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Dear REPRIEVE Participant,

On behalf of the REPRIEVE study team and the entire AIDS Clinical Trials Group (ACTG), we would like to thank you very much for your participation in REPRIEVE (A5332), "Randomized Trial to Prevent Vascular Events in HIV”. The REPRIEVE team wanted to let you know about some findings of this study that will be presented at the virtual 2022 Conference on Retroviruses and Opportunistic Infections (CROI). 
REPRIEVE enrolled a global population of almost 8000 participants in over 100 sites in 12 countries. The main purpose of the study is to see if Pitavastatin Calcium, a statin medication, can prevent heart disease and heart-related deaths in people with HIV at low to moderate risk for heart disease who are taking HIV medications. Although analyses in REPRIEVE are ongoing, here, we present baseline findings in six topics: 
Baseline Kidney Disease Markers among REPRIEVE Participants

· Background: HIV is a risk factor for chronic kidney disease.

· In this analysis we looked at markers of kidney disease among a subset of REPRIEVE participants.

· 2512 participants

· Median age: 49 years

· 41% female

· 47% Black or African American race

· Kidney function was measured using two markers

· Urinary protein excretion

· Urinary albumin excretion

· Abnormal markers of kidney health were common.

· High blood pressure, smoking, and use of certain ART were associated with abnormal values.

· Implications: people living with HIV should be tested for kidney disease and should consult with their clinicians if values are abnormal. 
COVID-19 Vaccination Rates among REPRIEVE Participants

· Background: People with HIV are immunocompromised and may likely benefit from COVID-19 vaccinations.

· In this analysis we looked at COVID-19 vaccination status among REPRIEVE participants.

· 6953 participants

· Average age: 50 years

· 32% female

· At the end of July 2021, 55% of REPRIEVE participants had received at least one dose of a COVID-19 vaccine.

· Rates of vaccinations varied by geographic region, with rates highest in the United States (72%), Peru (69%), and Brazil (63%) and lowest in South Africa (18%), Uganda (3%), and Haiti (0%)

· Vaccinated participants were more likely to come from high-income countries and to be White, male, older, have a higher BMI, higher heart disease risk score, and longer duration of ART, but did not differ by either nadir or baseline CD4 count.

· Implications: the data highlight subgroups among the larger global population of PWH who have low vaccine rates and should be targeted for vaccination, for example, people of color and women.

Geographical Differences in Functional Impairment among REPRIEVE Participants

· Background: One of the keys to healthful aging is the maintenance of a high level of physical function. Functional impairments may occur earlier among people with HIV.

· In this analysis we looked at self-reported physical function among REPRIEVE participants.

· 7736 participants 

· Average age: 50 years
· 30% were female
· 43% were Black or African American 

· 64% of participants had no functional impairments, 28% had some impairment, 8% had moderate impairment, and <0.5% had severe impairment

· Increased functional impairment was associated with: living in the South Asia region, older age, being female, being Asian or Black, having more obesity, having been on ART for a longer period of time, longer thymidine analogue exposure, and lower CD4 T-cells, and certain ART regimens.

· Implications: differences in risk factors for functional impairment were associated with functional status and varied across different global regions.
Asymptomatic COVID-19 is Common among REPRIEVE Participants

· Background: COVID-19 can be spread by those who are pre-symptomatic or asymptomatic. To develop effective mitigation strategies to stop the spread of COVID-19 and ultimately end the pandemic, we need to fully understand        the variable presentations of COVID-19 disease, particularly the burden of asymptomatic disease in diverse populations, including those with HIV.

· In this analysis we looked at COVID-19 symptom presentation among a subset of REPRIEVE participants.
· 2464 participants

· Median age: 53 years

· 35% were female

· 47% were Black or African American

· As of May 2020, 13% of REPRIEVE participants had had COVID-19 based on testing for antibodies (immune response)
· Of these, more than half were asymptomatic, meaning they did not report any symptoms in relation to COVID-19

· Factors associated with greater likelihood of having asymptomatic infection included being of Black or African American race compared to white race, older age, and higher ASCVD risk scores. 

· Factors associated with a greater risk of symptomatic infection included obesity, metabolic syndrome, and reduced HDL-cholesterol.

· Implications: a significant number of COVID-19 infections among the REPRIEVE population were asymptomatic. Control of the COVID-19 pandemic will require aggressive mitigation strategies and widespread uptake of COVID-19 vaccines.

Heart Health and Immune System Activation by Sex among REPRIEVE Participants

· Background: sex-differences in presentations of heart disease may be influenced by sex-differences in plaque (a fatty build-up) in the coronary arteries (blood vessels surrounding the heart) and/or sex-differences in the body’s immune response to HIV infection.  

· In this analysis, we aimed to better understand how sex-at-birth may affect heart health and immune system activation.

· 755 participants

· Median age: 51 years

· 16% were female sex at birth
· Females were less likely than males to have plaque in the coronary arteries.

· Females (vs. males) had higher levels of some immune markers (IL-6, hsCRP, and d-dimer) and lower levels of others (LpPLA-2). 

· Overall, similar relationships between immune markers and plaque in the coronary arteries were seen among females and males, with one exception: levels of d-dimer were related to a type of plaque in the coronary arteries only among females (not males). 

· Implications: understanding sex-specific immune drivers of heart disease will be key to finding prevention strategies that work for females and for males. 

Liver Health among REPRIEVE Participants

· Background: Non-alcoholic fatty liver disease (NAFLD) is a common problem in PWH. NAFLD is associated with increased heart disease risk.

· In this analysis we investigated how common NAFLD is among REPRIEVE participants, as well as potential associated characteristics.
· 655 participants
· Median age: 51 years
· 17% were female
· 46% were non-White race
· 20% of REPRIEVE participants had NAFLD.
· Heart disease risk score was higher in those with NAFLD.

· NAFLD was more prevalent with male sex, older age, non-black race, higher BMI, and metabolic syndrome.

· Implications: NAFLD is somewhat common among people with HIV and may be a marker for increase heart disease risk.

Please note that this information should not be shared with others until it is presented at CROI 2022.

We appreciate your efforts in this trial and thank you for being a part of this study. If you would like more information about this study, please contact (local investigator) __
Sincerely,

REPRIEVE Protocol Team  
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