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aeruginosa is an opportunistic human pathogen causing fatd nosocomid infections in hospitds. P
mn?;mm people with a defective immune sysem due to severe burns, cydtic fibrod's, immunosuppres-
sveor cancer chemothergpy. More than 90% of cydtic fibrods patients die of lung damage resulting from recur-
rent lung infectionswith P. aeruginosa. In patients with severe burn wounds or immunosuppressive thergpy, the regiond
colonization with P. aeruginosa leadsto systemic infection, causing septic shock. Dueto intringc resstance to commonly
used antibiotics and high occurrence of resgtant strains, P. aeruginosa has emerged as one of the most important
pathogensin hospitd leading to ahigh mortality. Accordingly, development of an effective prophylactic and/or thergpeu-
tic vaccinefor Pseudomonas has been urgently requested.

We have deve oped a Pseudomonas vaccine of outer membrane (OM) proteinsfreefrom LIPS, To achieve awide range
of protection, OM proteins prepared from four atenuated P. aeruginosa strains were mixed in equa amounts and used as
avaccine, which didited in rabbits a high titer of antibody reactiveto dl of the seven Fisher types The experimentd data
on pre-clinica tests confirmed the safety and prophylactic efficacy of thevacdine

Theam of the Phase I/lladinicd trids wasto eva uate the sefety and immunogenidity of the P. aeruginosa OMP vac-
cinein human, and & the same time to determine an optima dose for humean use. The results of the Sudy indicated thet
the P. aeruginosa vaccine iswel tolerated and highly immunogenic in hedthy humans and that 0.5 or 1.0 mg isthe opti-
md dosefor humanuse

In an effort to evauete the protective efficacy of the P. aeruginosa OMP vaccinein patients a ahigh risk of P. aerugi-
nosainfection, we carried out Phase || dinicdl trids on burn patients. We strongly suggest thet anti-P. aeruginosa OMPs
antibodies dicited in burn patients by active immunization are ecific to the OMPs and capable of conferring protection
againg infection with P. aeruginosa. Based on the dinicd data, we demonstrated that the optima immunization schedule
for humen useistheintramuscular adminidtration with 1.0mg doses of the vaccine by thethreetimesd 7-day intervas. In
condusion, theresults of our dinical sudieswarrant further development of the vaccine for prevention agangt P. aerugi-
nosainfection in burn patients.






