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Background

MVC is the first-in-class CCR5 antagonist approved for
use in treatment of CCR5-tropic (R5) HIV-1 infection;
however, there is limited experience with MVC in regi-
mens containing newer PIs and other new agents. This
open-label 96-week multi-center study evaluates MVC
in a variety of regimens to obtain additional safety and
efficacy data in TE patients with limited options due to
intolerance or resistance in Brazil.

Methods

Adult TE patients with R5 HIV-1 only (HIV-1 RNA
>1000 cp/mL) received MVC 150-600mg (based on con-
comitant ARV) twice daily, combined with optimized
background therapy (OBT). Every 12 weeks, safety para-
meters (primary endpoint), HIV RNA, and CD4 counts
were assessed; we report data at 48 weeks.

Results

Of treated 206 patients, 70% were male (mean age 43 yrs)
and 80% Caucasian; 2.9% and 5.8% were seropositive for
HBV or HCV infection, respectively. Median baseline
HIV-1 RNA and CD4 counts were 4.9 log;, copies/mL
and 185 cells/mm?, respectively. OBT comprised PI
+NRTI (67%), PI+NRTI+NNRTI (7.8%), PI+NRTI+other
(14.6%), or other regimens (10.2%). The most frequently
used NRTIs were TDF (82%), 3TC (76%) and AZT (23%);
the most common PIs (most boosted with RTV) were
DRV (45%), LPV (41%) and ATV (15%); 16% received
RAL. OBTs contained <1 drug (1% of patients), 2 drugs
(7.3%), 3 drugs (24.3%), 4 drugs (35.4%), 5 drugs (23.8%),
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or 26 drugs (8.2%). Sixty-five patients (31.6%) discontin-
ued; reasons included death (6 patients), adverse events
(5), insufficient clinical response (36), lost to follow-up
(4), or other (14). There were 238 treatment-related
adverse events in 103 patients; 16 treatment-related ser-
ious adverse events in 9 subjects; 10 category C events,
none treatment-related; and 2 of the 4 malignancies
(Hodgkin’s disease and intestinal T-cell lymphoma) were
considered treatment-related. The most common grade
3/4 lab test abnormalities were GGT elevation (11% of
patients), hyperbilirubinemia (11%) and serum amylase
elevation (6%). Median CD4 count increased persistently
through week 48 (Figure), with similar responses com-
paring quartiles of baseline CD4; the median increase
from baseline at week 48 was 164.5 cells/mm?®. HIV-1
RNA decreases were maintained regardless of baseline
viral load; overall 41.1% of patients had HIV-1 RNA <400
copies/mL at week 48.

Conclusions

In highly TE patients, regimens combining MVC with
different agents from multiple classes were well toler-
ated and provided marked antiviral and immunologic
responses.

Author details

"Hospital Helidpolis, Sdo Paulo, Brazil. °CRT - Centro de Referéncia e
Treinamento DST/Aids, Sdo Paulo, Brazil. 2Unidade Mista n°1 - Centro de
Referéncia n° 1 em DST AIDS (Hospital DIA), Asa Sul, Brazil. “Instituto de
Infectologia Emilio Ribas, Sdo Paulo, Brazil. “Divisdo de Moléstias Infecciosas e
Parasitarias do HC — FMUSP, Sao Paulo, Brazil. ®UFBA - Hospital Universitario
Prof. Edgard Santos, Salvador, Brazil. "Hospital Geral de Nova Iguacu, Nova
Iguacu, Brazil. ®Faculdade de Medicina do ABC, Santo André, Brazil. °Hospital
de Clinicas da Faculdade de Medicina de Ribeirdo Preto - USP - Unidade
Especial de Tratamento de Doengas Infecciosas, Ribeirdo Preto, Brazil.

© 2010 Cassoli et al; licensee BioMed Central Ltd. This is an open access article distributed under the terms of the Creative Commons
Attribution License (http://creativecommons.org/licenses/by/2.0), which permits unrestricted use, distribution, and reproduction in
any medium, provided the original work is properly cited.


http://creativecommons.org/licenses/by/2.0

Furtado et al. Journal of the International AIDS Society 2010, 13(Suppl 4):P105
http://www.jiasociety.org/content/13/54/P105

Page 2 of 2

s 3
180 =
165 3
) - o
o 141 -~ =
-
£ L8 +140 2
£ 120 _-~ g
-
o Le=S 30
s g — g8
€8 t100 2 &
%9 g0
S e —t— HIV-1 RNA 3 b
—_— =
- 3y - =0 =- CD4 Count W=
- +60 I
s 3
© 1.7 1.7 1.7 &
g ! + % '§'
— I 20
) 3
'2.0 ‘ T T T T T T L L) 0 e
0 6 12 18 24 30 36 42 48
Weeks
Figure 1
A\
1%Centro de Treinamento e Referéncia em Doencas Infecciosas e Parasitarias-
Universidade Federal de Minas Gerais e Prefeitura, de Belo Horizonte, Brazil.
pontificia Universidade Catdlica do Parana, Curitiba, Brazil. 12Hospital e
Maternidade Celso Pierro da Pontificia Universidade Catélica de Campinas -
PUC-Campinas, Campinas, Brazil. '*Pfizer Inc, New York, USA. '“Pfizer Brazil,
Séo Paulo, Brazil.
Published: 8 November 2010
doi:10.1186/1758-2652-13-54-P105
Cite this article as: Furtado et al.: Safety and efficacy of maraviroc (MVC)
combined with multiple different therapeutic agents in highly treatment-
experienced (TE) patients in Brazil. Journal of the International AIDS Society
2010 13(Suppl 4):P105.
(" R
Submit your next manuscript to BioMed Central
and take full advantage of:
¢ Convenient online submission
e Thorough peer review
¢ No space constraints or color figure charges
¢ Immediate publication on acceptance
¢ Inclusion in PubMed, CAS, Scopus and Google Scholar
¢ Research which is freely available for redistribution
Submit your manuscript at -
www.biomedcentral.com/submit ( BiolVied Central
- J




	Background
	Methods
	Results
	Conclusions
	Author details

