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Objectives This systematic review aimed to analyze the effectiveness, safety and the
reporting quality of scalp acupuncture (SA) treatment for musculoskeletal disease
(MSD).

Methods Eleven databases were systematically searched up to July 12th 2023.
Randomized controlled trials (RCTs) of SA treatment for MSD were selected manually
by the inclusion criteria. The risk of bias of RCTs was assessed using the Cochrane’s
Risk of Bias (RoB) 1.0 and the reporting quality of studies was evaluated using
Consolidated Standards of Reporting Trials (CONSORT) 2010 statement and
Standards for Reporting Interventions in Clinical Trials of Acupuncture (STRICTA) 2010
checklist.

Results Ten clinical studies were met the inclusion criteria. Most of studies reported
SA treatment significantly alleviated pain and functional disability of MSD patients and
no serious adverse effects were reported. In RoB assessment, blinding of participants
and personnel was found to have the highest RoB and allocation concealment was
found to have the most unclear RoB. In CONSORT 2010 statement evaluation, all
studies reported 15.3 items (41.4%) on average. In STRICTA 2010 checklist evalua—
tion, all studies reported 11.2 items (65.9%) on average.

Conclusions The systematic review found that SA treatment may alleviate pain and
functional disability of MSD patients and have little severe adverse effect. The report-
ing quality of included studies was mainly low, therefore, further studies with strict
adherence to the CONSORT and STRICTA checklist should be encouraged. (J Korean
Med Rehabil 2023;33(4):61-78)

Key words Scalp acupuncture, Musculoskeletal diseases, Systematic review, Quality
assessment, Randomized controlled trial
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1. CIO[E{H|O]A 5! ZAHEH

202313 74 120 =2] =AY X C.Z PubMed,
OVID-medline, Embase, Cochrane CENTRAL-& ©]-8-5}4
AR U £ H4Y-2 KMbase, Research Infor-
mation Sharing Service (RISS), Koreanstudies Information
Service System (KISS), DBPIA, Oriental Medicine Advanced
Searching Integrated System (OASIS) A Fo|egr >
S 53 R8sl o, Sro] E3794-8 China National
Knowledge Infrastructure (CNKI), ¥& &9 HA
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A 71 ERs
puncture” OR “cranial acupuncture” OR “skull acupuncture’]
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FAoNA T3] FF+= “Scalp Acupuncture Therapy*”
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Standard Scalp Acupuncture Nomenclature (ISSA), (2)
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3t 35 71X HE(visual analogue scale, numerical rating
scale, etc.)2} 715 7 A F(Oswestry disablility index, neck
pain questionnaire, Western Ontario and McMaster Univer-
sities Arthritis Index, etc.) 2 &he] & 712 F(EuroQol
5-dimension, Short Form 12 Health Survey [SF-12], SF-36,
etc.) o= BT XA

w A7l E3E RCT A7) viEd 9 Wk
Cochrane®] Risk of Bias (RoB) 1.072 &-&3}o] o]F
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KMbase (n=23)
Pubmed (n=636) RISS (n=38)
OVID-medline (n=195) KISS (n=13)
Embase (n=252) DBPIA (n=27)
Cochrane CENTRAL (n=369) OASIS (n=63)

| CNKI (n=388) ‘ ‘ CiNii (n=232) |

Publications excluded because of duplication

A

‘ Publications screened (n=1680) |

(n=556)

Publications excluded based on title and abstracts (n=1661)
* not related to efficacy of scalp acupuncture (n=419)
* not related to musculoskeletal disease (n=490)
* related to musculoskeletal disease but the intervention
is
- scalp acupuncture combined with other type of
acupuncture (n=3)

Further evaluation with full
text (n=19)

> - scalp acupuncture combined with other therapy (n=3)
- only using head acupoints of TCM (n=1)
* not RCT (n=745)
- review or literature study (n=486)
- clinical study but not RCT (n=20)
- protocol (n=90)
- animal or anatomical research (n=106)
- Others (letters, abstracts, guidelines, dissertations,
research congress reports, surveys for non-patients or
interviews. lectures, projects) (n=43)

Publications excluded based on full text (n=9)
* scalp acupuncture combined with
- other type of acupuncture(n=3)
- other medication (n=1)

Included RCT (n=10)

« using head acupoints of TCM with other type of
acupuncture (n=1)

« intervention using only head acupoints of TCM (n=1)

« cannot find full text (n=3)

Fig. 1. Flow chart of the clinical study selection process. RISS: Research Information Sharing Service, KISS: Koreanstudies
Information Service System, OASIS: Oriental Medicine Advanced Searching Integrated System, CNKI: China National Knowledge

Infrastructure, TCM: traditional Chinese medicine, RCT:

2. 3ixf0| 9

randomized controlled trial.

W2z U e Ane Eqee] A4s9 sa
£ BEoR AH 770 sl HlEFoRE U

10719] RCT =82] fxte] 43S BAg Az, g4 =TSR AR 28], 245207} 13] AH=3

29 E S oz g EHo] 37IM9, AEZo] 271617, o, 2719 HERTS AT =RolAE AH/FEA
8T B Ao, 7144 TE9 FA HEo|A g B9, AHEA 7L 242 138 ARSE QI B8 370
BN) A P, Q% E270W &E2=20e] zhzh 17 O dETE AAY =ReMe dEAE/AE

o] ATHTable I).

3. SMYY 2 UXZ |

ATl e SAYELR 1019 =& F

7
A SAE ©E0.2 ALY, 379 A T

64 ] Korean Med Rehabil 2023;33(4):61-78.

E/F7INEY, 2879 A5/ EXE/FUY A8
o] thxwo® 74zt 1314 ARSE I 3 A
I O ARE Edet AR 330 diETe

FUP, F=A 89, AZ-+FEAZ07} 47 18]
A ARRENOH, 378 =7 BFolA FATAE o
a3 FLT A 87F A8 ATH(Table 1).
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Table I. Summary of RCTs of SA for Musculoskeletal Diseases
First Conditions Intervention group Control group Outcome indicators . Adverse
author . . . . Intergroup difference
) (sample size) (sample size) (sample size) (evaluation date) events
Oliveira ~ Temporomandibular (A) SA (15) (B) Counseling (15) (1) WHOQOL-BREF (1) NS n.r.
(2021)'"®  disorder (60) (C) Occlusal splint (15)  (2) PSQI (2) NS
(D) Manual therapy (15) (3) VAS (after 30 days) (3) NS
Guo Tension headache  (A) SA (50) (B) BA (50) (1) VAS (A) vs. (B) nr.
(2020)"”  (150) (C) Medication (eperisone  (2) Duration of headache (1) NS, NS, NS
hydrochloride tablet, (after 1, 3, 4 weeks) (2) NS, NS, NS
flunarizine hydrochloride (3) Total clinical efficacy  (3) NS
capsules) (50) (after 4 weeks) (A) vs. (C)
(1) NS, p<0.05, p<0.05
(2) NS, p<0.05, p<0.05
(3) p<0.05
Teng Cervical spondylosis (A) SA+ (B) (30) (B) Intravenous Danhong (1) Symptom score (1) p<0.05 nr.
(2016)'®  (vertebral artery type) injection (30) (2) Total clinical efficacy  (2) p<0.05
(60) (3) TCD mean blood (3) p<0.05
velocity (after treatment)
Chen Cervical spondylosis (A) SA (30) (B) BA (30) (1) PRI (1) p<0.01 nr.
(2015)'”  (nerve root type) (2) VAS (2) p<0.01
(60) (3) PPI (3) p<0.01
(4) Total clinical efficacy  (4) NS
(after treatment)
Collazo  Fibromyalgia (265) (A) SEA (53) (B) Intravenous lidocaine (1) Total pain scale (1) p<0.05 after 3, 6 nr.
(2015)" injection (53) (2) Intensity of the pain months
(C) Intravenous ketamine (3) Frequency of the pain (2) p<0.05 after 3, 6
injection (53) (4) Consumption of analg- months
(D) Intravenous ozone esics 3) NS
therapy (53) (5) Disability (4) NS
(E) Conventional therapy (6) Sleeping problems (5) p<0.05 after 6 months
(53) (7) VAS (6) NS
(8) Fibromyalgia Impact (7) p<0.05 after 6 months
Questionnaire (FIQ) (at (8) NS
1, 3, 6 months after
finishing treatment)
You Cervical vertigo (60) (A) SA (30) (B) Medication (Yangxue- (1) The cervical vertigo (1) p<0.05 nr.
(2014)™ gingnao granules) (30) symptom and function (2) p<0.05
assessment scale by
Wang Chu-huai
(2) Total clinical efficacy
(after 2 treatment courses)
Hasegawa Acute non-specific (A) SA+ medication (B) Sham SA+ medication (1) VAS for cumulative pain (1) NS, NS, p=0.024, No
(2014)™  low back pain (80) (sodium diclofen- (sodium diclofenac if (before acupuncture session p=0.003, p=0.005 adverse
ac if needed) (40) needed) (40) after 3, 7, 14, 21, 28 days) (2) p=0.007, p=0.007, events
(2) VAS for immediate pain p=0.007, p=0.007,
(after acupuncture session p=0.007.
after 0, 3, 7, 14, 21 days) (3) NS, NS, p=0.002,
(3) RMDQ p=0.001, p=0.002
(4) The numbers of anti-  (4) p=0.004, p=0.004,
inflammatory tablets taken p=0.004, p=0.004,
(after 3, 7, 14, 21, 28 days) p=0.004
(5) SF-36 (after 28 days) (5) p<0.05 in functional
capacity, limitation in
physical aspects, pain,
vitality
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Table 1. Continued

First

author Conditions Intervention group Control group
) (sample size) (sample size) (sample size)
Collazo  Fibromyalgia (99) (A) SEA (34) (B) BA (32)
(2014)" (C) Moxibustion (33)
Collazo  Fibromyalgia (62) (A) SEA (31) (B) BA (31)

Chao

(2013)™

Cui Prolapse of lumbar (A) SA+ (B) (25) (B) Massage (25)
2004y intervertebral disc

(59

Adverse
events

Outcome indicators

(Goaoriten G Intergroup difference

(1) Total pain scale

(2) Intensity of the pain
(3) Frequency of the pain
(4) Consumption of analg-

(1) p<0.01 after 6 months n.r.
(2) p<0.05 after 6 months

(3) nr.

(4) p<0.05 after 6 months

esics (5) p<0.01 after 6 months
(5) Disability (6) p<0.05 after 6 months
(6) Sleeping problems compared to (C), p<0.01
(7) VAS at 6 months compared
(8) FIQ (after 3, 6 months) to (B)

(7) p<0.05 after 3 months
(&) nr.

(1) Total pain scale (1) p<0.05 at 4 months, No
(2) Intensity of the pain p<0.01 at 6 months  adverse
(3) Frequency of the pain (2) p<0.05 at 4 months, events
(4) Consumption of analg- p<0.01 at 6 months

esics (3) p<0.01 at 4 months
(5) Disability (4) p<0.05 at 4 months
(6) Sleeping problems (5) nr.
(7) VAS (6) nr.
(8) FIQ (at 3, 4, 5, 6 months (7) n.r.

after finishing treatment) (8) p<0.05 at 4 months
(1) Total clinical efficacy (1) p<0.01 nr.
(2) Peripheral lymphocyte (2) p<0.05 in CD4+

subsets (3) p<0.05
(3) Serum IgM (4) NS

(4) Serum IgG (after treat-
ment)

RCT: randomized controlled trial, SA: scalp acupuncture, WHOQOL-BREF: World Health Organization Quality of Life Brief version, PSQI:
Pittsburgh Sleep Quality Index scale, VAS: Visual Analog Scale, NS: not significant, n.r.: not reported, BA: body acupuncture, TCD: transcranial
Doppler, PRI: Pain Rating Index, PPI: Present Pain Intensity, SEA: scalp electroacupuncture, RMDQ: Roland-Morris Disability Questionnaire,

SF-36: Short Form 36 Health Survey, IgM: immunoglobulin M.

4. X|2o| &M
1) ZA%Z(cervical spondylosis)
Teng'®-S HF5HY AFZ Sxtol] thal SA9 ©-&

AR AT SFEFANE AR T
SRS, Alesd =5y H+ ¢
S&& PluEdth O A BE HUHA|
ol thell SRl A izl Bls) SAH o= #2
F 37 YERGTHp<0.05) (Table I).

Chen §'& AAZE AF5 SAkol sl SAE 4
3t FATI ARAZE AW o] A8 F Pain
Rating Index (PRI), Visual Analog Scale (VAS), Present
Pain Intensity (PPI), % X|5&< vttt 1 23}
SAIToll A djZtell HIsl| PRI, VAS, PPIS] f-2]g 7l
o] UBHEokpe0.01), ¥ NE&e FAHOE

ok l:H i to 4\
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ol AfolE Holx] LUTHp>0.05) (Table I).

2) MQZLE(fibromyalgia)

Collazo B'¥19& 4285 A4S oz 331
RCT 9F+E A3 o].%ou:] WA gEEE = E= 7<4_1‘:_’
55 A=, 55 N5, A5A AR 35, AR, 5

™ ¥ FA, Fibromyalgia Impact Questionnaire (FIQ),
VASE A3t 2013130 Raig RCT'Vell A& SA
o} iﬂi‘ilﬂfﬂ BE v, I A% X8

SNYE F F 55 S T AS JEA A 3
FIQ@lI 4] SAEOH/H ARA 57 vl AR Fof
3k BT YEPE O M (p<0.05), FF RI=olME froleh
B} VEPSTHp<0.01). N EEE 671€Y o= SAT
oA AR s vIF| F TF A=} TF A=A
FAACE Fo7t 237 YERGTHp<0.01). 201413
HuE RCTWOA = T3 A 283 FA59 &

=
<



B3 pda A w97k 29w iR QA

= vwdtg e, 1 A SATNA U F o
vl3f 371Y 3 VASOlA frelet 37 YR TH(p<0.05).
678 d Fol= SAT oA UM F ol vlg) & TF

A&, ol AExolM foldt B3t Bl o (p<0.01),
T A5, TR 7 AE EAloAME FAHL

7} JERETHp<0.05). 201530 ¥
‘%:__

L,,], lidocaine A}, ketamine A}, <

watgeh 1 Ax SAi1°1W U2 Sl Hlal 3714
3 F 5% AR, 55 A=A Fog a3t Ve
S H(p<0.05), /N¥E & 55 A5, 55

VASOllA SAIFOE folt aa7F UebTHp<0.05)
(Table I).

B, BN,

3) dxM S (cervical vertigo)

Your)= 724 AE Aol i SAS A3 A
T3 2FE-X] 5(Yangxuegingnao granule)E Al¥ g T %
T A8 F S H 7 AR 5&5 4
watREd, 71 AR F B Bl s ST
A thzTtol Hs) BAH O R foF it Vet
TH(p<0.05) (Table I).

.J_;(]

4)

bS]

i

0l (temporomandibular disorder)

Oliveira 5192 Elghd 7o) Sxjol] tha) £33} 4
A5, 2FUE, 47|A89] 535 vt Bt
A EZE World Health Organization Quality of Life
(WHOQOL)-Bref, Pittsburgh Sleep Quality Index scale
(PSQD I} VASE ARE3IA =T, 30¥ & T3 Yz
Al o] A5E9E ¥wdk A3} WHOQOL-Bref, PSQI,
VAS EF SAHOE {3k Zpo| 5 HolA| F3UTHp>
0.05) (Table ).

5) 712 =E(tension headache)

Aol sl 343t A

S(eperisone hydrochloride, flunarizine hydro-

Guo®} Shen'?2 114y F5
3, =A
chloride)®] B3E H|WEIATE 1, 3, 45 F9] VAS, F
T AR F MBS FUIEAE, SATH A
Az Abolelle s BI7ER 3z thel] Fof gt zho]
2 Holx] AYTHp>0.05). SATH} FEX BT X7
HE v w3 AT} SATNA FEX BT BIE] 3, 4

ol

T ¥ VASS FF AEART 2 F A5EA FAA
o7 fo3k a7 YEFGTHp<0.05) (Table I).

Ef=x

6) 2F F7HM EtES(prolapse of lumbar inter-

vertebral disc)

3} q]z;q g T = i]E%,
A 1mmunog10bulm M (IgM)Z} 1gG A& H]LO]-‘}iU]-.
1 A} FATA Tzl Bis) F B4 7o
3 32 1B Om(p<0.01), CDs" X171 f2ol3HA =
71 tHp<0.05). =3 A 1gM A7} FAZOR
FeJstAl 1A= ATh(p<0.05) (Table ).

7) 24 HIE0|X™ Q& (acute non-specific low back
pain)

Hasegawa 5202 5743 HIEo|4 8% Al tial SA
E A% AT ARAE AT iz aE
Hl ek om, 7 o+ B5of ths] Zagt -5 =X
E(sodium diclofenac)E 834 it AAAEE
3,7, 14, 21, 289 ¥ X5 % VAS9} Roland-Morris
Disability Questionnaire (RMDQ), 583+ SHS5A|
o} shAl A X5} 3, 7, 14, 21Y & A5 F VAS 2
28Y ¥ SF-362 ARSIt 1 Ay, SArolA tix
o) ¥l X8 A VASE 149 (p=0.024), 21Y(p=0.003),

289 ZF(p=0.005) FroJ3F E= B oM X8 I VAS
7} 713 F et E97F YERETHp=0.007).
RMDQE 14¥(p=0.002), 21€(p=0.001), 28 F{(p=0.002)
ol a9 Yelsth B85 JEFA = A 3
71712 el AR FATlA tiZzatel vl o skA A

S H(p=0.004), SF-36-> AlA 7|5, 212 G A%,
55, Y| I FATolA tizTel Bis) o
3 a3 YERSTHp<0.05) (Table 1).
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7o T3S AH8E 4139] =&l thste] Fang’s SA',
Zhu’s SA'”, YNSA?, ISSA?7} &89 =&o| 77 1
A2 0|t 257 T2 AHERE 379 =il tis)
&l Jiao’s SAS} ISSA!®, Zhu’s SAS} Jiao’s SA'®, ISSA
¢} Zhws SAPVE A Z-83 =Fol 47 11340]3]
o 3T ol RS AR 3 =R BT 2
L TR e AHEEIN oM, Jiao’s SA, Fang’s SA
o} ISSAE 37 Z-8-3FATHTable 10).

SAS] FAHG-E 2719 =F 0T HAlE ] om,

Table II. SA Treatment Methods

L
T =i

(Table I).

RE BAg e M o)

Fokthal W sk T

6. HIZE ?Igx: @7t

Cochrane®] RoB 1.0& AR8-3kd 1071¢] RCT &9
=4 A¥E=E WU A3+ Fig. 20 FASHATH
mzkel wi A A GRS (71315192022) 0] =TLo)
ARt FAHCE HuEglon, O o RE Uit

First author .
Type of SA Acupoints
(year) yp! p
Oliveira (1) Zhu's SA (1) GV20, GV21, GV22, GV24 in the eding zone
(2021)"® (2) Jiao's SA (2) Lower 2/5 of the bilateral MA and sensory area

Treatment period
(total sessions)

0.25%30 mm, twirling for 6 4 weeks (8)
cycles of diaphragmatic

breathing, twice a week, 40

minutes

0.25x40 mm, lifting and

Treatment method

4 weeks (n.r.)

once every other day, 30
minutes

Rapidly twirling, once a 2 consecutive
day, 7 consecutive days as courses (n.r.)
a course

0.25x13 mm, flying needle 1 month (20)
manipulation, once a day,
30 minutes, 5 days a week

Electrostimulation, dense-
disperse wave, intensity

5 weeks (10)

Guo Zhu's SA (1) From GV24 to GV21, every 1.5 cun puncture 1 needle
(2020)" (2) 1.5 cun from the left and right side of GV24 to GV2I, every thrusting 3 mm for 1 minute,
1.5 cun puncture 1 needle
Teng (1) Jiao's SA (1) VAA
(2016)'®  (2) ISSA (2) MS8, MS9
Chen Fang's SA Bregma, Fu Xiang neck and shoulder, writing, memorizing
(2015)"”
Collazo (1) Jiao's SA (1) (Bilateral side) sensory area, FMSA
(2015)" (2) Fang'sSA (2) (Bilateral side) Thought, memorizing, signal
(3) ISSA (3) (Bilateral side) MS1, MS5, MSI11

depending on the tolerance

(4) Cannot specify (4) (Bilateral side) Area of the fortress, area of feeling and mind of each patients, once a day,

You (1) ISSA (1) MS1, MS35, MS11

(2014)*" (2) Zhu's SA (2) Dingnie zone, Back zone of Dingjie

Hasegawa  YNSA (Bilateral side) D, D1-D6, H, I, bladder, kidney, liver
(2014)2

Collazo (1) Jiao's SA (1) (Bilateral side) sensory area, FMSA

20 minutes, 2 days a week

1.5 cun no. 30 needle, twirling 2 courses (12)
for 2 minutes, once a day, 30
minutes, 6 sessions as a course

0.20x13 mm, manipulation, 28 days (5 or at
20 minutes least 3 sessions)

Electrostimulation, once a 2 weeks (10)

day, 20 minutes

Electrostimulation, once a 2 weeks (10)

0.35x75 mm, twirling 150 2 courses (20)

(2014)'Y  (2) Fang's SA (2) (Bilateral side) Thought, memorizing, signal

(3) ISSA (3) (Bilateral side) MS1, MS5, MS11

(4) Cannot specify (4) (Bilateral side) Area of the fortress, area of feeling and mind
Collazo (1) Jiao's SA (1) (Bilateral side) sensory area, FMSA
Chao (2) Fang's SA (2) (Bilateral side) Thought, memorizing, signal day
(2013)" (3) ISSA (3) (Bilateral side) MS1, MS5, MS11

(4) Cannot specify (4) (Bilateral side) Area of the fortress, area of feeling and mind
Cui ISSA (The opposite site of the affected side) Upper 1/3 of MS7
(2004)™

revolutions/min for 10 minutes,
once a day, 10 sessions as
a course, 3 days rest after
first course

SA: scalp acupuncture, MA: motor area, n.r.: not reported, ISSA: International Standard Scalp Acupuncture Nomenclature, VAA: vertigo-auditory
area, MS8: lateral line 1 of vertex, MS9: lateral line 2 of vertex, FMSA: foot motor-sensory area, MS1: middle line of forehead, MS5: middle
line of vertex, MS11: posterior temporal line, YNSA: Yamamoto New Scalp Acupuncture, MS7: posterior oblique line of vertex-temporal.
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Appendix 1. Assessment of RCTs Based on CONSORT 2010 Checklist
Reported on page No. (first author [year])
Section/topic Checklist item Oliveilla GD]Q Tengl Chenl Col]azg o Collazl(z You21 Collazo ~ Cui  Number
020)"® (20202  (2016)° (2015)? (2015 (20147 (2014)Y (201" Chao (204> (%)
(2013)"
Title and la) Identification as a 905 n.r. nr. nr. 87 109 121 nr. 6 n.r. 5/10
abstract randomized trial in (50%)
the title
1b) Structured summary 905 148 112 1,768 87 109 121 171 6-7 445 10/10
of trial design, (100%)
methods, results,
and conclusions
Introduction
Background  2a) Scientific background 905~906 148~149  nur. 1,768 88 109 122 n.r. 7 n.r. 7/10
and objectives and explanation of (70%)
rationale
2b) Specific objectives 906 149 112 1,768 83 110 122 171 7 445 10/10
or hypotheses (100%)
Methods
Trial design  3a) Description of trial 906 149 112 1,768~ 89~90 110, 112 123 171 8 445 10/10
design including 1,769 (100%)
allocation ratio
3b) Important changes n.r. n.r. n.r. n.r. n.r. n.r. n.r. n.r. n.r. n.r. 0/10
to methods after (0%)
trial commencement
with reasons
Participants ~ 4a) Eligibility criteria 906 149 112 1,769 89 110 123 171 7 446 10/10
for participants (100%)
4b) Settings and 906 149 nr. 1,768 88 110 122 171 7 445 9/10
locations where (90%)
the data were
collected
Interventions  5) The interventions 906~907 149  112~113 1,769 89 110~111 123~124 172 8 446 10/10
for each group with (100%)
sufficient details to
allow replication,
including how and
when they were
actually administered
Outcomes 6a) Completely defined 907~909 149 IR IR 90 111 124 IR 9 IR 6/10
pre-specified primary (60%)
and secondary
outcome measures,
including how and
when they were
assessed
6b) Any changes to trial nr. n.r. nr. nr. nr. nr. nr. nr. nr. nr. 0/10
outcomes after the (0%)
trial commenced with
reasons
Sample size  7a) How sample size nr. n.r. nr. nr. nr. 111 nr. nr. nr. nr. 1/10
was determined (10%)
7b) When applicable, nr. n.r. nr. nr. nr. nr. nr. nr. nr. n.r. 0/10
explanation of any (0%)

interim analyses and
stopping guidelines

www.e-jkmr.org 73



ol
i
F{Olt
)
o
ki)

Appendix 1. Continued

Section/topic

Randomization

Sequence
generation

Allocation
concealment

Implementation

Blinding

Statistical
methods

Results

Participant
flow

Implementation
of intervention

Recruitment

Checklist item

8a) Method used to
generate the random
allocation sequence

8b) Type of random-
ization; details of
any restriction

9) Mechanism used to
implement the random
allocation sequences,
describing any steps
taken to conceal the
sequence until inter-
ventions were assigned

10) Who generated the
random allocation
sequence, who
enrolled participants,
and who assigned
participants to inter-
ventions

11a) If done, who was

blinded after assign-
ment to intervent-
ions and how

11b) If relevant, descrip-
tion of the similarity
of interventions

12a) Statistical methods
used to compare
groups for primary
and secondary
outcomes

12b) Methods for additi-
onal analyses, such
as subgroup analyses
and adjusted analyses

13a) For each group, the
numbers of partici-
pants who were
randomly assigned,
received intended
treatment, and were
analyzed for the
primary outcome

13b) For each group,
losses and exclus-
ions after random-
ization, together
with reasons

14a) Dates defining the
periods of recruit-
ment and follow-up

Reported on page No. (first author [year])

Oliveira
(2021)"®

nr.

909

906

IR

Guo

149

149

n.r.

n.r.

149

IR

Teng

nr.

nr.

nr.

113

Chen Collazo
(20200  (2016)'0 (2015)” (2015)"

1,768

IR

1,769

90

90

90

90

91

91

88

(2014

110

IR

110~111

110

111

112

112

110~111

Collazo

(2014 (2014y™"

123

123

nr.

124

125

125

122, 124

You

n.r.

n.r.

172

n.r.

nr.

Collazo
Chao
(2013)"

10

Cui
(200477

445

445

nr.

nr.

446

IR

()

7/10

(70%)

4/10
(40%)

0/10
(0%)

0/10
(0%)

4/10
(40%)

1/10
(10%)

10/10
(100%)

0/10
(0%)

4/10
(40%)

5/10
(50%)

4/10
(40%)
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Appendix 1. Continued

Reported on page No. (first author [year])

Section/topic Checklist item Oliveira ~ Guo Teng  Chen Collizo Hasegawa Collizo  You O&H;Zo Cui  Number
@2D® 20207 (2016)° (20157 (20157 (2014 (2014 (2014 013 @042 (%9

14b) Why the trial ended n.r. n.r. n.r. nr. n.r. n.r. n.r. nr. n.r. n.r. 0/10

or was stopped (0%)

Baseline data 15) A table showing IR 150 n.r. n.r. n.r. 112 n.r. n.r. n.r. n.r. 2/10
baseline demo- (20%)
graphic and clinical
characteristics for
each group

Numbers 16) For each group, 910~912 150 113 1,769~ 91 112 125 172 10 447 10/10

analyzed number of partici- 1,770 (100%)
pants (denominator)
included in each
analysis and whether
the analysis was by
original assigned
groups

Outcomes and 17a) For each primary 910~912 150 113 1,770 nr. 113 nr. 172 nr. 447 7/10

estimation and secondary (70%)

outcome, results
for each group,
and the estimated
effect size and its
precision

17b) For binary out- nr. nr. nr. nr. nr. nr. nr. nr. nr. nr. 0/10
comes, presentation (0%)
of both absolute
and relative effect
sizes is recom-
mended

Ancillary 18) Results of any nr. nr. nr. nr. nr. nr. nr. nr. nr. nr. 0/10
analyses other analyses (0%)

performed, including

subgroup analyses

and adjusted analy-

ses, distinguishing

pre-specified from

exploratory

Harms 19) All important harms n.r. n.r. n.r. n.r. n.r. 112~113 n.r. n.r. 9 n.r. 2/10
or unintended effects (20%)
in each group

Discussion

Limitations 20) Trial limitations, 912 n.r. n.r. nr. 91~92 114 127 nr. 11 nr. 5/10
addressing sources (50%)
of potential bias,

imprecision, and if

relevant, multiplicity

of analyses

Generalizability of 912 n.r. n.r. n.r. n.r. 114 n.r. n.r. n.r. n.r. 2/10
the trial findings (20%)

Interpretation  22) Interpretation consis- 910~912 n.r. 113 n.r. 90-93  114~115 127 n.r. 10~11 n.r. 6/10
tent with results, (60%)
balancing benefits
and harms, and
considering other
relevant evidence

=

Generalizability 21

-
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Appendix 1. Continued

Section/topic

Other
information

Registration

Protocol

Funding

Total

Reported on page No. (first author [year])

23) Registration number
and name of trial

24) Where the full trial

accessed, if available

25) Sources of funding
and other support;
role of funders

Teng Chen  Collazo

@20 (2020)? (2016)© (20157 (2015)?

(2014
nr. n.r. nr. 109
n.r. n.r. n.r. n.r.
nr. n.r. n.r. n.r.
9/37 11/37 19/37 25/37

Collazo  Cui  Number

Collazo You

Chao (20002 (%
14) 21)
(2014)™  (2014) 2013)9
n.r. nr. n.r. nr. 2/10
(20%)
n.r. nr. n.r. nr. 0/10
(0%)
nr. nr. nr. nr. 0/10
(0%)
18/37 9/37 20/37 11/37

RCT: randomized controlled trial, CONSORT: Consolidated Standards of Reporting Trials, n.r.: not reported, IR: insufficiently reported.

Appendix 2. Assessment of RCTs Based on STRICTA 2010 Checklist (1)

Item

Oliveira (2021)'¥

Guo (2020)"”

Acupuncture 1a) Style of acupuncture SA (Zhu's SA+Jiao's Head nine needle

rationale

Details of
needling

Treatment
regimen

1b) Reasoning for
treatment provided

Ic) Extent to which
treatment was varied

2a) Number of needle
insertions per subject

Eding zone (GV20,
GV21, GV22, GV24),
MA, sensory area of
the bilateral side

2b) Names of points
used (uni/bilateral)

Inserting into the
scalp at an angle
close to 25° until
resistance was found

2¢) Depth of insertion

2d) Response sought
2e) Needle stimulation
2f) Needle retention time

2¢g) Needle type
(DongBanAcupuncture,

3a) Number of treat-

(Zhu's SA)

nr.

None

9 needles

(1) From GV24 to
GV21, every 1.5
cun puncture 1
needle,

(2) 1.5 cun from the
left and right side
of GV24 to GV21,
every 1.5 cun
puncture 1 needle

Inserting into the

galea aponeurosis at
an angle of 15° to
30° for about 30 mm

nr.
Manipulation
30 min

0.25%40 mm

Teng (2016)'

Chen (2015)"”

SA (Jiao's SAHISSA) SA (Fang's SA)

None

n.r.

VAA, MS8, MS9

nr.

nr.
Manipulation
nr.

nr.

Book

Plus elbow point of
the affected side if
patients have tennis
elbow-like arm pain,
plus pterion point if
patients have upper
limb numbness

n.r.

Bregma, Fu Xiang
neck and shoulder,
Writing, Memorizing

Inserting into the
periosteum

nr.
Manipulation
30 min

0.25%x13 mm
(Tianxie needles)

20 sessions

Collazo (2015)"

SA (Jiao's SA+Fang's
SA+ISSA)

Previous study

None

Same as Collazo
Chao (2013)"

nr.

n.r.
Electrostimulation
20 min

nr.

10 sessions
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Appendix 2. Continued

Item

Other
components
of treatment

Checklist item

3b) Frequency and

duration of treatment
sessions

4a) Details of other

interventions
administered to the
acupuncture group

Oliveira (2021)'®

Twice a week, for
4 weeks

None

4b) Setting and context Informed consent

of treatment

Practitioner 5) Description of

background

Control or
comparator
interventions

Total

participating
acupuncturists

6a) Rationale for the

6b

=

control or compar-
ator in the context of
the research question

Precise description
of the control or
comparator. If sham
acupuncture or any
other type of acupu-
ncture-like control is
used, provide details
as for Items 1 to 3
above.

IR (previous trained)

Previous study

(A) Counseling
(B) Occlusalsplint
(C) Manual therapy

14/17

Guo (2020)

Once every other day,
for 4 consecutive
weeks

None

nr.

nr.

Book

Teng (2016)'¢

Once a day, 7
consecutive days as
a course, 2 consecu-
tive courses

Intravenous  injection
(same as the control

group)

Chen (2015)'”

Once a day, 5 times
a week, 10 sessions
as a course, 2

courses, for 1 month

None

(A) Body acupuncture Intravenous injection Body acupuncture

(B) Oral dose (eperi-
sone hydrochloride
tablet, flunarizine
hydrochloride
capsules)

12/17

(Danhong+0.9%
normal saline)

717

13/17

Collazo (2015)"

2 days a week, for
5 consecutive weeks

None

Specialist in Chinese
Acupuncture and
Moxibustion from the
Third School of
Clinical Medicine of
Beijing Medical
University and has
more than 17 years
of clinical experience
in acupuncture

nr.

(A) Intravenous
injection (lido-
caine)

(B) Intravenous
injection (keta-
mine)

(C) Intravenous ozone
therapy

(D) Conventional
treatment

11/17

RCT: randomized controlled trial, STRICTA: Standards for Reporting Interventions in Clinical Trials of Acupuncture, SA: scalp acupuncture, ISSA:
International Standard Scalp Acupuncture Nomenclature, n.r.: not reported, MA: motor area, VAA: vertigo-auditory area, MSS8: lateral line 1 of
vertex, MS9: lateral line 2 of vertex, IR: insufficiently reported.

Appendix 3. Assessment of RCTs Based on STRICTA 2010 Checklist (2)

Item

Checklist item

Acupuncture la) Style of acupunc-

rationale

Details of
needling

ture

1b) Reasoning for treat-

ment provided

Ic) Extent to which

treatment was varied

2a) Number of needle

insertions per subject
per session

Hasegawa (2014)*”
SA (YNSA)

n.r.

None

Collazo (2014)"

SA (Jiao's SA+Fang's
SA+ISSA)

Previous study

None

The average number n.r.

of needles is 10

You (2014)*"
SA (ISSA+Zhu's SA)

nr.

None

Collazo Chao (2013)™

SA (Jiao's SA+Fang's
SA+SSA)

nr.

None

Cui (2004)?
SA (ISSA)

Insert one additional
needle from bottom
to top at MS7
(opposite side of the
affected side) and
keep needles for 24
hours if the pain is
severe.

1 needle
2 needle if the pain
is severe

www.e-jkmr.org 77
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Appendix 3. Continued

Item

Treatment
regimen

Other com-
ponents of
treatment

Practitioner
background

Control or
comparator
interventions

Total

2b

2¢

Checklist item

) Names of points
used (uni/bilateral)

) Depth of insertion

2d) Response sought

2e

) Needle stimulation

2f) Needle retention time

2g) Needle type

3a

3b

4a

4b

5)

) Number of treat-
ment sessions

) Frequency and
duration of treat-
ment sessions

) Details of other
interventions admin-
istered to the acupun-
cture group

) Setting and context
of treatment

Description of partici-

pating acupuncturists

6a) Rationale for the

6b

control or com-
parator in the
context of the
research question

=

Precise description
of the control or
comparator. If sham
acupuncture or any
other type of ac-
upuncture-like control
is used, provide
details as for Items
1 to 3 above.

Hasegawa (2014)*”

D, DI-D6, H, I,
bladder, kidney,
liver of the bilateral
side

At an angle of
approximately 15°
to a depth of 0.3~
0.5 cm

nr.
Manipulation
20 min

Stainless steel needles,
0.20x13 mm (Suzhou
Huangiu Acupuncture
Medical Appliance Co.)
5 sessions or at least
3 sessions

28 days

Oral dose if needed
(sodium diclofenac
50 mg every 8 hr)

Informed consent

A member of the
Brazilian Medical
Association of
Acupuncture and
has practised
acupuncture for 15
years

n.r.

Sham acupuncture
(non-penetrating)-+oral
dose if needed
(sodium diclofenac)

13/17

Collazo (2014)"

Same as Collazo
Chao (2013)"

nr.
Electrostimulation
20 min

n.r.

10 sessions

Once a day, for
2 weeks in a row

None

Specialist in Chinese
Acupuncture and
Moxibustion from
the Third School of
Clinical Medicine of
Beijing Medical
University and has
more than 15 years
of clinical experience
in acupuncture

n.r.

(A) BA
(B) Moxibustion

11/17

You (2014)*"

MS1, MS5, MSI1,
Dingnie zone, Back
zone of Dingjie

Inserting subcutaneously
at a 15° angle to the
scalp

nr.
Manipulation
30 min

1.5 cun, NO.30
needle

12 sessions

Once every day,
6 sessions as a
course, 2 courses

None

nr.

nr.

Oral dose
(Yangxueqingnao
granules)

11/17

Collazo Chao (2013)™

Sensory area, FMSA,
thought, memorizing,
signal, MS1, MS5,
MSI1, area of the
fortress, area of
feeling and mind of
the bilateral side

nr.

n.r.
Electrostimulation
nr.

nr.

10 sessions

Once a day, for
2 weeks

None

Specialist in Chinese
Acupuncture and
Moxibustion from
the Third School of
Clinical Medicine of
Beijing Medical
University and has
more than 15 years
of clinical experience
in acupuncture

nr.

BA

917

Cui (2004)?

MS7 at the opposite
side of the affected
side

25~50 mm

nr.
Manipulation
nr.

0.35x75 mm

20 sessions

Once a day, 10 sessi-
ons as a course, have
a rest for 3 days after
first course, 2 courses

Massage (same as
the control group)

n.r.

nr.

Massage

11/17

RCT: randomized controlled trial, STRICTA: Standards for Reporting Interventions in Clinical Trials of Acupuncture, SA: scalp acupuncture, YNSA: Yamamoto
New Scalp Acupuncture, ISSA: International Standard Scalp Acupuncture Nomenclature, n.r.: not reported, MS7: posterior oblique line of vertex-temporal, MS1:
middle line of forehead, MSS: middle line of vertex, MS11: posterior temporal line, FMSA: foot motor-sensory area, BA: body acupuncture.
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