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ABSTRACT 

 Diclofenac is a widely used non-steroidal anti-inflammatory drug (NSAID). The most common reported adverse drug reactions 

(ADRs) of diclofenac are nausea, vomiting, epigastric pain, headache and dizziness. Fixed drug eruption (FDE) is also one ADR 

due to diclofenac, which is even though not uncommon, in this case the severity is very high. That has made us to focus on 

this case. A 52-year-old male patient attended the skin OPD (outpatient department) with multiple erythematous patches over 

face, neck, upper limbs and lower limbs which were started after taking diclofenac for sprain injury. After complete history, the 

patient said he had similar complaints in the past for same drug. Patient started showing improvement after stopping diclofenac. 

Completely recovered after 10 days. 
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 INTRODUCTION: FDE is a clinical condition occurring in 

the same site/sites each time when the drug is 

administered.1 The most common drugs implicated for FDE 

are antimicrobials (sulfonamides, amoxicillin, tetracyclines, 

trimethoprim, quinolones, dapsone etc.) followed by 

anticonvulsants and NSAIDs (diclofenac, ibuprofen etc).2 

Here, we are presenting a case of 52-year-old male of FDE 

to diclofenac which was used in treatment of sprain injury. 
 

 CASE DESCRIPTION: A 52-year-old male patient 

attended the skin OPD with multiple erythematous patches 

of varying sizes, smallest 0.5×1 cm2 to largest 5×6 cm2 

present over face, neck, upper limbs and lower limbs. Few 

raw areas and crusted lesions over the face and trunk were 

present. Some lesions are healed with hyperpigmentation. 

Conjunctivitis, oral ulcers, difficulty in swallowing, genital 

ulcers were present. 

On complete history, he said three days before he had 

pain due to trauma to his right wrist. For that he had taken 

tab. diclofenac 50 mg B.D. for 3 days. After that itching 

started with lesions described as above (Figure 1, 2, 3). 
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He gave a history of similar incidence with same drug 

at the same sites in the past also. All routine investigations 

were within normal limits. Diagnosis of FDE to diclofenac 

was made finally. The treatment was started with 

antihistamines and steroids. There was complete recovery 

of the patient from skin lesions within ten days. The causality 

assessment was carried out by using WHO-UMC scale and 

considered as probable. The patient was issued ADR alert 

card and the patient was told not to take same drug again. 

 

DISCUSSION: Diclofenac is a widely used NSAID. The 

most common reported ADRs of diclofenac are nausea, 

vomiting, epigastric pain, headache and dizziness. Gastric 

ulceration and bleeding are less common.3 FDE is also one 

ADR due to diclofenac which is even though not uncommon, 

in this case the severity is very high. That has made us to 

focus on this case. One case was reported of Nicolau’s 

syndrome to diclofenac.4 A patient who developed 

anaphylactic reaction to diclofenac also reported.5 

In this case report, the patient presented with severe 

FDE immediately after oral administration of diclofenac and 

completely recovered after stopping the drug. Reasonable 

time relationship to drug intake, response to withdrawal was 

reasonable, so causality was probable as per WHO-UMC 

causality assessment. 

 

CONCLUSION: In present case, severe FDE would be 

related to diclofenac in view of temporal relationship 

between drug intake and the reaction. This reaction was 

reported to the nearest ADR monitoring centre (Andhra 

Medical College). As diclofenac was commonly prescribed 

drug, clinicians should be aware and cautious about the 

severity of FDE caused by diclofenac. 
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