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	Quality attribute
	Method
	Lots, 
adalimumab: adalimumab-aqvh
	Acceptance criteriona
	Result

	Amino acid sequence
	Reduced and deglycosylated mass
	8:9
	Adalimumab-aqvh matched adalimumab within experimental variability
	Met

	Extinction coefficient
	SEC-UV/RI (mg−1 mL cm−1)
	9:9
	Adalimumab-aqvh and adalimumab mean values differed by ≤5%
	Met

	Suppression of cytokine secretion
	Crohn’s PBMC-derived MLR assay
	8:9
	Similar inhibition of IFN-γ, IL-10, IL-8, and TNF-α secretion in Crohn’s MLR for adalimumab-aqvh and adalimumab 
	Met

	Inhibition of LT-α–induced cell death
	Cell-based apoptosis assay 
	4:4
	No activity detected for adalimumab-aqvh and adalimumab 
	Met

	FcγR binding
	FcγRIIIa (158F) binding by SPR, % relative Kd
	4:6
	Comparable Kd for adalimumab and adalimumab-aqvh 
	Met

	
	FcγRIIa, FcγRIIb, FcγRI binding, % relative Kd
	17:16
	Comparable Kd for adalimumab and adalimumab-aqvh 
	Met


aAcceptance criteria were dependent on the characteristic being analyzed. For adalimumab-aqvh lots where N ≥ 10, acceptance criteria permitted one lot to lie outside the quality range. 
[bookmark: _Hlk124771729]IL interleukin, Kd dissociation constant, LT lymphotoxin, MLR mixed lymphocyte reactions, PBMC peripheral blood mononuclear cell, RI refractive index, RPC reversed-phase chromatography, SEC size-exclusion chromatography, SPR: surface plasmon resonance, TNF-α tumor necrosis factor α, UV ultraviolet
