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A 46-year-old male construction worker
was admitted to a clinic in Kolkata, India, 
in 2016 with a sudden-onset black rash 

appearing in patches all over his body. He had sprained 
his left foot two days previously for which he was 
prescribed oral diclofenac tablets at a dose of 50 mg 
three times a day. He had taken three doses of the drug 
before noticing the skin lesions; however, he continued 
taking the drug due to the pain and presented to 
the clinic on the third day when the lesions became 
extensive. He was not currently taking any other drugs 
and had no history of similar skin lesions. 

On examination, the patient was noted to have 
darkly pigmented patches on his trunk and both the 
upper and lower limbs [Figure 1]. The patches covered 
more than 50% of his body surface and were non-
pruritic and non-tender, with sharply demarcated 
margins and surrounding erythema. No evidence of 
mucosal lesions or hair or nail changes was seen. The 
patient was treated with local emollients and a steroid 
cream. A skin biopsy revealed interface dermatitis with 
vacuolar changes. The patient was diagnosed with a 
fixed drug eruption (FDE) caused by the diclofenac. 
After 10 days, the patches became scaly and started to 
desquamate [Figure 2]. 

Figure 1: Extensive hyperpigmented patches on the (A) trunk, (B) arms and (C) legs of a 46-year-old man after taking 
50 mg of diclofenac three times a day for three days.
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of similar lesions at the same site. Sometimes, FDEs 
may not occur on initial use of the drug and manifest 
only after a certain dose is attained.1 Nonetheless, 
drug rechallenge is not always ethically possible; a 
skin biopsy is therefore sufficient to diagnose the 
condition at first onset.2 With diclofenac, various 
cutaneous reactions can occur after oral or parenteral 
administration, including anaphylactic reactions, 
urticaria, exanthema and FDEs.6

While there is no definitive histology pattern 
for FDEs, severe vacuolar interface dermatitis is 
suggestive of the condition, along with other pheno-
typic features, such as confluent epidermal necrosis 
and extension of the infiltrate into the lower half 
of the dermis.2,5 The use of the Naranjo algorithm, 
particularly the sections regarding previous exposure 
and readministration, is not always applicable in 
these cases on ethical grounds.7 However, a thorough 
history-taking, specifically with regards to recent 
exposure to certain drugs, can help to confirm the 
diagnosis. In addition, the new World Health 
Organization-Uppsala Monitoring Centre scale may 
help to determine aetiology in such cases.8 Clinicians 
should be aware of rare cutaneous reactions to 
common drugs often used in clinical practice, such as 
that observed in the current case with diclofenac.
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Comment

FDEs are drug-induced lesions which may appear 
as patches, vesicles or bullae.1 Hyperpigmentation 
is usually noted at the site of the lesions and recurs 
at the same sites with subsequent exposure to the 
drug.1 Usually, the lesions are limited to a small area 
of the skin or mucosa.2 However, extensive FDEs have 
been reported with nonsteroidal anti-inflammatory 
drugs (NSAIDs), lamotrigine and antibiotics such 
as vancomycin.3,4 Lin et al. reported two patients 
with NSAID-induced extensive bullous eruptions 
mimicking Steven-Johnson syndrome.3 In another 
case, an extensive paracetamol-induced eruption was 
initially suspected to be cellulitis; the patient was 
treated with antibiotics before new lesions appeared 
and a skin biopsy led to a FDE diagnosis.5 Extensive 
hyperpigmented dermal patches can sometimes be 
confused with photoallergic/toxic reactions, café-au-
lait macules or Addison’s disease.4 

The mainstay of treatment for FDEs is with- 
drawal of the drug.1,5 Although local steroids and/or 
emollients may be used, systemic therapy is usually 
not needed.5 In general, FDEs are easy to diagnose 
if the presenting features are typical. However, 
atypical lesions—such as non-pigmenting FDEs or 
psoriasiform lesions—may also occur.2 As FDEs recur 
at the same site on subsequent contact with the drug, 
a diagnosis can be made if there is a previous history 

 
Figure 2: Scaling and desquamation of hyperpigmented 
patches caused by a diclofenac-induced fixed drug 
eruption on the (A) arms and (B) legs of a 46-year-old 
man after 10 days of treatment with local emollients and 
a steroid cream.
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