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Maraviroc Safety & Pharmacokinetics In HIV-Exposed Neonates 

CONCLUSIONS
• MVC appears safe and well-tolerated in this cohort of neonates treated

over the first 6 weeks of life and followed through 16 weeks of age.
• MVC exposures met treatment PK targets in ~2/3 of infants receiving

8mg/kg BID, but with considerable variability in exposure.
• Maternal EFV use appeared to have no effect on MVC exposure.
• MVC is a promising agent for prophylaxis and early treatment of HIV-1

exposed and infected neonates.
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RESULTS: SAFETY
• Forty-seven MVC-naïve, HIV-exposed

neonates and their mothers were
enrolled: USA (20), Thailand (3), Kenya
(2) and South Africa (22). (Table 1)

• No participants met safety endpoints at
week 6 and through week 16 of follow-up
as determined by the Core Protocol
Team.

• No early study or early treatment
discontinuations were noted due to
MVC.

• No enrolled infant acquired HIV-1
infection during and through the end of
follow-up.
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BACKGROUND
• Lack of safety and pharmacokinetic (PK) data in neonates

limits options for HIV-1 prophylaxis and treatment.
• Maraviroc (MVC), a CCR5 receptor antagonist approved for

treatment of HIV-1 infection in adults, is attractive as a
potential component of neonatal antiretroviral therapy
(ART).

• MVC is available as an oral solution licensed for treatment
of HIV-1 in children ≥2 years and ≥10kg.

• MVC is metabolized by CYP3A4 and in adults requires an
increased dose when administered with efavirenz (EFC), a
CYP3A4 inducer.

OBJECTIVES
• To evaluate the safety, tolerability, and PK of MVC during

the first 6 weeks of life when administered with antiretroviral
(ARV) prophylaxis to HIV-1 exposed infants with and
without exposure to maternal EFV.

• To determine an appropriate dose of MVC solution during
the first 6 weeks of life.

METHODS
• IMPAACT 2007 is a Phase I, multi-center, open label study

designed to evaluate safety and PK of MVC in HIV-exposed
neonates in addition to standard ARV prophylaxis.

• Two sequential dosing cohorts were enrolled.
• Cohort 1 infants received 8 mg/kg MVC oral solution as two

single doses at entry and week 1, with intensive PK
sampling after each dose.
• Stratified by in utero exposure to maternal EFV:

• 1A: infants without in utero exposure to maternal EFV
• 1B: infants with in utero exposure to maternal EFV

• Cohort 2 infants received chronic dosing with 8 mg/kg MVC
oral solution twice daily from entry through 6 weeks of life,
with intensive PK sampling at weeks 1 and 4.
• Dosing regimen based on PK data from Cohort 1
• Stratified by exposure to maternal EFV during

breastfeeding:
• 2A: infants without exposure to maternal EFV either in
utero and/or during breastfeeding

• 2B: infants with exposure to maternal EFV both in
utero and during breastfeeding

• PK samples were analyzed for MVC concentration by
validated high-performance liquid chromatography.

• PK parameters were estimated using standard non-
compartmental methods.

• MVC exposure target was Cavg≥ 75ng/mL, determined by
adult treatment studies.

• Laboratory and clinical evaluations assessed infant safety
at entry and weeks 1, 2, 6, and 16 in Cohort 1; weeks 1, 4,
6, 12, and 16 in Cohort 2.

MVC exposures met treatment PK targets 
in ~2/3 of infants receiving 8mg/kg BID, 
but with considerable variability. MVC 
appears safe and well-tolerated in the 
first 6 weeks of life.

METHODS (2)
• Primary (through 6 wks) and secondary

(through 16 wks) safety endpoints:
• Any life-threatening adverse event

(AE), including death, assessed by
the Core Protocol Team as at least
possibly related to the study drug.

• AEs of Grade 3+ judged by the Core
Protocol Team to be probably or
definitely related to the study drug, or
that result in permanent
discontinuation of study drug due to
an AE, judged by the Core Protocol
Team to be at least possibly related to
study drug.

RESULTS: PK
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