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    Abstract
Background Toxic epidermal necrolysis (TEN) is a rare but severe cutaneous adverse reaction with a high rate of mortality and morbidity.

Purpose To report a case of TEN after abiraterone and zoledronic acid exposure.

Material and methods Retrospective review of the electronic medical record (Ianus) and records of chemotherapy ordered and dispensed (Farmis and Silicon).
A literature search was conducted of keyword terms “abiraterone AND toxic epidermal necrolysis” and “zoledronic AND toxic epidermal necrolysis” in PubMed and EudraVigilance database until March 2014.
The suspicion was reported to the pharmacovigilance centre.

Results The case involved a 74 year-old male without any history of drug allergies, diagnosed with prostate adenocarcinoma in 2004, who received a second-line treatment with abiraterone 1,000 mg/day, prednisone 10 mg/day and zoledronic with dose adjusted for renal function.
48 h after zoledronic administration (15 days after starting abiraterone) fever and pruriginous erythema appeared on the chest, but later extended involving the face, oral and nasal mucosa and back of the hands, sloughing of 70% of the body surface area.
SCORTEN scale, severity-of-illness score validated for TEN, was ≥4; mortality ≥60%.
The patient received supportive care without complications, after 2 weeks had been discharged.
No case reports were found in the published literature. This is the first case report in EudraVigivilance for abiraterone and the seventh for zoledronic.
He was not re-exposed to the suspected offending agents zoledronic and abiraterone.
The causality assessment of TEN was regarded as possible by pharmacovigilance centre for both drugs.

Conclusion TEN is a rare life-threatening reaction; it is important for health care professionals to evaluate and report any severe reactions that may be associated with newly-marketed drugs.
Post-marketing drug experience is needed to develop an accurate safety profile.
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