Cinryze™ (C1 inhibitor, human), BLA 125267, Lev Pharmaceuticals, Inc.
Briefing Document, May 2, 2008 BPAC Meeting

Table 7. Number of HAE Attacks, 12-Week Treatment Period, Prophylactic

Treatment Trial

Statistic Cinryze Placebo
N=22 N=22
Mean 6.3 12.7
SD 5.5 4.6
Number of Attacks Median 6.0 13.5
Min 0 6.9
Max 17.6 20.5
GEE Analysis Results
Effect Assessed p-value
Treatment Effect <0.0001
Sequence Effect 0.3347
Period Effect 0.3494

The pattern of response by individual patient demonstrates the consistency of the

treatment effect, with all but two patients showing some decrease in the number of

attacks (Figures 11 and 12). Figure 11 displays the number of attacks during the placebo

period and the Cinryze period for each subject. Two (2) subjects had an increase in

attacks while on Cinryze. Twenty (20) (90.9%) had a decrease in the number of attacks.

The percentage decrease in the number of attacks is shown in Figure 12.
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