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Not to be Missed
January 22–25: National African American MSM  
Leadership Conference on HIV/AIDS, Atlanta

February 8–11: CROI 2009, 16th Conference on  
Retroviruses and Opportunistic Infections, Montreal

February 22–24: WHO/UNAIDS HIV Vaccine Initiative 
Meeting on Developing an Asian Network, Beijing

February 23–24: 2009 National Conference on African 
Americans and AIDS, Philadelphia

March 22–27: Keystone: Prevention of HIV/AIDS, 
Keystone, Colorado

March 23–25: Stop TB Partners’ Forum, Rio de Janeiro

 

of reducing viral load set point or the risk of HIV infection. 
The vaccine also appeared to increase the risk of acquiring 
HIV in a subset of male volunteers with very specific  
characteristics (uncircumcised, and having previous exposure 
to Ad5 as measured by antibodies to Ad5). The reasons for this 
increased risk are still not well understood. However, the 
interaction between volunteers’ pre-existing antibodies to  
Ad5 (acquired through exposure to the Ad5 cold virus prior  
to getting the vaccine), and the Ad5 vector in the vaccine  
may have played a role. This raises safety issues for any  
future Ad5-vectored vaccine. 
   Understanding who was—and was not—at increased risk  
in Step is of the utmost importance in understanding the 
proposed HVTN 505 study. In Step, men who were circumcised 
and did not have any previous exposure to Ad5 had equal 
rates of infections in the vaccine and placebo arms. This 
means that while the vaccine did not provide any benefit it 
also did not increase the risk of HIV infection among men 
with these specific characteristics. 
   Based on this finding the HVTN 505 trial would enroll only 
Ad5-seronegative, circumcised gay men and other men who 
have sex with men. 
   The trial protocol is still being developed, and it will have  
to be reviewed by DAIDS and by the US Food and Drug 
Administration as part of the approval process. Right now,  
the design calls for around 1,300 participants in the US.  
The study will look at whether the vaccine strategy lowers  
viral load set point (the point that viral load settles at after  
a peak immediately following infection) in volunteers who get  
the vaccine and go on to become infected. Measuring the 
vaccine’s ability to prevent infection is not one of the study’s 
primary endpoints.
   In late November, the HVTN Legacy Project, the Black Gay 
Men’s Network and AVAC collaborated on a meeting with 
black gay men to explore HIV prevention research and black 
gay men’s health in the US, and to learn about the HVTN  
505 trial. The questions at this meeting underscored that,  
if the trial goes forward, this may be one of the most complex 
trials ever conducted. This includes explaining what’s known 
and not known about safety; why the inclusion criteria are  
so specific; why the study is focused on viral load endpoints 
instead of HIV infections; and how this vaccine trial relates  
to broader HIV prevention research goals.
   AVAC believes that the scientific question HVTN 505 is 
asking is a valid one. However, there remains extensive 
additional work to be done by the trial sponsors to address  
the aforementioned complexities and to ensure that  
communities asked to participate in and communicate about 
the trial are able to do so as full, informed partners. 

Coming Up: New Trials

• �FEM-PrEP, a study to assess the effectiveness of a once-daily 
TDF/FTC pill in preventing HIV in women is slated to 
begin in February. The phase III trial will enroll 3,900 
women at sites in Kenya, Malawi, South Africa and Tanzania 
and will investigate the safety and effectiveness of this 
strategy in preventing HIV infection via sexual intercourse. 

• �The VOICE study (MTN 003) is a phase IIb trial to look  
at the effectiveness of vaginal and oral tenofovir and oral 
TDF/FTC in preventing sexual transmission of HIV. This 
trial, which plans to enroll 4,200 women from southern 
Africa, is on schedule to begin in early 2009. This is the 
first study to evaluate the effectiveness and acceptability 
of oral and vaginal forms of PrEP in the same study. 
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About AVAC
AVAC seeks to create a favorable policy and social environment 
for accelerated ethical research and eventual global delivery  
of new HIV prevention options as part of a comprehensive 
response to the pandemic. 

101 West 23rd St. #2227 • New York, NY 10011 USA
Telephone +1 212.367.1279 • www.avac.org 

To subscribe to or download Px Wire visit www.pxwire.org. 


