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PRESS RELEASE 
Efficacy Results announced: global first Antibody Mediated Prevention (AMP) trials 

 
Most advanced clinical trials testing broadly neutralizing antibody against HIV demonstrate efficacy against sensitive strains 

EMBARGOED UNTIL: January 26, 2021, 6 a.m. PST / 9 a.m. ET 
SEATTLE, WA – JANUARY 26, 2021 – The proof-of-concept AMP studies demonstrated that a broadly neutralizing 
antibody (bnAb) called VRC01 was effective at preventing the acquisition of HIV strains that were sensitive to the bnAb. 
This was assessed by a laboratory test that measures a virus’ susceptibility to neutralization by an antibody. The two 
studies (HVTN 704/HPTN 085 and HVTN 703/HPTN 081) opened in April 2016 and successfully enrolled 4,623 
participants. The AMP studies are sponsored and funded by the National Institute of Allergy and Infectious Diseases 
(NIAID), part of the National Institutes of Health. The studies are conducted jointly by the HIV Vaccine Trials Network 
(HVTN) and HIV Prevention Trials Network (HPTN).   
 
The NIAID Vaccine Research Center (VRC) isolated VRC01 in 2010 from the blood of a person living with HIV and 
subsequently manufactured the antibody for the AMP studies. Data from the AMP studies were reported today at a 
press conference hosted by the 4th International HIV Research for Prevention Conference (HIVR4P). VRC01 was 75% 
effective at preventing acquisition of HIV strains that were susceptible to the bnAb (in vitro sensitivity to the antibody 
had an IC80 of <1 µg/ml)  in women vulnerable to HIV acquisition in sub-Saharan Africa, and in men and transgender 
persons vulnerable to HIV acquisition in South America, Switzerland and the United States.  
 
However, intravenous administration of VRC01 at eight-week intervals over 20 months did not significantly reduce HIV 
transmission overall in either trial. Investigators found that only 30% of the HIV strains circulating in the regions where 
the trials were conducted were sensitive to VRC01. VRC01 did not prevent acquisition of resistant HIV strains (in vitro 
sensitivity to the antibody had an IC80 of >1 µg/ml), which were able to escape neutralization by the antibody and cause 
infection. Similar to what was observed with first-generation antiretroviral drugs such as AZT to treat HIV, resistance to 
VRC01 exhibited by a majority of circulating HIV strains resulted in the inability of this single bnAb to prevent HIV 
acquisition over time in the two study populations.  
 
Susceptibility to VRC01 of the HIV strain to which a person was exposed was the key determinant of how well the 
antibody worked to prevent HIV acquisition. Among participants who acquired a VRC01-sensitive HIV strain during the 
trials, the HIV incidence rate was 0.2 per 100 person-years for VRC01 recipients and 0.86 per 100 person-years for 
placebo recipients. Results were similar in the HVTN 704/HPTN 085 trial conducted among men and transgender persons 
in the U.S., Switzerland and South America (exposed primarily to subtype B variants) and in the HVTN 703/HPTN 081 
trial in women in sub-Saharan Africa (exposed primarily to subtype C variants).  
 
“The AMP trials were designed to determine whether long-term administration of a bnAb could reduce HIV acquisition, 
if susceptibility of circulating viruses in the community to the bnAb would influence prevention efficacy, and if measuring 
this susceptibility would be a biomarker of prevention efficacy. All three of these questions were answered by these two 
trials,” said Larry Corey, M.D., AMP Protocol Chair and Principal Investigator, HVTN Leadership Operations Center, which 
is based at the Fred Hutchinson Cancer Research Center.   
 
Men and transgender persons who have sex with men were enrolled from communities in Brazil, Peru, Switzerland, and 
the United States in HVTN 704/HPTN 085. Women were enrolled from communities in Botswana, Kenya, Malawi, 
Mozambique, South Africa, Tanzania, and Zimbabwe in HVTN 703/HPTN 081.  
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The median age of participants enrolled in HVTN 704/HPTN 085 is 28 years, and 31.6% are White, and 15.1% Black, and 
57.1% Latinx. In HVTN 703/HPTN 081, the median age of participants is 26 years, and 98.9% are Black. Study participants 
were randomized to receive intravenous infusions of VRC01 at 10 mg/kg (active lower dose), VRC01 at 30 mg/kg (active 
higher dose), or placebo administered every 8 weeks (total of 10 intravenous infusions). Testing for HIV infection 
occurred every 4 weeks, and participants were followed for  2 years. PrEP use was evenly distributed among the 
randomized study arms. VRC01 was well-tolerated by participants in both trials, and no safety concerns were identified. 
Investigators are continuing to follow participants until 32 weeks after the last study infusion to assess the longer-term 
safety of VRC01. These final study visits are expected to conclude in early 2021. 
 
“The results from the AMP trials will be instrumental in the development of future trials testing bnAbs,” said Myron 
Cohen, M.D., AMP Protocol Chair, HPTN Principal Investigator, and Director of the Institute for Global Health and 
Infectious Diseases at the University of North Carolina at Chapel Hill. “We look forward to using this knowledge as we 
continue towards our goal to end HIV.” 
 
In summary, VRC01 did not significantly reduce overall HIV acquisition in either of the AMP trials. Analyses focused on 
HIV isolates sensitive to VRC01 (IC80 <1 µg/ml) provide proof-of-concept for bnAb activity in preventing HIV acquisition.  
Innate resistance and selection of resistant isolates over time mitigates its effect as a single preventive agent, suggesting 
the need to assess combinations of antibodies that provide broader, more potent protection than VRC01 alone and have 
a longer half-life. 
 
It is estimated that more than 75 million people have acquired HIV and more than 32 million people have died from 
AIDS-related illnesses since the pandemic began. The need for a safe and effective preventive HIV vaccine and other HIV 
prevention technologies is as urgent as ever. 
 
About Fred Hutchinson Cancer Research Center: 
At Fred Hutchinson Cancer Research Center, home to three Nobel laureates, interdisciplinary teams of world-renowned scientists seek new and 
innovative ways to prevent, diagnose and treat cancer, HIV/AIDS and other life-threatening diseases. Fred Hutch’s pioneering work in bone marrow 
transplantation led to the development of immunotherapy, which harnesses the power of the immune system to treat cancer. An independent, 
nonprofit research institute based in Seattle, Fred Hutch houses the nation’s first National Cancer Institute-funded cancer prevention research 
program, as well as the clinical coordinating center of the Women’s Health Initiative and the international headquarters of the NIAID-funded HIV 
Vaccine Trials Network (HVTN). 
 
About the HPTN 
The HIV Prevention Trials Network (HPTN) is a worldwide collaborative clinical trials network that brings together investigators, ethicists, community 
members, and other partners to develop and test the safety and efficacy of interventions designed to prevent the acquisition and transmission of 
HIV. The U.S. National Institute of Allergy and Infectious Diseases, the U.S. National Institute of Mental Health, Office of The Director, the U.S. 
National Institute on Drug Abuse, and the Eunice Kennedy Shriver National Institute of Child Health and Human Development, all part of the U.S. 
National Institutes of Health, co-fund the HPTN. The HPTN has collaborated with more than 85 clinical research sites in 19 countries to evaluate 
new HIV prevention interventions and strategies in populations with a disproportionate HIV burden. The HPTN research agenda – more than 50 
trials ongoing or completed with over 161,000 participants enrolled and evaluated – is focused primarily on discovering new HIV prevention tools 
and evaluating integrated strategies, including biomedical interventions combined with behavioral risk reduction interventions and structural 
interventions. For more information, visit hptn.org.  
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