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	Number (%)

	1st Oral Challenge

	Total
	40 (100%)

	Adverse events – during oral challenge
	0/40

	Adverse events - within 24 hours
	3 (8%)

	Adverse event description
	· Mild macular rash (positive challenge- see Table 2.)
· Generalised itch without rash
· Transient bilateral mild submandibular pain without swelling

	Adverse events - within 5 days
	1 (2.5%)

	Adverse event description
	· Mild diarrhoea (self-resolved)

	2nd Oral Challenge

	Total
	32/40 (80%)

	Adverse events – during oral challenge
	0

	Adverse events - within 24 hours
	1/32 (3%)

	Adverse event description
	· Mild diarrhoea (self-resolved)

	Adverse events - within 5 days
	1/32 (3%)

	Adverse event description
	· Mild maculo-papular pruritic truncal rash following commencement of oral amoxicillin-clavulanate (5 days post-amoxicillin oral challenge and subsequent 5 days of IV benzylpenicillin therapy). Self-resolved. 
· Subsequently delabeled following negative routine skin testing and oral penicillin and amoxicillin challenges

	Serious Adverse Events

	Total
	3/40 (7.5%)

	1.

	Description
	· Death
· Sepsis secondary to perforated ischaemic bowel. Onset 19 days following oral challenge.

	Relationship to oral challenge 1
	· Not related

	2.

	Description
	· Death
· Respiratory failure following large volume aspiration in setting of small bowel obstruction complicating percutaneous endoscopic gastrostomy tube. Onset 2 days following oral challenge.

	Relationship to oral challenge1
	· Not related

	3.

	Description
	· Death
· Cardiac arrest following severe pneumonia on a background of longstanding spinal injury with frequent sputum plugging. Onset 74 days following oral challenge

	Relationship to oral challenge1
	· Not related



1. Independent assessment of potential causality provided by 2 antibiotic allergy experts and 2 intensive care experts

