IMPACT OF ENFUVIRTIDE OM HEALTH-RELATED QUALITY OF LIFE
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Community Ressarch Initiative of Mew England, Beston, USA

CQBJIECTIVES: HIV disease and therapy can affect health-relatad quality of life [HRQeL). This study was designad toinvestigate the impact of treatment with enfuvirtide, thefirstin
the new class of HIW fusien inhibiters, en HRQeL METHODS: 1013 treatment-experienced HIWV- 1-infectad individuals enrclled intwe Phase IIltrials [TORO 1 and TORO 2] were
randemized to receive sither enfuvirtide self-administered by subcutanecus injection plus an optimized background [OB) regimen or OB zlena Ofthese, 355 individuzls received
treatmentand had at least one fellow-up visit Participants were askad to complate 3 Medical Qutcomes Study [MOS)-HIW quastionnaire, 2 comprehensive measure of HRQeL, at
baseline [BL) and at4, 8, 16 and 24 weeks. Analysis of co-variance [ANCOWA) was used to evaluate changes inthe 10 MOS-HIV scale scores and twe MOS-HIW summary scores
(physical health and mantal health), Least squares means were used to test forbetwean-group differences, RESULTS: &t EL there were no significant between-group differences in

any HRGQoL mezsure Almest all MOS-HIW sceres improved owvertime and showed a greater trend toward improvementin the enfuvirtide + OB arm compared with OB zlene There were
ne statisticzlly significantimprovements from BL favouring the OB arm, &t 24 weeks the enfuvirtide arm showed 2 statistically significantimprovemeantin scerz en four scales [genearal
hezlth, ensrgy/fatigue [vitality], health distress and quality of life] and enz summary score [mental health) comparad with the OB alens arm, There ware no other statistically
significant between-group differences forthe MOS-HIV summary scores at any time point Improvements in the general health scale wers statistically significantly higher for patients
in the enfuvirtide + OB arm compared with the OB zlenz arm at zll pest-baseline time-points, CONCLUSIOMNS: The additicn of enfuvirtide te an OB regimen does not adversely affact
znd may improve HRQeL when self-administered for 24 weeks by treatment-experienced, HIV- 1-infected individuals, Thetrial is ongeing and 2 further anzalysis using 48 week data is
plannad.
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