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1 Determination of the morphology of the primary lesion based on four  

main categories: 

 exanthematous, urticarial, bullous, and pustular 

2 Assessment of systemic involvement based on patient’s vital signs and  

symptoms and basic laboratory screen: 

 full blood count, liver and renal function tests, and urine analysis 

3 Skin biopsy for histopathology and if relevant direct immunofluorescence studies 

4 The usage of validated diagnostic criteria, if available 

5 Establishment of a working diagnosis and a differential diagnosis that 

 takes into account all possible diagnoses 

6 Drug exposure analysis—determination of the lag period and creation of a timeline 

7 Determination of probabilities for the associations between the suspected  

drug and the clinical event  

according to patients’ history, literature, and in vitro and in vivo  

diagnostic assessments including HLA genetic tests 

8 Based on steps 6 and 7, identification of the suspected drugs 

9 Communication with the patient, family, healthcare providers, and 

 regulatory agencies 

10 Proper follow-up for the patient in a timely and appropriate manner 
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