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Raltegravir plus OBT in Patients with Multidrug-Resistant HIVV

005: Study Design

Study Design: 005

« Background: Randomized, double-blind, dose- Raltegravir 200 mg BID
ranging, placebo-controlled phase 2 trial to + OBT
evaluate raltegravir compared to placebo, with (n = 44)
optimized background therapy (OBT), in patients
with multidrug-resistant HIV. Raltegravir 400 mg BID
 Inclusion Criteria (n = 179) -z-ncz)485-;-
- Age 218 years
- Antiretroviral-experienced with resistance to Raltegravir 600 mg BID
at least 1 NNRTI, 1 NRTI, and 1 PI + OBT
- CD4 count >50 cells/mm3 (n=45)
- HIV RNA >5,000 copies/mL
- Non-pregnant, no HCV coinfection Placebo
« Treatment Arms (All Received OBT) -I-(nC:)L;BS;I'
- Raltegravir 200 mg, 400 mg, or 600 mg BID
- Placebo
Source: Grinsztejn B, et al. Lancet. 2007;369:1261-9. ‘OCI\ZISJIEIF(I)CTJ?JJI’T'I'V



Raltegravir plus OBT in Patients with Multidrug-Resistant HIVV
005: Results

Week 24: Change from Baseline Viral Load

RAL 200 mg BID RAL 400 mg BID RAL 600 mg BID Placebo BID
+ OBT + OBT + OBT + OBT
0.0 -

o
=
& 0.5 - -0.35
©
0~
£ E
28 -10-
=3
o0 (&)

(@)
>
T g '1.5 T
£
>
20 - L0 11.87 -1.84
e
O

-2.5
Source: Grinsztejn B, et al. Lancet. 2007;369:1261-9. \QE‘SE‘I’CTJ?L;']'V



Raltegravir plus OBT in Patients with Multidrug-Resistant HIVV

005: Results
Week 24: Virologic Response
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Raltegravir plus OBT in Patients with Multidrug-Resistant HIVV

005: Conclusions

Interpretation: “In patients with few remaining treatment options,
raltegravir at all doses studied provided better viral suppression than
placebo when added to an optimised background regimen. The safety

profile of raltegravir is comparable with that of placebo at all doses

studied.”

Source: Grinsztejn B, et al. Lancet. 2007;369(9569):1261-9. oggmﬁmw



Acknowledgment

The National HIV Curriculum is an AIDS Education and Training Center
(AETC) Program supported by the Health Resources and Services
Administration (HRSA) of the U.S. Department of Health and Human
Services (HHS) as part of an award totaling $800,000 with 0% financed
with non-governmental sources. This project is led by the University of
Washington’s Infectious Diseases Education and Assessment (IDEA)
Program.

The content in this presentation are those of the author(s) and do not necessarily represent
the official views of, nor an endorsement, by HRSA, HHS, or the U.S. Government.

O National HIV AETC 10 fcatons
2> Curriculum Program



