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Background

o
Factor VIII (FVIII) replacement therapy is the standard Each FVIII replacement product was reconstituted Using acceptance criteria of 100 £25% recovery, 5/6 products were assayed accurately Con Cl“SIO“S
of care for persons with hemophilia A. One-stage according to the manufacturer’s instruction and across all levels when cryocheck Factor VIII Deficient Plasma with VWF was used as the crvocheck Factor VIl Deficient Plasma with VWE subports
clotting (OSC) assays are commonly used to measure diluted with congenital FVIII deficient plasma substrate. Mean FVIII recoveries across all levels of ADVATE, ELOCTATE, Jivi, Novoeight PP

quantification of FVIII activity when used as a deficient

FVIIl activity in plasma samples. to prepare seven levels of FVIII activities (0.05, and wilate were 93, 95, 101, 113, and 95% respectively, relative to the theoretical target. cubstrate in an OSC assav in plasma samoles containin
: 0.1,0.2, 0.4, 0.6, 0.8 and 1.0 IU/mL) based on 3/6 products were assayed accurately across all levels when congenital FVIII deficient d>5dy i p PIES | 5
FVIIl depleted plasma, used as a substrate in OSC : ADVATE, ELOCTATE, Jivi, Novoeight, and wilate in the range
S : labeled potency. plasma was used as the substrate. Mean FVIII recoveries across all levels of ADVATE, . :
assays, may be deficient in von Willebrand Factor FLOCTATE, and wilate were 100, 110, and 109% respectively (Figure 1) of 0.05-1.0 IU/mL, and those containing AFSTYLA in the
(VWEF). FVIIl depleted plasma with normal levels of Each sample level was measured on an IL ACL ) ’ o ' range of 0.1-1.0 [U/mL.
VWEF is a better alternative, mimicking congenital FVIII TOP 700 CTS analyzer using HemoslIL aPTT The mean FVIII activities measured for 0.05-1.0 IU/mL samples using congenital .
deficient plasma. SynthASiL with both cryocheck Factor VI FVIII deficient plasma were found to be higher than when the deficient substrate JC l;egig :gkaFS\?III%?)eecliifigtﬁnlgl\ggrﬁgwi trt? %%ei?gg;pgorgggst’o that
Deficient Plasma with VWF (Precision Biologic was cryocheck FVIII Deficient Plasma with VWF for all replacement products except of congenital FVIII deficient plasma in quantifyin EVIII Sctivity in
Inc.) and congenital FVIII deficient plasma as AFSTYLA, and total imprecision (%CV) were not significantly different between the two 5 I€tp d 5 y
Ob' t' deficient substrates deficient substrates (Table 1) plasma samples containing replacement products, and better
]eC IVE ' ' in the case of samples containing Jivi, Novoeight, and wilate.
o . Linear regression analysis of dose-dependent The percent recoveries of AFSTYLA, after x2 conversion, fell within the acceptance
To evaluate the recovered activity of six FVII| recoveries was performed for both deficient criteria for levels > 0.1 1U/mL but were overestimated (~150%) at the lowest level of References
® ® ® - .
replacement products — ADVATE,” AFSTYLA, ELOCTATE, substrates. 0.05 IU/mL for both deficient substrates. 0SC assays tend to underestimate AFSTYLA . AFSTYLA [package insert] CSL Behring LLC.; 2021
Jiviy NOVOGIghtf@ &-Wllate® N plasma samples by compared to ch romogenic assays, and results requ"e multiplication by a factor of 2. Ketteler, Carolin, et al. “Monitoring ofdiffer,entfactorVIII replacement products
two 05C ds5says Using CRYOCh.ECkTM Factor.\/.lll Deficient two as recommended by its manufacturer.! This conversion likely contributed to the  using a factor VIIl one stage clotting assay on cobas t 511/711 analysers.”
Plasma with VWF and congenital FVIIl deficient overestimation of AFSTYLA at the lowest level of 0.05 IU/mL by both deficient substrates.? Haemophilia 27.6 (2021): e704-e712
plasma as deficient substrates. Congenital FVIII deficient plasma overestimated (>125%) Jivi and Novoeight across
more than one sample level.
Figure 1 Percent Recovery vs Dose Table 1
Percent recovery at target doses of Mean percent recovery and total imprecision of ADVATE, AFSTYLA, ELOCTATE, Jivi, Novoeight, & wilate across all levels tested using
0.05,0.1,0.2, 0.4, 0.6, 0.8 and 1.0 [U/mL 150 cryocheck Factor VIII Deficient Plasma with VWF and congenital FVIII deficient plasma.
using cryocheck Factor VIl Deficient
Plasma with VWF and congenital FVIII
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