Table: Frequency, severity and relationship of AEs, Changes between final
visit — baseline, SAF

PQ Birch Placebo
(N=300) (N=282)
n % n %
Any AEs 241 80.3 167 59.2
AE during the pre-treatment period 28 9.3 40 14.2
TEAE 238 79.9 162 57.4
Any ADR 203 67.7 101 35.8
Any severe AE 13 43 6 2.1
Any severe ADR 3 1.0 0 0.0
Any AE of special interest 0 0.0 0 0.0
Any serious AE 6 2.0 2 0.7
Any serious ADR 0 0.0 0 0.0




