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PRACTICE OBSERVED

Practice Research

Acute otitis media: clinical course among children who received a
short course of high dose antibiotic

JOHN BAIN, ELIZABETH MURPHY, FRANCES ROSS

Abstract

A prospective study was carried out ia 274 children aged 3 to 10

years with acute otitis media. They were randomly allocated to

one of two treatment regimens: (a) a seven day course of

amoxycillin 125 mg three times a day, and () a two day course of

amoxycillin 750 mg twice a day. They were followed up by
diaries and clinical inati

The findings in the 243 children who completed the trial
MmmmWﬂm‘u-«-uueﬁemunﬁe

ed middls infection. Itis
common practice to pmcnbe an antibiotic for acute otitis media on
the assumption that the pamogmcsu includes bacterial infection in
most cases. This assumption is based on the findings that bacteria
can be isolated in aspirations from the middle ear of children wu.h
acute otitis media."" Because Haemophilus m/l-muu

isolated in up to a quarter of cases, especially in children undel the
age of S, a broad amoxycil-
lin is usually recommended.*’ It is widely believed that such anti-
biotic treatment wﬂl not only shorten an episode and prevent

igns in

mndnymnﬂe:p«dolmhmmol
signs, irespective of hu«nyo!mnnednotol
emdauvﬁelhb-(ofmemnvuohﬂvedn

presentation.
A subgroup of 185 children was followed up for one year after

but may reduce the likelihood of
fecurrent episodes.

A leading article in the BMJ in 1979 suggested that traditional
regimens for common conditions should be scrutinised.* In the case
of otitis medn antibiotics are usually prescribed for between five
and

uuy:omm During this period no
emerged betwee: mmummmm,um'nmm‘

m-naduxmubmuzmmmuuy Sukeﬁ«uol
treatment were few, and those that could be attributed to anti-
bioﬁcmoccune‘wﬁhequﬂfnq-cnyhlbemmmm
groups.

Introduction
Acute otitis media is usually defined mainly in relation to the
physical appearance of the eardrum,’' but clinical

*and most in

packages su[ﬁn:unr for cither a five or a 10 day course. There is little

certainty concerning the optimal duration of treatment, but the

findings of two recent small studies suggest that two to mr« day

courses of either
be as effective as the same dose given over 10 days.™ "

The aims of our study were (a) to describe the syndrome of acute
otitis media in terms of symptoms and signs and () to compare the
clinical outcome in chxldren who prtscmed with :cule otitis media
aged 310 10, wh h 750
mg twice daily or a seven day course of amoxycillin 125 mg three
times 3 day. A subgroup of the children who were studied was

indicates that parents and doctors respond to symptoms as much as
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loss in the two treatment regimens

Methods
The study was conducted in the winter moaths of 1982-3 and 19834 in
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recurrence had the first episode of recurrence within three months of the
There

1245
found that 17-5% of adult patients who received single high dose
diarr

higher (x'=4-054; p
of children with recurrence under age 4, 34 (45%) of the 76 with recurrence
being under 4. This compares with 33 (30%) of the 109 children with no

episodes to have had a previous history of otis media, but the trend was not
significant.
Table IV shows that irrespective of age there was no appreciable

difference in the number of children who had a recurrence in the two
treatment groups. One hundred and ten of the 185

treatment with hoea,” but in other studies of

high dose treatment in adults gastrointestinal upsets were not a
problem. " » The evidence from this trial suggests that a high dose,

short course of treatment with amoxycillin does not lead 1o
hildren aged 3 and over.

The clinical diagnosis of middle ear infection is often limited to a
definition of abnormalitics observed on the tympanic membrane

The general iti often sees a child during the early stages of

least one cardrum. There was no association between the duration of

TABLE V—Recurrence of acute otuts media 1n 12 month period w/mc-ay 1o mal: m
#£10up A (scven days' meatment) and group B (two days' treatment)

the disease, and a precise diagnosis is difficult to make. We have to
accept that children were included in this trial who may not have

pus formation in the middle ear cleft. The results, however,
emphasise that in reality clinical presentation in general practice
clusters of symptoms and signs, and given that

Toual Mean age No % with Mean age
Group No iyears) recurrence ivears;
A % I ues) 5
B » 50 ey .l
Toul 185 411 ot

treatment for

Among the 110 children with initial bulging of the eardrum 52 (47%) had a
tecord o recumenices compared with 24 (52%) of he 75 children with s
promune; dr
recurrence was significant (x’ - 4°298. p<0°05),

AUDIOMETRY

In the health centre where follow up audiometry was performed 106
children aged 4 and over completed the trial. Of these, 73 had audiometry
performed at both ane month and six months afer eniry 1o the trial. Among
in hearing oss between

in
Eroup B) had » hearing Jos of 30 db or more at both one ot na i
months after entry to the trial.

Discussion

A course of high dose antibiotic treatment of short duration was as
effective as the conventional one week course in resolving symptoms
and signs in acute otitis media. The type of treatment received had
no appreciable affect on recurrence of otitis media during the one
vear of follow up and made no difference to hearing loss recorded at
one month and six months after entry to the trial

Compliance with antibiotic treatment for seven to 10 days in
children is poor, with up to half failing to complete the full course.”
In a review of compliance with treatment Stewart and Cluff showed

myringotomy is not conducted in general practice decisions about
treatment have to be made from a complex of symptoms and signs.

Studies of the treaument of otitis media often omit any reference
to symptoms, and the duration of follow up is often short. Though
the main aim of this study was to compare different treatment
regimens, the results provide valuable information about the
clinical course of otitis media in general practice. Earache tended to
resolve rapidly, but the signs of associated upper respiratory tract
infection were more persistent, with roughly one in five children
continuing to have symptoms such as cough and nasal discharge 10
days after entry ol me trial. Children under 4 were more likely to
havea hich i with the exper f clinical
practice where m preschool child presents more frequently with
upper respiratory and middie ear infections.

There is no overall agreement about which cardrum appearances
are diagnostic of bacterial infection, but the importance of bulging
of the tympanic membrane is cited as one of the most useful
indicators of suppurative otitis media. ' * The presence of a bulging
drum was a predictor of a recurrence of otitis media. Thus younger
children and those with bulging of the drum should probably be
regarded as an important subgroup who require more careful follow

p.
Four out of 10 children had at least one further episode of acute
otitis media requiring an antibiotic during the one vear of follow up,
and half of these children had their initial recurrence within three
months of the index episode—a result similar to the findings of
Onion and Taylor.* With any given episode of middle ear infection
the chance of recurrence in that child within one year i1s between
30% and 50%. After an acute attack the resolution of middle car
effusion associated with infection may take six weeks or longer, and
the child is vulnerable to reinfe during this ume.
The results of this study show that shortening the course of
antbiotic treatment has no adverse cffect on outcome among
children with acute otitis media. Scveral studies have attempted to
investigate whether antibiotics are necessary in the treatment of at
least some children with middle ear infection, but these studies do
not provide clear guidelines for taking decisions in

that the longer the treatment
schedules the less likely 2 patient is 1o complete lhe mommended
course of treatment.” The results of previous trials with smaller
numbers of children (84 and 103 respectively®") showed no
convincing differences between two and three day treatments and
conventional dosages of antibiotics for seven and 10 days. There is
even less evidence on the optimum dose beyond the suggestion that
more treatment failures occur in patients who are treated with low
doses for seven days than with higher doses for 10 days.”

When children receive 10 to 12 doses over 48 to 72 hours there is

individual children.”™ It is likely that a number of children in this
study did not require antibiotic treatment. The evidence about the
clinical course will be helpful in planning a prospective trial of
antibiotic v placebo.

In circumstances where a general practitioner decides to use an
antibiotic the conventional regimen of three to four times a day for

one week has a ring of but failure pl

treatment for is well The a
short course of treatment s that parents have a simpler regimen to
follow, and th ng which the child has to take the anubiotic

still a possibility of doses being missed and
tions of antibioics being achieved. If mothers are advised to give
amoxycillin 750 mg 12 hourly for four doses the regimen is
simplified even further with the aim of adequate therapeutic
‘concentrations being sustained over the short period of treatment.
Ampicillin and amoxycillin are effective against most bacteria
that are implicated in acute otitis media.’” Amoxycillin was chosen
as the antibiotic for the study because it has the advantages of better
absorption and a lower incidence of gastrointestinal side effects.*

after the acute pain of earache has disappeared is reduced by several
days. Where the gencral practitioner considers that prescribing an
antibiotic is warranted a high dose, short course of amoxycillin is an
alternative form of treatment that is acceptable to parents and
suitable for children aged 3 and over.

This study was supported by a grant from the Wessex Regional Health

four practices. The. 16 partiipating general pracutioners were asked 10 Of the 31 children who failed to complete the trial, 12 Authority. ‘We thank
ot ey emer Jobn Bun, Aldermoor Health Centre, 0,10 consecutive children with acute otts media cach winter, with a side effects, but seven oaly were related 10 gastrointestinal upsets.  Dr David Machin, senior Jecturer, department of community medicine,
target of 20 cases per doctor. Entry to the trial was confined to (a) children There groups. Leighetal  University of Southampton, for statistical advice, and our colleagues at
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28ed 310 10 years, (4) those with symptoms and signs of acute otiis media,
which in the general pracitioners opinion warrated treatment with an

annnclﬁrdwb(n)mum*}mxhqu
difficulties in communication, and different drug dosages are often recom-
mended for younges chuldren, (b)hldhdnevuodeo(nuwmmdu
that

were cu
mbmwumnan-ummmmmmmu
days,

(l)mumdw(mubum)fwﬂmmmmhn

asthana, epilepsy, and diabetes.
Children were entered into the trial on oae occasion only. At entry to the
sscorded iforma-

presenting symptoms and cardrum signs
mmydlbe"ulmldkmtwmmdn"mmdaldm
retained in the patients potes and arrangements made for the child to attend

follow up, 13 from group A and 18 from group B. The reasons for failure to
complete the trial were (a) side effects in 12, (b) unreliable
recording in 12, and (o) chaage i disgnoss of trestment by the general
practitioner in
Ofdkllchﬁdmmm@(mhdmed‘eculmmycm
seven had gastrointestinal upsets. The number of reasons for dropping outin
the two treatment categories was simlar, and the age distributions of
No
appreciable differences were found between the (wo treatment groups in
terms of the children’s age, sex, or previous medical history.

PRESENTING SYMPTOMS AND OUTCOME

of6:2
mmmcw,mmmwmmnmmuxwd
symptoms the two treatment groups. Table

completed by mothers during 3 20 dey follow up perod
Children were then randomly allocated o long (seven days, group A) or
short (two

days,
allocation schedule, which was placed with botties containing the two
lmmuhbtﬂedAwlmachmnlpﬂmm;mmﬂuqm

m-wmemmolm«who«kAdelkB Pumu-cn
and to record the use

uampr«mmummmmm
Within 24 hours of entry 1o the trial a research assistant visited the child’s

the symptom diaries was understood. The research assistant visited each
family again st roughly seven 10 10 day and t thre weeks afe catry 10
encourage cooperation, answer queries, and collect the diary cards.

Childr bealth up for one year to
identify recurrence of scute ouitis media and hearing loss. To ascertain
bearing loss sudiometry was conducted by a research assistant in those
The assessment of hearing was performed in 2 soundprool room, and
clinically important hearing loss was defined 53 30 db loss at two or more
frequencies.

Daa | X

Resuls

243
completed follow up for three weeks, 'vlhlll\nypr(lcvend-yl)lnd
125 in group B (two days). Thurty one (11°3%) chikdren did not complete

T i Rolunm o ympioms ey 1 do . axd d 10 nry o -
seven days” oreatmend (n= 118 children) and growp B, rwo deys

1,dayS, ndd-ylomdnbkll

the number of occasions on which these symptoms were recorded in the

ympion diaies the the e compleid during e thee wecks sfer

entry to the trial. There were no appreciable differences between

treatment groups, alhﬂmwuln‘wsywmloluﬂlvcum
The findings

frequency with which these symptoms were recorded were
il forothe sympioms, including fecing uawel feverlos of appeite,
The use the counter

mmm[«mﬂdhmmd-ymmdmﬂdkwul
was o different in the two treatment groups

signs recorded at entry to the trial by the general
gractitoncrs wee ditributed equaly berween he two st groups.
'rwkmpvesmm.pummm

week one
w(ekaﬁetmrymlhuriﬂ

Tane e l

Exrdrum ngns (@) i
Unform redmess s ] 107

Red o n 3 %
Pk blush 53 0 »7 n
Buigung drun o 7 104 [
Lows heght refex 8 7 us »
Decharge B 2 10 » '

i fiire Bulging of the drum was selccted a3 » proginen! sign, possibly indica
moxe objectively the presence of infection in the muddie ear cleft, tndlw
Duy | Day 10 Mnumm--m«mwmmﬁnm ren
A D D x " " heir symptomms
N @D @l el P 5 atone week were similar for this subgroup in both treatment groups.
Esrsche TS 51 5o
Eu".ltll.‘ u: l7; ’;l )14 ;l 24
pty “ o o s 20 20
werd 376 704 uns w6 169 192 HISTORY of
Neght cough ws %o 76 se a4 A ) in 188 chikdren, and
the groups.
‘marginally greater in children pr
LIS, ear infection then in other children in the trial, but this difference was bot
durog 20 de i were no notable in clinical outcome between
Lbemdtyl.dm&ymduulm‘mm the children with a
No of accasons that sympiom previous history of otitis media
Cm-ok(m Group B
Symptom i trestment! MEDIA
ot gt 4 H-3 lnmhﬂhhmm'hendnldm Iolb-ednp(ummlls
Noaaldcharpe o e
Cougd I s1
. o Y nuwu-mm-u ns]uuedmdn‘mdlmu‘btu nwmhxlﬁu

entry 1o the trial. Thirty seven (49%) of these 76 children with 3 record of

Aldermoor Health Centre for their sdvice and support throughout the many
stages of this study. We are grateful for the cooperation of all general
practitioners who participated in the trial
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Audit Report

Do patients cash prescriptions?

In 1982 a smal survey indicated that nearly 20% of patients failed

conducted prescriptions.
issued at 1217 surgery consultations by seven doctoes in 8 group
mmmm,-mnwmmmm)m
had definitely been presented at local chemists.

prescriptions
Brtpliﬁmdm,“lguhenubdmuhiumtm"
(five); “I could not afford the prescription fee” (four); “1 did not
think it was right for me”" (four); I lost the prescription™ (two); and
T was not given 3 prescription” (two). Nobody replicd, “I did not
‘want a prescription,”’ although this was an optional reply.
mmmmumMnxmmmm(myum
were also analysed. All the doctors were secing 90-110 patients a
week and had similar commitments as clinical assistants in the
general practitioner hospital. The number of items prescribed by

each doctor varied from 168 in 182 consultations to 408 in 208
consultations. ofmdmp

Eighteen per cent of the drugs
“blacklist.” The heaviest prescribers had the lowest rates of non-

encashment. wmammmww&my
even antibiotic, and
drugs; the d“ numgnunsmuchmou

‘symptomatic”

nmbkbulwcmted{uwryl“dlhemnl

indicated that 10-20% of
prescriptions were not presented.’’ In this study the figure was
between 2:7% and 7'6%; whether or ot all the drugs were con-
sumed may be a different matter. —1AN STUART, mmm, Family
Medicine T Victoria, Australia. (Corres-
pondence to: Crtswn Great Yaﬂnwlh, Norfolk.)
(AWZ(S:’M«INS)

1 Ranhid A. Do paieats cosh prescrpeioas? Br Mod ] 1902204248
xmn.m—n Mo aber, presribrs ond howrders

Lomdon; Routledge sad Kegan

100 YEARS AGO

The Amalgammated Society of Engineers has been making an inquiry by

agency of the branch secretaries of the Society. Five thousand forms were
sent out, asking particulars with regard to water-supply, cleanliness, water-
closets, and cases iraceable to sanitary .

only 1. U

unhealthy as that is. Sunk cesspools are infinitcly worse when the water-
supply is obtained from wells is the immediate neighbourhood; upon this
‘been afforded. It gratifying, and

rather surprising, to kearn that, in one large workshop, earth-closets for 600
men vt found 1o work wel, . f 1 sysiencould b cxiended, it

Iy 126 rep i from
‘which we quote, received from England, nine from Scotland, and one from

wasteful than any other, as ashes can be
used as the deodoriser. Mmunmmbk good latrunes, with an

Ircand. The returas, so far s they 0, appear (0 show that
e cleably good in only & umallproportion of the shops, and the are
situsted chicfly in ShefBield, Notingham, or in Government
establishments. TM-Mer-pplyudmmty mdoldouh{ulwnly‘
privies arc often few in number, badly constructed, and erected over open

riddens, which are cnpied only oD0c cx rice & Yeu; the worst Kio of
closet, however, is pot connected with the open middea, noisome and

are the best

erccied st sl cot, The splcs, icompletc 1 thy e,y b of s n

mumbubkmm "be rephe fuly
represent the average condition, 3 point which must at present remain in
some doubt.

(Brinsk Medical Journal 1885;i:403.)




