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Summary This article sets out to review recent research studies pertaining to the drug treatment of oropha-
ryngeal candidiasis in infants. The main aims of treatment programmes are to resolve signs and symptoms of
the infection; and minimise drug induced resistance, with minimal adverse side effects. A search for clinical
evidence using Medline, Nursing Index and Embase between 1995 and 2003, produces no systemic reviews,
no placebo controlled trials only three random control trials for the treatment of oropharyngeal candidiasis in
infants. Three independent randomised control trials with samples of infants with oropharyngeal candidiasis
(who were not immuno-compromised), compare the three main drug treatments of choice for infants, i.e.
miconazole gel, clotrimazole (nystatin) suspension, and fluconazole suspension. The randomised trial of these
infants found that miconazole gel had a significantly higher cure rate compared with nystatin suspension. At
day 12 of the trial there was a 99% cure rate with the use of miconazole gel (25 mg QDS) compared to only a
cure rate of 54% with nystatin suspension (100 000 IU QDS) (P < 0.0001). The evidence from these studies
suggest that miconazole gel (25 mg QDS) is the drug of choice for health visitors treating infants with oropha-
rangeal candidiasis, as it is a safe and effective and cost effective treatment regime from birth.

Keywords/phrases: Nurse prescribing; Oral Pharyngeal Candidiasis treatment in infants; randomised and
controlled trials

Introduction

A study day in November 2003, on nurse prescribing with a group of twelve health visitors (who were all qualified
nurse prescribers), undertaken by the University of Southampton, involved a group work session with the use of
scenarios. In one scenario the group of health visitors were asked to prescribe for an infant with oropharyngeal
candidiasis. This scenario created a lot of discussion amongst the health visitors partly because of the choice of
drugs available to treat this condition, and partly due to the recent changes in recommendations in the use of
nystatin oral suspension, which is now not licensed for treating candidiasis in neonates under 1 month of age [1].
Some health visitors attending the study day were unaware of this, and suggested that this change in prescribing
nystatin oral suspension needed to be publicised more widely. This article sets out to review recent research
studies pertaining to the drug treatment of oropharyngeal candidiasis in infants, and the alternative drug thera-
pies available for treating oropharyngeal candisiasis other than the use of nyststin oral suspension.

Current Literature

A search for clinical evidence using Medline, Nursing Index and Embase between 1995 and 2003, produces
no systemic reviews with regards the treatment of oropharyngeal candisiasis in infants, no placebo controlled
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trials (i.e. trials comparing a known treatment for the infection with a treatment that has no direct effect on the
infection), and only three random control trials for the treatment of oropharyngeal candidiasis in infants. It is
perhaps no wonder then, that nurses seeking the evidence to back their treatment of this condition are not
easily able to do so.

Oropharyngeal Candidiasis

By definition oropharyngeal candidiasis is an opportunistic mucosal infection caused in a majority of inci-
dences by Candida albicans. Ellepola et al [2] state that there are four main types of candida infection namely
pseudomembranous, erythematous, hyperblasic and denture induced stomatitis. The most common in infants
are pseudomembranous, (with infants presenting with white discrete plaques on an erythemous background,
on the buccal mucosa, throat or tongue), and the hyperblasic (with infants presenting with white firmly adher-
ent patches usually bilateral on the buccal mucosa). Symptoms range from none to a sore and painful mouth,
leading to impaired taste and nutritional intake. Webb et al [3] found that between 31 and 60% of healthy peo-
ple have candida present in their mouths. In neonates, whose immunity is not compromised, spontaneous
cure of oropharyngeal candidiasis usually occurs after 3-8 weeks.

Treatment Programmes

The main aims of treatment programmes are to resolve signs and symptoms of the infection; and minimise
drug induced resistance, with minimal adverse side effects. Hoppe et al [4, 5] and Goins et al [6] undertook
three independent randomised control trials with samples of infants with oropharyngeal candidiasis (who were
not immuno- compromised), to compare the three main drug treatments of choice for infants, i.e. miconazole
gel, clotrimazole (nystatin) suspension, and fluconazole suspension. Of the anti-fungal drugs used to treat
oropharangeal candidiasis, nystatin suspension is not absorbed from the gastro-intestinal tract and is
absorbed by local application of the mouth. Miconazole is absorbed via local application of the mouth but is
also partly absorbed systemically, and fluconazole is absorbed very effectively via application to the mouth [1].
These randomised control trials were not blinded or placebo controlled. The larger of the two studies under
taken by Hoppe et al [5] involved a sample of 183 infants with clinical signs of oropharyngeal candidiasis. The
randomised trial of these infants found that miconazole gel had a significantly higher cure rate compared with
nystatin suspension. At day 12 of the trial there was a 99% cure rate with the use of miconazole gel (25 mg
QDS) compared to only a cure rate of 54% with nystatin suspension (100 000 IU QDS) (P < 0.0001).

Goins et al [6] undertook a randomised control trial involving a sample of 47 infants with clinical signs and a
culture positive for candida infection. The study found that at 10 days fluconazole suspension (3 mg/kg OD for
7 days) had a 100% cure rate compared to nystatin suspension (100 000 IU QDS) with a 32% cure rate. The
Hoppe et al [4, 5] studies found the most common side effect with both miconazole and nystatin was vomiting
and very rarely diarrhoea (affecting less than 4.5% of infants). The study results of Hoppe et al [5] were corrob-
orated by mycological findings (investigations into disease caused by fungal infection), which were blinded (i.e
the investigations were undertaken with no knowledge of the research aims and objectives). The sample for
this study was representative of the context in which healthy infants with oropharyngeal candidiasis would be
treated; this adds validity and reliability to these studies findings.

Conclusion

The evidence from these studies suggest that the drug of choice for health visitors treating infants with
oropharangeal candidiasis would therefore be miconazole gel (25 mg QDS), as it is effective and also cost
effective at approximately £5.00 (GBP) for an 80 mg tube.
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