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Background Bdl' s pasy involves acute facia paralyss due to inflammation of the facial nerve.

Acupuncture and moxibustion (acu-moxi) is bendficid in treating facia palsy. In order to verify the eficacy
of acu-moxi on Bell's palsy , a randomized snge-blind, multicenter clinica tria was performed.

Methods A total of 480 patients from four clinica centers were involved in this tria , of whom 439
completed the trial and 41 did not. All patients were randomly assigned to either the control group or to one
of two treatment groups. The control group was treated with prednisone, vitamin B;, vitamin By, and
dibazole; the treatment groups were treated either with acu-moxi alone or in comhbination with prednisone ,
Vitamin By, vitamin Bj2, and dibazole. Symptoms and sgns, the House-Brackmann scale, and facia
disability index (FDI) scores were assessed and determined both pre- and post-treatment to evauate the
effectiveness of the treatment methods.

Results The characteristics of the control and two treatment groups were comparable without statistically
sgnificant dfferences before treatment. There were dgnificant differences between the control and
treatment groups after treatment ( > = 15. 265, P=0.018). According to evaluations based on the House-
Brackmann scale and FDI scores, the effectiveness of treatment in the two treatment groups was better
thanin the control group and was most effective in patients receiving acurmoxi treatment alone (Z = -

2.827, P=0.005).

Conclusion

Bdl'spasy, do krown as idiopathic facid parayss, isa
comnon disease that causes important functional , aeshetic ,
and psychosocia digurbances in the patients Because of its
unclear etiology , there are a variety of treatment options
Acu-moxi is a traditional method for treating Bell's pasy in
China. It has been comnonly used in clinica practice for a
long time because of its multiple advantages However , thus
far, the dficacy of treatment with acu-noxi according to
Bvidence Based Medicine (EBM) has mot yet been
determined clearly due to the lack o a highquaity
randomized controlled triad (RCT) . In this sudy, we
perfformed a multi-center randomized snde-blind controlled
trid for verifying the eficacy of acu-nmoxi in the treatment of
Bel's pasy.

METHODS

Subjects
Fom Sgptember 1, 2001 to July 31, 2003, patients with

The efficacy of acu-moxi treatment for Bell's pasy is verified scientifically.
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Bel’ s pasy fromfour clinical centerswho met al includon
criteria were entered consecutively into the tria. The four
clinical centersare asfollows: the FHrg Affiliated Hogpita of

Acupuncture and Tuina Qollege, Chengdu Universty o TOM , Chengdu
610075, China (Li Y, Liang FR, Yu SGand Xia XH)

Fra Affilisted Hogitd o Chengdu Universty of TOM, Chengdu
610075, China (Li CD and Hu LX)

Weg China Hositd , Schuan Universty, Chengdu 610042, China
(Ztou D)

TOM Hogpita of Mianyang Gty , Mianyang 621000, China ('Yuan XL)

Peoples Hogital of Schuan Province , Chengdu 610075, China (Li Y)

(orregpondence to: Dr. Li Ying, Acupuncture and Tuina College,
Chengdu Univerdty of TOM, Chengdu 610075, China (Td : 86-28
88044818. Fax: 86-28-87762405. Emwdil : jidee @mal. c. cnirfo. net)

This sudy was supported by the dinicd Foundation of the Sate
Adminigration of TOM (No. 00-01L P50) .
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Chengdu Universty o TOM (center 1) ; Wegs China
Hospital , Schuan Univerdty (center 2) ; TOM Hospital of
Mangyang Gty (center 3) ; and Peoples Hospital of Schuan
Povince (center 4) . The loca inditutional review board
and ethics committee gpproved the gudy protocol , and
written irformed consent was obtained from dl o the
individua s before enrollment. Bell's pa sy was defined as a
peripherad facia pardydsd acute onsat.

Inclusion criteria

Patients with Bell's pasy meeting the following incluson
criteria were enrolled in the sudy : involvement of unilatera
facid nerve pardyds only, aged between 16 and 70 years
old, period of onset of facid parayss between 1 and 90

days.

Exclusion criteria

Patients with any of the folloning were excluded: acute or
chronic ear dissase, cranid or otologc trauma, known
centra or periphera neurologica disorders, autoimmune
diseases, or herpes zoger oticus (Ramsay Hunt syndrome) .
Patients could have no contraindications to geroid thergpy ,
including peptic ulcer dissase, tuberculoss, diabetes,
hypertendon, daucoma, manifes cardiac disase,
psychod's, rend or hepatic dySunction, and pregnancy.

Methods

This dudy was a multicenter, sngeblind, dratified,
rancomized cortrolled trid. Sratification factors included
the stuation and course of disease. A randonmnumber table
was applied for randomization, and <seriadly numbered,
opaque, seded envelopes were used to ensure adequate
concedment of patient identity. The outcome assesrs were
unaware of the intervention assgnments throughout the tria.
In totd , 480 patients from the four clinical centers were
invwlved , and 439 of these patients conpleted the sudy. All
patients were randomly assgned to a control group or to one
o two treatment groups (treatment groups 1 and 2) .

Patients in the ocontrol group received muscle injections of
vitamin B; 100 mg and vitamin B> 100U g once daily for 10
days, then three times daily dosesof vitamin B; 10 mgfor 10
days In addition, they were gven prednisone 30 mg once
daily for 3 days and dibazole 10 mg three times daily for 2 -
4 weeks.

Trestment group 1 was dven acunoxi trestment. The
acupuncture points used were Dicang (ST4) , Jiache (ST6) ,
Hegu (L14) , Yangba (@14), Xiaguan (ST7) , and
Yifeng (S17) on the dfected Sde, and Hegu (L14)
bilateraly. > Fliform needles (1 - 1.5 cun, 0.32 mm)
were ued with noderate gimulation to get an acupuncture

Enstion, and the needles were retained for 30 minutes
Hang ng noxibugion was goplied for five minutes at each
point , once a day, five times a week , for a totd of four
weeks.

Treatment group 2 received a combination of the treatments
received by the control group and trestment group 1.

Outcome assessment

The patients were graded by the facia nerve grading sysem
developed by House and Brackmann ( House-Brackmann
xade)?®  both pre and pos-treament. This scale was
ecificaly dedgned to alow for the reporting of results
when evauating the treatment of facia pardyds diorders
The Facid Disghbility Index (FDI, including FDIP and
IS * was goplied to evauate disahilities of the face and
psychoocia daus

Cured: House-Brackmann grade
10.

Obvioudy improved : House-Brackmann grade
15, DIS< 15.

Improved : House-Brackmann grade
FDIS< 20.

No improvement : House-Brackmann grades or  or
IP<10, IS >20.

, DIP =20, IS<
, DIP=

, DIP =10 soores,

Data analysis

All data were datidically andyzed a the Nationd GCP
Center of China in Chengdu. The Chi-sguare tet was used
for categprica variables Andyss o variance (ANOVA)
was enployed for numerical variables The Mann-Whitney
ted was used for the conparioon of dfectiveness between
gouwps All datidica teds were bilaterd and received the
same level of dgnificance (P =0.05).

RESW. TS

Group characterigics

O the 480 patients enrolled in the sudy , 439 conpleted the
trial and 41 did not for the following reaoons: 20 individua s
asked to end trestment early for enotiona reasons, 4 were
excluded for recelving other thergpies, and 17 failed to
oonrplete the tria for other reaons There were datidicaly
sgnificant differences between patients conpleting the trial
and those failing to conplete the trial ( P=0.00). On the
other hand , there were no gatigicaly sgnificant differences
in alocation to treatment groups between the four centers ( P
=0.971).

The objective parameters of age , sx, and course of disease
prior to treatment are shown in Table 1.
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Table 1. Characteridicsdof the three groups

Table 4. FDI soores pre-trestment for the three groups

Gow n M/ F Ace (y) Qurse (d) Gowp n mIP IS
Qontrol gowp 161 82/79  39.596+14.635 6.273+12.761 Qontrol group 161 18. 075 + 3. 006 13.638 +3.599
Trestment goup 1 160 85/75  40.506+15.773 6.044 +11.444 Trestment gowp 1 160 17.763+3.175 13.569 + 3. 305
Trestment gowp 2 159 82/ 77  40.252+14.857 6.667 +12.021 Trestrent growp 2 159 17.579+3.072 13.887 +3. 623
Totd 430  249/231 40.117+15.069 6.327 +12.067 Total 480 17.806 + 3. 086 13. 697 + 3. 507
Tes vaue X2=0.163  F=0.155 F=0.108 Fvaue 1.056 0.362
P veue 0.922 0.856 0.897 P value 0.349 0. 697

All patientswere graded by the House-Brackmann scde prior
to treatment. Qadings - were ddined as mild
pardyss, and gradings - as svere pardyss An
onst o facid paradyds from 1 to 7 days was ddined as
acute paradyss, and from 8 to 90 days as romracute
pardyds The objective parameters of mild, severe, acute,
and norracute for the three groups are shown in Table 2.

Table 2. Severity and acuteness of disease in the three groups

Gow n Mild Svere  Acute  Nomracute
Qontrol gowp 161 77 84 129 32
Treatment group 1 160 67 93 133 27
Trestment_ gouwp 2 159 62 97 128 31
X 2value 0.842 0.637 3.415 0.118
P vadue 0.656  0.727 0.181  0.943

The House-Brackmann grades for the patients prior to
trestment are shown in Table 3.

Table 3. House-Brackmann grades pre-trestment for the

three groups
House-Brackmann
Qouwps
Totd X %vdue P vaue
Qontrol group 15 62 5 28 1 161
Treatment gowp 1 12 55 63 27 3 160 4.916 0.767
Trestment gowp 2 8 54 63 31 3 159
Tota 3B 1711 181 86 7 480

The Facid Disahility Index soores (FDIP and FDIS) prior to
treatment are shown in Table 4.

All the above tables show that the characterigics of the three
goups were oonparable according to the objective
parameters of sex, age, period of onst, sverity and
acuteness o disae, HouseBrackmann grade pre
treatment , and FDI soore pre-treatment.  Thus, there were
no datidicaly sgnificant differences between the control and
the two treatment groups prior to the initiation of treatment
(P>0.05).

Treatment outcome
The reaults show that there were o differences in dficacy

between patients from the four clinicd centers x? =
12.854, P=0.170). The dfectiveness of trestment in the
three groups, determined at the end of the trid , is sownin
Hg. 1.
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Fig. 1. Hfectivenessdf treatment in the three groups

The differences in dficacy of trestment between the three
goups were datigicdly dgnificant (X2 = 15.265,
P=0.018). There were a® datidicadly dgnificant
differences between trestment group 1 and the control group
(z=-2.827, P=0.005).

The rates of patients from each goup who were cured,
obvioudy inproved, or inproved a the end o the trid
(Table 5) .

Table 5. Hfectiveness o trestment in the three groups

Cured Obvioud Inproved
Gowp " (%) improed (59 (9
Qontrol gowp 128 36 (28.1) 112 (87.5) 125 (97.7)
Trestment group156 64 (41.0) © 149 (95.5) 4 156 (100)
Trestment goup185 48 (31.0) 148 (95.5) * 154 (99.4)
Total 439 148 (33.7) 409 (93.2) 435 (99.1)

Qonpared with control group * Z= - 2.490, P=0.013; A Z= - 2.261,
P=0.024; # Z=- 2449, P=0.014.

A oomparion of trestment dficacies anong mild , severe,
acute, and ron-acute cases of facid pardyds is sown in
Hg. 2

The rate of péatients whose oonditions were obvioudy
improved among mild pardyss paients was daigicaly
dgnificantly different from the rate for patients with severe
parayss  2=21.166, P=0.000). The rates of paients
whose oonditions were obvioudy improved or inproved
anong acute paralys s patients were datigicdly dgnificantly
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Fig. 2. Severity and acuteness of disease and treatmernt ficacy.

different from the rates for patients with non-acute pardyss
( >=18.470, P=0.000,X *=18.395, P=0.000).

A oonmparion o pod-treatment House-Brackmann, FDIP,
and FDIS soresfor the three groups is sown in Table 6.

Table 6. House-Brackman, FDIP, and FDIS soores posttreatment
House-Brackmann
n D

Qowp gece P IS
Qortrol goup 128 1.9063+.99160 5.367+3.119  4.586+2 907
Teratment goup 1 156 2.3590+.806 6.558+3.175  4.141%3.072
Tretment goup 2 155 2.3007+. 85711 “6.458+2.99%6 4 4.432+2.879
F 10.127 6.194 0.843
P 0.000 0.002 0.431

npared with control group P=.005; A P=.009.

Fom the above tables, we ooncluded that there was o
difference in dficacy between the four clinica centers, while
dgnificant differences did exig between the control and the
treatment groups Acoording to the eval uations based on the
House-Brackmann scae and FDI soores, the dfectiveness of
treatment in the two trestment groups was better than in the
ocontrol group, and acu-noxi treatment done was nog
dfective In addition, treatment dfectiveness in cases of
mild and acute facid pardyss was better than that in cases
o svere and rorracute facid paradyss

Follow up

Three hundred and fourteen and 207 patients, regectively ,
were evduated with the House-Brackmann scae and FDI
sores & 3 and 6 nonths pog-treatment. Although mo
differences were found between the three groups, dl patients
dowed improved facid nerve function to ome extent,
reaching House-Brackmann grade or better. The FDIP
sores in treatment group 1 were better than those in the
other two groups at 3 and 6 nonths pog-treatment.

DISCUSSION

Although there is much literature on acu-noxi trestment for
Bell's pdsy, RCTs have rardly been adopted. It is krown

that megartrias and metarandyses produce the nog rdiable
evidence for clinica gudies >®  Therdfore, in order to
ensure a reliable outoome, a drict qudity oontrol was
maintained throughout this sudy and blind assessment was
used in analyzing data. In this gudy, the dficacy of acu
noxi in treating Bell's padsy was corfirmed. Furthernore,
svere sde dfects (such asfainting during acupuncture and
scalding during nmoxibugion) were mot encountered in this
trid. Consequently , the authors recommend that al patients
with Bell's pal sy receive acurmoxi treatment.

The House-Brackmann scade is ecificdly desgned to
evduate the results of the treatment of facia pardyds
diorders ©  Facid nerve function is graded by the Houser
Brackmann scde into 6 grades: , Normdl ; , Mild
dydunction; , Moderate dygunction; , Moderately
svere dydunction; , Severe dydunction and , Tota
pardyds The House-Brackmann scale is generally accepted
as dfective in evaluating facid nerve function.

The FDI is a dissase pecific, sf-reporting tool for the
asessrent of disabilities in patients with facid nerve
disorders It is used in the physcd examnation of facia
novement and the examination of psyctologica date. There
are atotal of 10 parametersin the FDI scoring sysem, 1- 5
parameters assesing physica function (FDIP) and 6 - 10
parameters assesing ocid function (IS . The DI sore
isa oonvenient and reliable measurement for the assessment
o disahbilitiesin patientswith facid nerve diorders In this
gudy, there were no datidicaly dgnificant differences
between the treatment groups and the control group (P =
0.431) . Perhgps, this can be atributed to the subjective
factors of psychosociad measurement , which are not assessed
by the House-Brackmann scale and the FDIP sore.

Treatment for the control group relied on prednione , vitamin
B1, vitamin By, , and dibamle. The nog widey accepted
method for treating IANP is ora seroids® It has been
shown that dl patientswith Bdl's pa sy treated at onset with
prednione have a srdler chance of developing denervation
and fever sequelae inwolving hemifacid  gasms ®

However , available evidence based on randomized controlled
trials does not show a dgnificant bendit from treating Bell's
pdsy with corticogeroids, acoording to a recent Gochrane
revien. ®  Prednione treatment aways has sde efects,
and the dficacy of vitamin B, , vitamin By, , and dibazole in
the treatment of Bell's palsy is unclear. Acu-noxi thergpy
has been widdy used for a long time in China for the
treatment of facia nerve digorders due to its convenience,
low cog , and dort course of treatment. In this gudy , the
dficacy of acunmoxi in the treatment of Bel's pasy was
verified by a randomized, dndeblind, multicenter
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oontrolled trial.  Therefore, the authors recommend that all
patients with Bell' s pasy receive acu-noxi treatment.
Meanwhile, it needs further resarch to clarify the
mechaniam of acu-noxi and prednione , vitamin B, , vitamin
Bi2, and dibazle in the treatment of Bell's palsy.

Acknowledgements: We gratefully thank Dr. Zhang Fuwen and
Ms Huang Quang a Nationd GCP Center of China in Chengdu for
their gdidicd andyss We would a0 like to express our thanks for
the cooperation of Prafesor Duan Junrgwo , Director of the GCP Center
in Chengdu, and Huang Jialing, Endish Prdfesor, Chengdu
Universty o TCM.

REFERENCES

1. Liang FR, Li Y. Methodologicd evaudtion on dinicd research
literature of acupuncture trestment of facia pardydss World J
Acup Mox 2003;13:3-9.

2. House JW, Brackmann DE Facid never grading sygems
Otolaryngol Head Neck Surg 1985 ;93 :146147.

3. House JW, Brackmann DE Facid never grading sygems
Laryngosoope 1983 ;93 : 1056 1069.

4. Van Svearingen JM , Brach JS The Facid Dydunction Index:

10.

reliahbility and vaidity of a dygunction assessmert ingrument for
dorders of the faciad neuromuscuar sysem  Phys Ther 1996 ;
76:1288-1298.

Sachett DL, Rosenberg W. On the need for evidence based
medicine. J R ¢ Med 1995 ;88:620-624.

Sachett DL, Richardon WS, Rosenberg W, et d. Bvidence
based medicine: how to practice and teach EBM. New York:
Churchill livingone , 1997 :3-20.

Brackmann DE, Barrs DM. Assesing recovery o facid function
following acougtic neuroma surgery. Otolaryngol Head Neck Surg
1984 ;92 :88-93.

SankieniczJA. A review of the published data on deroids and
idiopathic facid pardyss Otolaryngol Head Neck Surg 1987 ;97 :
481-486.

AugdinJR, Peskind SP, Audin SG, e d. Idiopahicfacid nerve
pardyss: arandomized double blind cortrolled gudy o placeto
versus prednison. Laryngosoope 1993 ;103 :1326:1333.

SHinas RA | Alvarez G, Alvarez M1, et d. Corticogteroid for Bell
'spasy (ldopathicfacid parayss (CQochrane Review). In: the
Qochrane Library , Issue 2, 2004; Chicheder , UK: John Wiley
& ns, Ltd

( Received February 11, 2004)

' 1995-2005 Tsinghua Tongfang Optical Disc Co., Ltd. All rights reserved.



