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Induction of immune tolerance with recombinant factor VIl in haemophilia A patients

with inhibitors
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Table 1. Main patient data.

ED at Max. Titer
Product Inhib.  Peak  Pre-IIT Out-come IIT
Patient Agel Age Il Pre-lIT detect  (BU) (BU) IIT regimes (BU) duration
France-1 (F-1) 8§m 2.3y r-FVII 26 4.3 0.8 1000 TU day_1 (6 m) 0.6 7 m
1000 IU every 2nd day 1 (m)
France 2 (F-2) 7y 10y Ion-exchange 130 33 2 pd -FVIII: 0.5 29 m
chromato.-FVIII 50 TU kg™ every 2nd day (16 m)
200 TU kg™! for 6 x days/w (8 m)
r-FVIII:
200 IU kg™ day™ (5 m)
France 3 (F-3) 6y 48y Various products n.a. 228 30 6000 IU day™ <0.4 7 m
France 4 (F-4) 13y 27y Various products n.a. 53 0.9 6000 IU day™" (0.5 m) 0.4 15d
Germany 1 (G-1) 8 m 17 m r-FVII 11 46 46 200 TU kg™ day™ + i.v. <0.6 14 d
IgG 1g kg™* (days 1, 2, 8, 15)
Germany 2 (G-2) 7y 9y Various products 16 2 2 100 U kg™! day™! <0.6 2.5m
Germany 3 (G-3)10 m 23 m r-FVII >100 17.9 16.5 100 IU kg™" day™" (12 days) 0 6 m
infusions 50 IU kg™! day™! (6.5 m)
50 IU kg™! 3 times w (1.5 m)
4.2 no therapy for 3 w 0.8
(relapse) 50 IU kg™! day™! (ongoing)
Spain 1 (S-1) 21m 4y r-FVII 83 566 2.2 200 TU kg™ day™" (25 w) id + 103 8 m
prednisone
(2 mg kg™ day x 21 days)
One month: 300 IU kg™ day™! +
Two cicles of Cyclophosphamide
(2 mg kg™! x 8 days)/2 w and iv.
IgG 0.4 g kg™' x 5 days
Spain2 (S2) 44m 5.8y r-FVII 26 43 08  1001IU kg™ day™ 0.6 6m
Switzerland-1 10 m 23 m r-FVII 25 0.7 0.7 220 1U kg™! day™! <0.5 2.5m
(SW-1) infusions 150 U kg™! day™*
125 1U kg™" day™
(Duration of therapy: 2.5 m)
Switzerland-2 33 m 5.3 mr-FVII 15 34 7 220 TU kg™ day™ <0.5 2m
(SW-2) infusions 180 TU kg ™! day™!

100/1U kg™"' day™
50 IU kg™ day™!
(Duration of therapy: 2 m)

w, weeks; m, months; y, years; n.a., not available. Age I = when inhibition was detected. Age Il = when IIT was started.

20





