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laxis — a meta-analysis
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Table 1. Characteristics of included studies with data on bleeding under prophylaxis.

Mean annual

Age (year) FVII dose total bleeds
Study* Patients Mean Range FVII type  (IU kg™" week™!) Reported§ Adjustedt
Aledort et al., 1994 [1] 66 125 - FL-FVIII 53 9.49 9.49
Nilsson et al., 19941 [2,4,23,24,29,36-38] 9 4.9 3-7 FL-FVIII 38 5.69 9.0
13 7 3-13 FL-FVIIL 36 59 8
Smid et al., 1995 [27] 11 32 11-48  FL-FVIII 13 10.6 10.6
Liesner et al., 1996 [3] 26 6.2** 1.3-15.9 FL-FVIII 95 1.5%* 3.9
Smith et al., 1996 [28] 27 Vad 0.5-15 FL-FVIII 64 2.8%% 7.3
Lofqvist et al., 1997 [2,4,23,24,29,36-38] 16 2.6 1.5-4.5 FL-FVIII 71 2.29 3.5
8 1.3 1-2 FL-FVIII 110 0.1¢ 0.2
5 1.2 1-1.5 FL-FVIII 122 0.49 0.6
Miners et al., 1998+7 [5,46] 19 30%* 4-63 FL-FVIII 37 13%* 34
Lusher et al., 20011} [14,30-32] 21 >7 - BDD-rFVIII 25 17%* 44
39 >7 - BDD-rFVIII 44 9% * 23
41 >7 - BDD-rFVIII 89 12%* 31
4 >7 - BDD-rFVIII 114 2% 5
Manco-Johnson et al., 2001 [15,33-35] 6 3.7 2.7-4.7 BDD-rFVIII 48 6.4 6.4
13 2.6 0.8-4.9 BDD-rFVIII 90 6.8 6.8
26 2.5 0.8-4.8  BDD-rFVIII 158 5.3 5.3
Panicker et al., 2001 [42,43] 22 4.5%* 0.2-16  FL-FVII 72 1.86 1.86
van den Berg et al., 2001 [25,26,36-41] 21 4.6 1-1199 FL-FVIII 35
22 4.0 1-949 FL-FVIII 41
27 3.9 1-799  FL-FVII 56
Pollmann and Huppertz-Helmhold, 2002 [44,45] 66 34.8 1-70 BDD-rFVIII 85
Yee et al., 2002 [5,46] 8 1.2** 0.4-1.8  FL-FVIII 97
24 4% 2.0-12.7 FL-FVII 80

BDD-rFVIIIL, B-domain deleted recombinant factor VIII; FL-FVIIIL, full-length factor VIII; FVIII, factor VIIL

*Where multiple reports have appeared involving the same patient population, the report from which data were extracted is indicated by
authors and year, followed by numbered reference citations to all reports pertaining to that study. §In seven studies of FL-FVIII, bleeding
incidence was reported in the aggregate for both haemophilia A patients and a small number of patients with haemophilia B or in one case
von Willebrand’s disease [2-5,26,42,46]. The median percentage of non-haemophilia A patients in these studies was 12% (range,
4-24%). TMedian values adjusted to mean using conversion factor of 2.6 mean per median bleeds based on data in 1181 severe haemo-
philia patients under prophylaxis compiled by the Universal Data Collection Program of the US Centers for Disease Control and Prevention
(CDC) from May 1998 to September 2001 [47]; incidence of joint bleeds converted to total bleeds using factor of 1.6 total/joint bleeds
based on CDC data [47] and results of Miners et al. [5]. {Data for the two youngest age groups of this study included below under the
subsequent report of Lofqvist et al., 1997 [4]. YJoints. **Median. t1Data for children in this study included below under the subsequent
report of Yee et al., 2002 [46]. fiTotal of 85 patients; larger total of 105 patients across four groups indicates that some patients were
switched between regimens. Median age for all patients was 28 years (range, 8—73 years); ages for individual groups not reported.
4YEstimated from reported SE.
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Fig. 2. Pooled half-life from studies of FL-pdFVIII, FL-rFVIII and
BDD-rFVIIL Error bars indicate SE.
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