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m A 21-year-old male who presented to our
emergency department with twisted face
and difficulty with left eye closure. No gait
disturbances, weakness, numbness,
tingling and taste disturbances were noted.

m Past medical history was unremarkable.
After initial evaluation, idiopathic Bell's
palsy was impressed.
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a We informed the patient that the
management was predominantly
supportive and most patients would
recover within 1 month or two.

® However, he asked that whether there’s
any medical treatment beneficial to him.




F 5T i (Asking)

& Problem: What is the treatment (medicine)
strategy ?

# Intervention: medicine use

a Comparison intervention: placebo

a Outcome: facial motor function recovery/
length of absence from work were
evaluated
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£ [ HpYErR] (Acquire)

am Key word: therapy, treatment; Bell’'s palsy

m Database:

Cochrane Library(3/3)

Cochrane central register of controlled trials(2/6)
Cochrane database of systemic reviews(2/4)
ACP Journal club(2/6)

PubMed(10/22)
Database of Abstracts of Reviews of Effectiveness(1/4)
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Level Therapy/Prevention, [Froghosis

Diagnosis
|

IDifferentiaI diagnosisizymptom
prevalence study

Fconomic and decision analyses

ER (with

homogeneity™ of
RCTs

SR (with homogeneity®) of inception
cohort studies; CORT walidated in
ifferent populations

SR (with homogeneity™) of Level 1
iagnostic studies; CORT with 1h studies
from different clinical centres

ndividual RCT (with
narrowe Confidence

Intervalf)

ndividual inception cohort study with =
B0% follovw-up; CORT validated in a
Eingle population

ER (with homaogeneity®) af
fprospective cohort studies

SR (with homogeneity of Leve 1
economic studies

alidating®* cohort study with goodt 1
eference standards; or CORT tested
ithin one clinical centre

Prospective cohort study with good
foll oLyt

Wnalysis bazed on clinically zensikle

costs or atternatives; systematic review

=] of the evidence; and including mutti-
ay sensitivity analyses

ALl ar nane:

Wl oF none case-series

Ahsolute SpPins and SnoutsTT

Wl oF none case-seties

Wheolute better-value ar wiorse-value
analyzes 1111

SR [wvith
homodgeneity* ) of
cahort studies

_BR (with homadeneity™ of either
retrozpective cohart studies or untreated
fcantral groups in RCTs

=R (with homogenaity™) of Level =2
imgnostic studies

?SR (wvith homaodeneaity™ of 2b and
Ihetter stulies

=R (with homogeneity™ of Level =2
econamic studies

b Individual cohaort stucdy

including low guality
RCT; e.q., <60%
ol -]

f etrospective cohort study or follovw-up
of urtreated contral patients in an RCT,
Detivation of CORT or validated on spit-

Exploratory** cohott study with

qoodtt freference standards; CDRT
after derivation, or validated only on split-
sampledsE or databases

'Retrospecﬂve cohort study, ar poar

fallowe-up

Eralysis based on clinically sensible
costs or atternatives; limited resview(=s) of
he evidence, or single studies; and
ncluding multi-veay sensitivity analyses

Ecological studies

:Ecological studies

Wudit or outcomes research

5R Cuvith
homogeneity®) of

caze-control studies

niclividual Case-Cantrol
Sty

=R (with homodeneaity™ of 3h and better
studies

Dn-ConsecUtive study; of without
conzistently applied reference standards

Case-serie_slfand poor
iiuality cohort and

Caze-zeries (and poor guality
prognostic cohaor studies™™)

case-control
studiesss )

Case-contral studdy, paor ot non-
ndependert reference standard

ER (with hornogeneity™) of 3 and
petter studies

I!\Jon-consecutive cohort study, ar wery
imited population

Case-series or superseded reference
standards

SR (with homogeneity™ of 3hoand
etter studies

Tﬂ\nalysis bazed on limited aternatives ar
costs, poor quality estimates of data, but
ncluding sensitivity analyses
ncorporating clinically sensible
ariations.

Aralysis with no saws_i-ti_\;fy—'a_n“a_l\,;sis_

E:pert opinion without
explicit critical
mppraisal, or bazed on
mhesiclae hench

Expert opinion without explict critical
appraisal, or based on physiology,
ench research or "first principles"

Expert opinion without explict critical
bppraisal, or bazed on physiology, bench
?esearch or "first principles"

Expert opinion without explicit critical
appraisal, or based on physiology,
ench research or "first principles"

BEZ

IExpert opinion without explict critical
mppraisal, or based on economic theory
ia:r "first principles"




Worksheet

Are the results of this single preventive or therapeutic trial valid?
Was the assignment of patients to
treatments randomised?

-and was the randomisation list concealed?

Were all patients who entered the tnal
accounted for at its conclusion? -and were
they analysed in the groups to which they
were randomised?

Were patients and clinicians kept “blind”
to which treatment was being received?

Aside from the experimental treatment,
were the groups treated equally?

Were the groups similar at the start of the
trial?




R R TR (6R (Apply).
steroid




(1) Review: Corticosteroids for Bell's palsy
(idiopathic facial paralysis)--la

The Cochrane Database of Systematic Reviews 2006 Issue 2

Search strategy

the Cochrane Neuromuscular Disease Group register (searched
December 2003) for randomised trials

MEDLINE (January 1966 to April 2003)
EMBASE (January 1980 to April 2003)
LILACS (January 1982 to April 2003)

Selection criteria: RCTs
Main results

4 trials, 179 patients.
One trial compared cortisone acetate with placebo;
one compared prednisone plus vitamins, with vitamins alone;

one compared high-dose prednisone administered intravenously against
saline solution,

and one, not-placebo controlled, tested the efficacy of
methylprednisolone.




@ meta-analyse

A incomplete recovery of facial motor function six months
after randomisation

— 13/59 (22%) of the patients allocated to steroid therapy
— 15/58 (26%) in the control group.

1 This reduction was not significant (relative risk 0.86, 95%
confidence interval 0.47 to 1.59).

1 Conclusions:

— The available evidence from randomised controlled trials does
not show significant benefit from treating Bell's palsy with
corticosteroids.

— More randomised controlled trials with a greater number of
patients are needed to determine reliably whether there is real
benefit (or harm) from the use of corticosteroid therapy in
patients with Bell's palsy.




(2) Influence of early high-dose steroid
treatment on Bell's palsy evolution--1b

Neurol Sci. 2002 Sep;23(3):107-12.

double-blind, randomized, placebo-controlled study

62 patients, enrolled within 72 hours of facial palsy onset, assigned
to

— Gr. A: high dose i.v. prednisone in combination with i.m. polyvitaminic
therapy

— Gr.B: polyvitaminic therapy alone

Clinical grading of facial muscle strength and length of absence from
work were evaluated.

Results:
— an early worsening of facial muscle strength was observed in controls
— treated patients returned to work earlier than controls.

Conclusion: early treatment based on high-dose corticosteroids
slightly accelerates spontaneous improvement in Bell's palsy.




Acyclovir




(1) Review: Acyclovir or valacyclovir for Bell's palsy

(idiopathic facial paralysis) == la

The Cochrane Database of Systematic Reviews 2006
Issue 4

Search strategy
— the Cochrane Neuromuscular Disease Group register (searched April 2003),
— MEDLINE (from January 1966 to April 2003),
— EMBASE (from January 1980 to April 2003)
— LILACS (from January 1982 to April 2003).
Selection criteria: Randomised trials
Main results

3 studies, 246 patients.
— One study evaluated acyclovir with corticosteroid versus corticosteroid alone,
— another study evaluated acyclovir alone versus corticosteroid

— a further study evaluated valacyclovir with corticosteroid versus corticosteroid
alone or versus placebo alone.




1 Motor synkinesis (ex: crocodile tears) one year
after start of treatment

-- one study reported a significant difference between
the treatment groups in favor of the acyclovir plus
corticosteroid group over corticosteroid alone

— another demonstrated an inconclusive result with no
difference between the acyclovir and corticosteroid.

2% Conclousions:

— More data are needed from a large multicentre
randomised controlled and blinded study with at least
12 months' follow up before a definitive
recommendation can be made regarding the effect of
acyclovir or valacyclovir on Bell's palsy.




(2) Idiopathic facial paralysis: a randomized,
prospective, and controlled study using single-dose
prednisone versus acyclovir three times daily-level Ib

Laryngoscope. 1998 Apr;108(4 Pt 1):573-5.
prospective, controlled, and randomized study

— 101 patients, treated with acyclovir (54 patients) or prednisone (47 patients).
— acyclovir dosage:2400 mg (800 mg tid) for 10 days,

— prednisone: a single daily dose of 1 mg/kg, for 10 days and tapered to O
over the next 6 days.

follow-up: 3 months in all patients
Result:

— Patients in the prednisone group had better clinical recovery than those
treated with acyclovir.

— Less degree of neural degeneration was observed in the prednisone group
compared with acyclovir patients.

— The incidence of sequelae was the same in both groups.

According to these results, in a 10-day treatment cycle acyclovir given
800 mg three times is not as useful as prednisone given 1 mg/kg of

body weight once a day in patients with idiopathic facial nerve
paralysis.




(3) Bell's palsy treatment with acyclovir and
prednisone compared with prednisone alone: a double-
blind, randomized, controlled trial — level Ib

Ann Otol Rhinol Laryngol. 1996 May;105(5):371-8.
a double-blind, randomized, controlled trial.
99 patients, treated with

— 53 p’t: acyclovir-prednisone: acyclovir: 2,000 mg (400 mg 5 times
daily) for 10 days

— 46 p’'t: placebo-prednisone

Electrical tests included electroneurography and the maximal
stimulation test.

Result:

— Treatment with acyclovir-prednisone was statistically more
effective in returning volitional muscle motion (recovery profile of
10; p =.02) and in preventing partial nerve degeneration (p = .05)
than placebo-prednisone treatment.

Conclusion: acyclovir-prednisone is superior to prednisone alone in
treating Bell's palsy patlents and suggest that herpes simplex is the
probable cause of Bell's palsy.




Methylcobalamin




Methylcobalamin treatment of Bell's
palsy — level Ib

Methods Find Exp Clin Pharmacol. 1995 Oct;17(8):539-44.
Randomized Controlled Trial

60 patients, assigned into three treatment groups:
— steroid (group 1),
— methylcobalamin (group 2)
— methylcobalamin + steroid (group 3).

Comparison

— the number of days needed to attain full recovery,

— facial nerve scores,

— and improvement of concomitant symptoms.
The time required for complete recovery of facial nerve function was significantly
shorter ( p < 0.001) in the methylcobalamin (mean of 1.95 +/- 0.51 weeks) and
methylcobalamin plus steroid groups (mean of 2.05 +/- 1.23 weeks) than in the
steroid group (mean of 9.60 +/- 7.79 weeks).

The facial nerve score after 1-3 weeks of treatment was significantly more severe (p
< 0.001) in the steroid group compared to the methylcobalamin and methylcobalamin
plus steroid groups.

Conclusion: the improvement of concomitant symptoms was better in the
methylcobalamin treated groups than the group treated with steroid alone.




Summary (I)

A 1. Corticosteroids :

— More randomised controlled trials with a
greater number of patients are needed to
determine reliably whether there is real
benefit (or harm) (la)

— early treatment of corticosteroids slightly
accelerates spontaneous improvement in
Bell's palsy (Ib)




Summary (I1)

| 2. Acyclovir or valacyclovir

— More data are needed from a large
multicentre randomised controlled and blinded
study (la)

— acyclovir-prednisone combination is effective
In iImproving facial functional outcomes (Ib)




Summary (ll)

m 3. Methylcobalamin

— revealed the improvement of concomitant
symptoms (Ib)




Thanks for your attention~




