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4, Fitzroy Square,

London

CONSULTATION LETTER ARM 33: FLUCONAZOLE 150MG CAPSULES

Request to Reclassify a Product from P to GSL

* 1.
We have no comments to make on the proposals in ARM 33

* 2.
Our comments on the proposals in ARM 33 are below/attached.


*Our reply may be made freely available


*Our reply is confidential

*Our reply is partially confidential (indicate clearly in the text any confidential elements)
The therapy Guidelines and Audit committee of the British Association of Dermatologists reviewed the application for Fluconazole to be moved from P TO GSL.

Our concerns which oppose this suggestion are 2 fold. 

1) While the recurrent symptoms will be familiar to experienced patients self diagnosis will not be accurate and cannot take place in the line at a retail pharmacy. Other conditions such as pruritus vulvae, vestibulitis, lichen simplex and trichomonas infections could be misdiagnosed. Also associated sexually transmitted diseases will miss an opportunity for being detected. Advertising a drug in the public domain may lead to unnecessary and inappropriate use.

2) What is considered an acceptable side effect profile for a GSL product? All drugs have side effects but the revised status does not fit comfortable with what we know about this drug. Fluconazole rarely produces severe side effects but fatal hepatic injury is reported and it is related to ketoconazole which dermatologists recall was discontinued for this reason. It can be associated with anaphylaxis and has the potential for prolonging QT interval and drug interactions leading to torsade du pointes arrhythmia (not unlike terfenadine which was discontinued after being given GSL status). Severe exfoliative dermatitis has been observed. There have also been reported congenital abnormalities from exposure in pregnancy (1,2) In one recent RCT 21% of patients experienced side effects of which rash was the most common.(3). These potentials for harm are not necessarily related to dose or duration of treatment and intermittent recurrent treatment would facilitate the immune mediated reactions. 

We are not persuaded that the pharmacist and patiently can safely assess the risks from drug interactions and patients may not read or understand accompanying literature nor that this drug has such an acceptable safety profile as the consultation document suggests in saying hazards to health are small. The accompanying literature sates not to take terfenidine but this not available now. It also suggests that before taking it in preganancy you consult you pharmacist or doctor – surely you would state do not take this in pregnancy. The consultation document does not seem to have been based on a rigorous process and contains flaws so we cannot be sure that it is sufficiently unbiased or objective.

1. Lee BE et al congenital malformations in an infant born to a woman treated with fluconazole. Paed Infec Disease J 1992; 11 : 1062-4

2. Pursley TJ et al. Fluconazole induced congenital abnormalities in three infants Clin Inf Dis 1996; 22:336-40

3. DeWet et al, RCT of micafungin vs fluconazole in oesophageal candidiasis.Aliment pharmacol ther 2005 21: 899-907.
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