
 

 
30 Churchill Place ● Canary Wharf ● London E14 5EU ● United Kingdom 

An agency of the European Union     

Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5525 
Send a question via our website www.ema.europa.eu/contact 
 

 
© European Medicines Agency, 2017. Reproduction is authorised provided the source is acknowledged. 

 

23 February 2017 
EMA/PRAC/68687/2017 
Pharmacovigilance Risk Assessment Committee (PRAC) 

New product information wording – Extracts from PRAC 
recommendations on signals 
Adopted at the 6-9 February 2017 PRAC 

The product information wording in this document is extracted from the document entitled ‘PRAC 
recommendations on signals’ which contains the whole text of the PRAC recommendations for product 
information update, as well as some general guidance on the handling of signals. It can be found here 
(in English only). 

New text to be added to the product information is underlined. Current text to be deleted is struck 
through. 

 

1.  Fluconazole – Spontaneous abortion and stillbirth (EPITT 
no 18666) 

Summary of product characteristics 
 
4.6. Fertility, pregnancy and lactation 

 
Pregnancy 
 
An observational study has suggested an increased risk of spontaneous abortion in women treated with 
fluconazole during the first trimester.  
 
There have been reports of multiple congenital abnormalities (including brachycephalia, ears 
dysplasia, giant anterior fontanelle, femoral bowing and radio-humeral synostosis) in infants whose 
mothers were treated for at least three or more months with high doses (400-800 mg daily) of 
fluconazole for coccidioidomycosis. The relationship between fluconazole use and these events is 
unclear. 
 

Studies in animals have shown reproductive toxicity (see section 5.3).  
 

http://www.ema.europa.eu/docs/en_GB/document_library/PRAC_recommendation_on_signal/2017/02/WC500221789.pdf
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Data from several hundred pregnant women treated with standard doses (<200 mg/day) of 

fluconazole, administered as a single or repeated dose in the first trimester, show no increased risk of 

undesirable effects in the foetus. 

 

Fluconazole in standard doses and short-term treatments should not be used in pregnancy unless 

clearly necessary. 

Fluconazole in high dose and/or in prolonged regimens should not be used during pregnancy except for 

potentially life-threatening infections. 

 

 

2.  Nivolumab – Pemphigoid (EPITT no 18759) 

Summary of product characteristics 

4.8. Undesirable effects 

e Rash is a composite term which includes maculopapular rash, rash erythematous, rash pruritic, rash 
follicular, rash macular, rash morbilliform, rash papular, rash pustular, rash papulosquamous, rash 
vesicular, rash generalised, dermatitis, dermatitis acneiform, dermatitis allergic, dermatitis atopic, 
dermatitis bullous, dermatitis exfoliative, dermatitis psoriasiform, and drug eruption and pemphigoid. 

 
Package leaflet 

4 - Possible side effects 

Skin rash sometimes with blisters, itching 
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