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Background

Trial design



Anti-HCV therapy (pegylated interferon+ribavirine)
has multiple side effects.



The effectiveness of anti-HCV therapy is diminished
in HIV/HCV coinfected subjects and the side effects
play an important role.



Lopinavir/ritonavir as a single antiretroviral drug use
simultaneously with the anti-HCV therapy (pegylated
interferon+ribavirine) could:





•

•
•
•

Baseline characteristics

Patients disposition

The PEKARI study (GESIDA 5506) is a pilot,
multicenter, randomized, open-label study to asses
concomitant HCV and HIV Treatment with Peg-IFN+
Ribavirin in Patients Receiving Lopinavir/r as
Monotherapy for HIV
Approved by IEC and the Spanish NCA
ClinicalTrials.gov identifier: NCT00866021
Week 24 interim analysis

avoid the interactions between
ribavirine and nucleosides and diminish
mitochondrial toxicity and anaemia;
avoid the CNS symptons of efavirenz
added to peg-IFN;
avoid the hepatotoxic effects of
nevirapine.

P= NS for all comparisons between arms

*Patients who were not on LPV/r containing HAART were switched to LPV/r 4 weeksprior to randomisation
** PegIFN α2a 180 mcg/w or α2b; RBV dose was adjusted according to HCV genotype

Patients withdrawal post
randomization

Week-24 preliminary results (ITT)

Mean CD4 evolution (ITT)

P= NS for all comparisons between arms

P= NS for all comparisons between arms

The PEKARI (GESIDA5506) Study Team
Conclusions


In this 24 weeks interim analsys, the use of LPV/r in monotherapy on HIV/HCV coinfected patients being treated for HCV, was at least as effective as the use of a LPV/r
containg HAART regimen.



As previously described, HIV blips were more commonly observed in the LPV/r
monotherapy arm but there were no more virological failure neither resistance
mutations.



Based on these results the study is continuing as planned up to 72 weeks follow up.
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