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Outline
§ Cardiovascular disease

§ REPRIEVE and associated substudy data
§ Hypertension
§ Left ventricular diastolic dysfunction

§ Semaglutide
§ Metabolic dysfunction-associated steatotic liver disease
§ Weight loss

§ HCV
§ HBV vaccination
§ Other complications: Kidney, lung, and cancer (prostate)
§ DoxyPEP
§ Mpox
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N = 661
• Progression of non-

calcified plaque 33% 
less likely with 
pitavastatin and 7% 
greater reduction in 
plaque volume

• Oxidized LDL and 
lipoprotein-associated 
phospholipase A2 
(Lp-PLA2) decreased



7Grinspoon S, abstr 773

What then may be mediating the 
changes in plaque volume?
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Kolossvary M. abstr 151

Pitavastatin treatment effect was largest on PCOLCE:
 Relative change compared to placebo 24% [95% CI: 18%, 31%, p < 0.001]

Doubling in PCOLCE expression associated with decrease in NCP by 31% [95% 
CI: -45%, -13%, p = 0.002]

84% of the total effect of statins on NCP volume change was mediated through 
PCOLCE, independent of LDL change or achieved LDL
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Pitavastatin Has No Effect on Physical Function: REPRIEVE 
PREPARE Substudy
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18Riley E, abstr 793

N=1,162 women with HIV • Mean age (SD): 
49 years (9) 

Parsimonious model: adjusted 
for age, SBP, DM, eGFR < 60
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Adapted from: Brown TT

Gut-derived incretin hormone glucagon-like peptide 
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PURGE-C



Preclinical PK of a HCV LA-Injectable Formulation

29Arashad U, abstr 161



ACTG A5379 (BEeHIVe): Background 

HepB-CpG (HEPLISAV-B®) contains recombinant HBsAg (20 mcg) and 
CpG 1018®  adjuvant 

100% seroprotection achieved with 3 doses of HepB-CpG in people 
with HIV and no prior vaccination (A5379 Group B results) 
Marks et al, Clin Infect Dis. 2023

Conventional vaccine, which consists of recombinant Hepatitis B 
surface antigen (HBsAg) and an alum adjuvant, achieves 
seroprotection (Anti-HBs ≥10 mIU/mL) in 35-80% in people with HIV 
• Predictors of non-response include older age, low CD4 count, HIV 

viremia

• Adjuvant binds to TLR9 (sensing receptor for innate immune responses) 
expressed on plasmacytoid dendritic cells and memory B cells

• Approved as 2 dose series for adults 18 years and older

Adapted from Marks K, abstr 209



Study Design
Group A – Non-response to conventional vaccine (n=561)

HepB-CpG administered IM as 0.5 mL dose (contains 20 mcg of HBsAg and 
3000 mcg CpG 1018®  adjuvant)
HepB-alum administered as 1.0 ml dose (contains 20 mcg of HBsAg)

• Participants randomized 1:1:1 to receive 
• HepB-CpG 2 doses at entry and week 4 (n=187)
• HepB-CpG 3 doses at entry and at weeks 4 and 24 (n=187)
• HepB-alum 3 doses at entry and at weeks 4 and 24 (n=187).

• Group A stratified by sex at birth and diabetes
• Participants on study for 72 weeks

41 sites in 10 countries



Primary Objectives – Non-responders
• To compare the seroprotection response (SPR) of 2-dose HepB-CpG to   

3-dose HepB-alum (non-inferiority)
• To compare SPR of 3-dose HepB-CpG to 3-dose HepB-alum (superiority)
• To describe safety
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Documentation of HBV vaccination
No serum HBsAb level ≥10 mlU/mL at any time 
Serum HBsAb level <10 mlU/mL, “negative”, or 
indeterminant within 45 days of study entry 

Noninferiority

Superiority

(> 10 mIU/ml)

Adapted from Marks K, abstr 209



Primary Results

93.1% 99.4%

80.6%

SPR

Primary SPR 
Proportion1

2-Dose HepB-CpG
3-Dose HepB-CpG
3-Dose HepB-Alum

N = 174 
N=169

N=165 2-Dose

3-Dose

HepB-CpG SPR Comparison to HepB-
Alum

1 N denotes the number of participant in the Analysis Set
2 97.5% Newcombe CI 
3  Repeated CI adjusted for group sequential monitoring



SPR Proportion at Study Visits



Safety

One or more AEs related to vaccines were experienced by 33%, 46% 
and 36%, respectively, mostly Gr 1 and 2. Vaccination site pain, 
fatigue, headache, malaise and myalgia were most frequent  

• Grade 3 in 3%, 1% and 4% and no deaths occurred

• Gr 2/3 AEs that 
occurred in 5% or 
more of 
participants by 
study arm:

Injection Site Pain 5% 11% 5%
Fatigue 5% 9% 6%
Headache 7% 7% 8%
Malaise 6% 6% 5%
Myalgia 5% 6% 4%

Adapted from Marks K



Conclusions

• Three doses of HepB-CpG achieved a higher proportion with titers >1000 
mIU/ml compared to two doses, and to 3 doses of HepB-alum

In this study of PWH with non-response to conventional HBV vaccine, 
both 2 and 3 doses of HepB-CpG achieved superior SPR compared to 
3 doses of HepB-alum

No unexpected safety issues or deaths 

• Participants remain in follow-up through 72 weeks to assess durability of 
response and safety
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depth@med.cornell.edu

https://depth-trial.com/

https://depth-trial.com/


Prostate Cancer Characteristics and Outcomes for Veterans with HIV
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Molina JMG, abstr 124



4CMenB Vaccine: Time to 1st GC Infection

Molina CROI 2023 #119

GC 
incidence
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0.14 for CT
0.21 for syphilis
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Clinical Implementation of DoxyPEP

49Scott H, abstr 126



50

Uptake:
Cis-men 39%
Cis-women 0%
TGW  42%
TGM 25%

Scott H, abstr 126
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Mpox Potpourri
§ PWH prescribed tecovirimat within 7 d of sx onset (n = 56) less likely to have 

mpox progression than propensity score-matched PWH (n = 56) who were not 
treated early1

§ Aldred B, JAMA Intern Med. 2024 Mar 1;184(3):275-279. 
§ See: Zucker J, Fischer WA 2nd, Wilkin T. Tecovirimat for Mpox-Promise and Limitations. 

JAMA Intern Med. 2024 Mar 1;184(3):279-280.
§ 2 cases with advanced HIV, severe mpox treated with tecovirimat2

§ Both rebounded a few days after 14 d course
§ 1 with adequate levels had no resistance mutations; other with low levels developed 

multiple mutations (A290V, D294V, I372N, Y252C) 
§ CNICS:  Detectable viremia, lack of ART, CD4 ≤ 350 associated w/ 

hospitalization3

§ Tecovirimat exposures were lower in people with mpox than healthy adults, 
although concentrations remained above the effective Cmin for the drug in 
non-human primates4
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1 Aldred B, abstr 419; 2 Marot S, abstr 422; 3 Montano MA, abstr 423;  4 Wei Z, 
abstr 428
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Update on IAS-Durban: Focus on ART
Thank You for Your Attendance!

Please visit us at:
www.prn.org


