Supplementary Table 2.1 Criteria defining ADEs and severe ADEs

	Type of ADEs
	ADE
	Severe ADE

	Hepatic injury
	At least one of the following criteria:

( ALT or AST > ULN × 1.0

( ALP > ULN × 1.0

( TB > ULN × 1.0

When baseline level is abnormal, ALT or AST > baseline ALT or AST × 1.5

ALP > baseline ALP × 2.0

TB > baseline TB × 2.0
	At least one of the following criteria:

( ALT or AST > ULN × 5.0

( ALP > ULN × 5.0

( TB > ULN × 3.0

When baseline level is abnormal, ALT or AST > baseline ALT or AST × 5.0

ALP > baseline ALP × 5.0

TB > baseline TB × 3.0

	Renal injury
	( SCr > 0.3 mg/dL increase than baseline level within 48 hours

( SCr > 1.5 × baseline level within 7 days
	( SCr > 3.0 × baseline level

( Start a renal replacement therapy

	Hypernatremiaa
	Na > 145 mmol/L
	Na > 155 mmol/L

	Hyponatremiaa
	Na < 135 mmol/L
	Na < 125 mmol/L

	Hyperkalemiaa
	K > 5.5 mmol/L
	K > 6.0 mmol/L

	Hypokalemiaa
	K < 3.5 mmol/L
	K < 3.0 mmol/L

	Hypercalcemiaa
	Adjusted Cab > 10.5 mg/dL
	Adjusted Cab > 12.5 mg/dL

	Hypocalcemiaa
	Adjusted Cab < 8.8 mg/dL
	Adjusted Cab < 7.0 mg/dL

	Anemiaa
	Hb < 13.0 mg/dL (if female, Hb < 12.0 mg/dL)
	Hb < 8.0 mg/dL 

	Thrombocytopeniaa
	PLT < 130 × 109/L
	PLT < 50 × 109/L

	Allergic reaction
	Performing treatment for symptoms such as rash, urticaria, and itching, etc. (ex. PO/IV antihistamines)
	Symptoms such as bronchospasms, allergic-related edema/angioedema, hypotension (suspect of anaphylaxis)


ALT = alanine aminotransferase, AST = aspartate aminotransferase, ALP = alkaline phosphate, TB = total bilirubin, ULN = upper limit of normal, SCr = serum creatinine, Na = Sodium, K = potassium, Ca = calcium, Hb = hemoglobin, PLT = platelet.

aIf the baseline value is abnormal, the occurrence of ADEs is the case where there is a difference of 1 grade or more based on the NCI-CTCAE.

bAdjusted Ca (mg/dL) = serum Ca (mg/dL) + 0.8 × (4.0-serum albumin [g/dL])
