+17 0.026 0.242 0.045 0.020
Visit 5 (Week 7) 6.6+1.7* 8.1+3.5* 7.9+1.7 0.005 0.630 0.006" 0.005"
PGIC
Visit 3 (Week 2) 2.3+05 2.7+0.7 3.6+0.5 0.022 0.590 0.017 0.078
Visit 4 (Week 3) 2.0+0.9*% 2.4+1.0 3.6+0.5 0.012 0.514 0.008" 0.039
Visit 5 (Week 7) 1.9+1.0* 25+16 3.6+1.3 0.024 0.671 0.017 0.033

Values represent meanz=standard deviation.

EQ-5D : EuroQol 5-dimension, NDI : Neck disability index, PGIC : Patient Global Impression of Change.

Differences within groups by using Wilcoxon signed-rank test and showed as :

*p<0.05.

Difference value for each group (before treatment [baseline] — after treatment [visit 2,3,4 and 5]) was assessed by Kruskal-Wallis test

(KWT, p<0.05), Mann-Whitney test (MWT), as post-hoc among three groups :

T6<0.017.

Combined group, Miniscalpel with NSAID treatment; MA group, Miniscalpel treatment only; and NSAIDs group, NSAID treatment only.

60

50

40

D 30 + =4— Combined

== MA
20

NSAIDs

10 % *

Baseline Week1 Week2 Week3 Week7

Time

Fig. 4. Changes in neck disability index for chronic neck pain.
NDI : Neck disability index, Combined group, Miniscalpel with
NSAID treatment; MA group, Miniscalpel treatment only; and
NSAIDs group, NSAID treatment only. There were significant
reductions in disability index in the three groups at each point of
assessment compared with baseline within each group (*p<0.05).
Values are expressed as mean=standard deviations.
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