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Fixed Drug Eruption (FDE) is characterized by a single or 
multiple oval, erythematous patches due to systemic exposure to a 
drug that mostly resolves with a residual hyper pigmentation1. The 
overall incidence of FDE from FDC ranges from 3.77% to 15.34%2,3. 
Fixed drug eruption is one of the serious conditions affecting 
individual’s quality of life. Presently, it is known to occur due to many 
medications. Among the known medications, some antituberculosis 
drugs are also one of the causative drugs for fixed drug eruption4. 
Skin reactions due to some antituberculosis drugs are commonly 
found in patients with history of drug allergy5. 

According to recent guidelines, use of fixed dose drug 
combinations (FDC) are promoted for its better compliance and 
advantages. World Health organization also advocates the use of FDCs. 
In India, under Revised National Tuberculosis Control Programme 
(RNTCP), from 1st April 2018 fixed dose drug combinations have 
been started for treatment of tuberculosis with daily given drug 
regimens. Previously thrice a week individual drug regimen was 
provided by the programme6. Fixed dose drug combinations have 
its own advantages. It decreases the number of tablets, frequency of 
tablets and also improves patient adherence to the treatment. 

In present case, patient was prescribed FDC of antituberculosis 
drugs and developed FDE7. Fixed drug eruption (FDE) was caused 
by fixed dose combination (FDC) of antituberculosis drugs- tablet 
forecox (rifampicin 225 mg + isoniazid 150 mg + pyrazinamide 750 
mg + ethambutol 400 mg) in 40-year-old male patient with previous 
history of drug allergy. Patient developed FDE after taking the third 
dose of tablet forecox for pulmonary tuberculosis. After taking the 
third dose, patient noted multiple, discrete, hyper pigmented patches 
on nape of neck; around mouth; both eyes; lower abdomen; back and 
upper abdomen. Patient was advised not to take antituberculosis 
drugs further and he was treated with injection dexamethasone 4 mg 
i.m. stat, then oral prednisolone 5 mg 6 hourly; injection ceftriaxone 
1 gm i.v. 12 hourlies; framycetin cream for local application; 
mucaine viscous gel per orally 12 hourlies; betadine gargles and 
tablet multivitamins for 15 days. Tablet forecox was withdrawn 
and the reaction was recovered after 15 days of treatment for FDE. 
As per WHO-UMC and Naranjo’s causality assessment criteria, the 
association between reaction and tablet forecox was possible and 
probable, respectively8,9. The reaction was moderately (Level 4b) 
severe as per Modified Hartwig and Siegel’s scale10.

Among patients from low socioeconomical class and having 
comorbid conditions, adverse drug reactions due to drugs may 
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occur more frequently11. In present case, patient was 
from lower socioeconomical class, labourer, alcoholic and 
suffering from comorbidity. Patient has been prescribed 
antituberculosis drug therapy by private practitioner. 
Patient history revealed that he had some unknown drug 
allergy. But, it is one of the limitations of case report that 
no confirmation was possible for the drug to which patient 
was allergic. We were unable to perform the patch test 
for identifying the culprit drug. Patient was diagnosed to 
suffer from comorbid condition of HIV infection, so patient 
was started on antiretroviral therapy during the time of 
hospitalisation. This can be also considered as one of the 
limitations of the study for identifying the culprit drug.

To conclude, fixed drug dose combinations are widely 
accepted but before using such combinations for each and 
every patient one has to keep in mind the possibility of 
history of drug allergy.
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Figure 1: Fixed drug eruption lesion
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