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	SAE no.
	SAEID
	Onset date
	End date
	Event Term
	Seriousness
	Severity
	Causality1 
	Outcome
	Comments
	Date Reported to DMC

	SAE01
	
09-002-01

	13.10.19
	15.10.19
	Presumed Viral URTI
	Inpatient Hospitalisation
	Mild
	unrelated
	resolved
	N/A
	28 Nov 2020

	SAE02
	
09-002-02

	15.10.19
	17.10.20
	aHUS Relapse
	Inpatient Hospitalisation
	severe
	probable
	resolved
	Patient had eculizumab treatment restarted within the required 24hr time period stipulated in the protocol.
	28 Nov 2020

	SAE03
	
09-002-03

	15.05.19
	18.05.19
	viral infection
	Inpatient Hospitalisation
	Mild
	unrelated
	resolved
	Not reported until October. TM received updated SAE log from site which included this SAE and requested a report be sent immediately.
	28 Nov 2020

	SAE04
	
09-002-04

	17.12.19
	20.12.19
	Line infection and removal
	Inpatient Hospitalisation
	Mild
	unrelated
	resolved
	N/A
	02 Dec 2020

	SAE05
	06-001-01
	13.02.20
	24.02.20
	Streptococcus tonsillitis – group A
	Inpatient Hospitalisation
	Moderate
	unrelated
	resolved
	National service contacted to discuss patients’ bloods results and potential relapse. PI reviewed patient the next day and intended to re-start Ecu if no improvement however patient had improved and so remains off drug.
	02 Dec 2020

	SAE06
	06-001-02
	20.03.20
	27.03.20
	Relapse of aHUS
	Inpatient hospitalisation
	Moderate
	Definitely
	resolved
	Patient had recently made a full recovery from streptococcal tonsillitis (13/02/20) though with occasional proteinuria. Significant proteinuria emerged, bloods were suggestive of relapse (raised LDH and falling platelet count) and patient admitted for full assessment. Patient has restarted eculizumab as of 20/03/20 and has recovered
	02 Dec 2020

	SAE07
	17-001-01
	06.03.20
	06.03.20
	Native Renal Biopsy to investigate proteinuria-which pre-dated entry into the trial
	Inpatient hospitalisation
	Moderate
	Unrelated
	Condition unchanged
	Site completed the SAE form on day they were made aware of event (09.03.2020) however this was not submitted to NCTU until 11 days later (20.03.2020). Updated deviation log has been requested.
	02 Dec 2020

	SAE08
	10-001-01
	16.08.20
	19.08.20
	Salmonella Gastroenteritis
	Inpatient hospitalisation
	Mild
	Unrelated
	Recovered
	Participant was treated with IV antibiotics, GP informed that if symptoms reappear to treat with oral ciprofloxacin.
	02 Dec 2020

	SAE09
	02-003-01
	30.09.20
	01.10.20
	Hyperkalaemia
	Inpatient hospitalisation
	Moderate
	Unrelated
	Recovered 
	During trial visit potassium level was found to be 6.1. Participant received IV fluids and insulin at local A&E, stayed overnight and was then discharged.
	02 Dec 2020

	SAE10
	17-001-02
	22.10.20
	25.11.20
	Pulmonary Embolism
	Inpatient hospitalisation
	Severe
	Unrelated
	Recovered 
	Bilateral pulmonary embolism diagnosed by CTPA following cycling injury. Patient treated with oral Rivaroxaban 
	15 Jul 2021

	SAE11
	01-003-001
	30.12.21
	21.01.22
	Uncontrolled hypertension
	Inpatient hospitalisation/prolonged hospitalisation
	Moderate
	No
	Recovered 
	Patient was admitted TO GNCH 30/12/21 with BP elevated to 160mmHg, patient had increased creatinine and lowered platelets.
	03 Mar 2022

	SAE12
	02-003-002
	05.11.20
	09.12.20
	Reduced Renal Function
	Important Medical Event
	Moderate
	Yes
	Recovered with sequalae
	Patient admitted with reduced renal function, rising creatinine, hyperkalemia. Eculizumab restarted 
	15 May 2023

	SAE13
	01-003-002
	21.02.22
	07.03.22
	Prolonged hospitalisation due to respiratory issues after an elective procedure (fundoplication and port-cath change) 
	Inpatient hospitalisation/prolonged hospitalisation
	Moderate
	No
	Recovered 
	Prolonged hospitalisation due to respiratory issues after elective procedure (fundoplication and port-cath change) 
	15 May 2023

	SAE14
	13-001-001
	13.12.21
	Ongoing
	Recurrent small bowel diaphragm disease
	Persistent or significant disability/incapacity
	Moderate
	No
	Recovered with sequelae
	Weight loss and anaemia due to NSAID induced diaphragm disease. Treated with Iron Isomaltoside and a laxative to prevent obstruction.
	15 May 2023

	SAE15
	13-001-002
	20.02.22
	21.02.22
	Idiopathic Transient oedema
	Inpatient hospitalisation/prolonged hospitalisation
	Mild
	No
	Recovered
	Hospitalised following sudden onset marked lower limb and scrotal oedema, resolved with no treatment. No nephrotic syndrome or heart failure
	15 May 2023

	SAE16
	01-003-003
	27.12.22
	Ongoing 
	Lower respiratory tract infection, sepsis
	Life threatening
Inpatient hospitalisation at trial site
	Severe
	No
	ongoing
	Admitted with hyponatremia and oedema, rapid deterioration and intubated on pICU. Diagnosed with LRTI and sepsis  
	15 May 2023

	SAE17
	01-003-004
	24.01.23
	Ongoing 
	Hyponatremia, possible infection 
	Inpatient hospitalisation
	Severe
	No
	ongoing
	Hospitalised with hyponatremia, treated with IV hypertonic saline. Infection treated with ciprofloxacin, piperacillin tazobactam
	15 May 2023

	SAE18
	01-003-005
	28.02.23
	Ongoing 
	Hyponatremia, Upper respiratory tract infection – viral
	Inpatient hospitalisation
	Moderate
	No
	Condition improved
	Hospitalised; viral respiratory infection and treated with Azithromycin, Hyponatremia treated with oral sodium chloride. 
	15 May 2023

	SAE19
	01-003-006
	04.04.23
	22.04.23
	Hyponatremia
	Inpatient hospitalisation
	Moderate
	No
	Recovered
	Hyponatremia - facial oedema and increased weight.
	29 April 2024

	SAE20
	01-003-007
	27.12.22
	31.12.22
	Low Sodium
	Inpatient hospitalisation
	Moderate
	No
	Recovered
	Hospitalisation - admitted as an inpatient 28/12/2
	29 April 2024


1 The Causality for each SAE was documented as ‘Related, Unrelated and Probable’ until DDMMYYY when it was updated for clarity to be recorded as ‘Yes or No’. 
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