ABX-AE Focus Group #___
___/___/2022

Antibiotic-Associated Adverse Events Categorized Based on Level of Clinical Concern*
	Prespecified Level of Clinical Concern
	Participant Votes

	Very Concerning
	Very Concerning
	Moderately Concerning
	Mildly Concerning

	Nephrotoxicity — Severe (need for dialysis)
	
	
	

	Gastrointestinal toxicity — Clostridioides difficile infection—severe (requires ICU admission or colectomy)
	
	
	

	Neurotoxicity — Irreversible neuropathy (e.g., optic neuropathy or peripheral neuropathy)
	
	
	

	Skin toxicity — Stevens-Johnson syndrome or toxic epidermal necrolysis
	
	
	

	Hypersensitivity – Anaphylaxis
	
	
	

	Hypersensitivity – Drug reaction with eosinophilia and systemic symptoms (DRESS) Syndrome
	
	
	

	Additional ABX-AEs: 

	Moderately Concerning
	Very Concerning
	Moderately Concerning
	Mildly Concerning

	Nephrotoxicity — Severe (elevation in creatinine that leads to nephrology consult or additional renal testing/imaging)
	
	
	

	Gastrointestinal toxicity — Clostridioides difficile infection—non-severe (does not require ICU admission or colectomy)
	
	
	

	Hepatotoxicity — Elevation of liver function tests (AST >120 U/L, ALT >40 U/L, Alkaline Phosphatase >120 U/L, and/or Total Bilirubin >1.3 mg/dL)
	
	
	

	Neurotoxicity — Encephalopathy
	
	
	

	Neurotoxicity — Seizures
	
	
	

	Hematologic toxicity — Hemolytic anemia
	
	
	

	Hematologic toxicity — Neutropenia (ANC < 500 K/mm3)
	
	
	

	Hematologic toxicity — Thrombocytopenia (platelets < 75,000 K/mm3)
	
	
	

	Cardiac toxicity — Prolonged QTc
	
	
	

	Additional ABX-AEs: 

	Mildly Concerning
	Very Concerning
	Moderately Concerning
	Mildly Concerning

	Gastrointestinal toxicity — Antibiotic-associated diarrhea, nausea, emesis
	
	
	

	Skin toxicity — Non-hives rash
	
	
	

	Musculoskeletal toxicity — Myositis
	
	
	

	Additional ABX-AEs: 


*Adverse events within each category are not ranked.
