
T
itle

:

Vaccination was well tolerated with mild to moderate 

local or systemic reactions. All vaccine recipients  

developed increased T-cell responses to the 

HIVconsvX conserved mosaic immunogens.
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HIV-CORE 007 Phase I/II Trial: Safety and Immunogenicity of T-Cell Vaccines in People With HIV-1

CONCLUSIONS

The HIV-CORE 007 trial demonstrated that the C1-M3M4 

vaccination was safe and immunogenic in adults living 

with HIV-1. Despite limited recruitment and ATI 

challenges, the data support further development of T 

cell-based therapeutic vaccines and will eventually help 

define correlates of post-treatment viral control.

RESULTS

0000

BACKGROUND 

The persistence of the HIV-1 reservoir necessitates lifelong 

use of combination antiretroviral therapy (cART). A 

therapeutic vaccine capable of controlling the virus could 

reduce disease progression and transmission. The HIV-

CORE 007 trial assessed the safety, immunogenicity, and, 

for the first time, post-treatment virological control of 

ChAdOx1- and MVA-vectored vaccines expressing 

conserved HIV-1 mosaic regions (HIVconsvX) in early-

treated adults living with HIV-1 in Milan, Italy.

METHODS

HIV-CORE 007 is a phase I/II, randomized, placebo-

controlled, single-blind clinical trial (EudraCT 2019-003102-

26) funded by Ministero della Salute (GR-2018-12367076). 

Participants started cART during primary infection and 

maintained viremia <20 cp/ml for at least 2 years. Thirty-

three were planned, but 11 were enrolled and randomized 

2:1 to receive either prime-boost vaccination 

ChAdOx1.tHIVconsv1 (C1) at week 0, followed by 

MVA.tHIVconsv3 (M3) and MVA.tHIVconsv4 (M4) at week 4 

(regimen C1-M3M4) or placebo (saline), via intramuscular 

injection. At week 12, participants were unblinded and 

offered an analytical treatment interruption (ATI) (Figure 1). 

Safety monitoring included local and systemic recording of 

adverse events (AE), and laboratory evaluations. 

Exploratory objectives were assessed by IFN-γ ELISPOT 

assay on frozen PBMC samples.

Figure 1. The HIV-CORE 007 study scheme.

Randomization:

Vaccine: n=7

Placebo: n=4

ATI

Early termination: n=4 (all placebos withdrew their consent as per protocol)

Participants in ATI: n=7 (all vaccinees)

All 7 vaccinees developed HIV-1-specific T-cell responses 

to HIVconsvX (IN pools), while responses to non-vaccine 

regions (OUT pools) varied. Placebo recipients showed no 

new or enhanced responses (Figure 2). 

Figure 2. Fold change in the total T-cell response to 

the vaccine (IN pools) and natural infection (OUT 

pools) measured by the IFN-γ ELISPOT assay. 

Figure 3. Number of participants with pVL>1000 

cp/ml and restarting ART each week.

Variable              Total (n=11)

Age (years)            50 (31.5-52.5)

Gender identity - male        10

Gender identity - female       1

White, non-Hispanic ethnicity     11

Year of HIV diagnosis        2013 (2011-2018)

Years from HIV diagnosis      10.6 (6-13)

Days to ART start from diagnosis   10 (6-13)

CD4 count (cells/ml) at screening   788 (665-958)

Anchor drug class at diagnosis

NNRTI              1 (9.1%)

INSTI               3 (27.3%)

PI                 5 (45.5%)

INSTI+PI             2 (18.2%)

Anchor drug class at screening

NNRTI              1 (9.1%)

INSTI               9 (81.8%)

PI                 1 (9.1%)

Demographic and immunological-virological 

characteristics of participants. Data are shown as 

median (range).

Solicited AEs up to 7 days after vaccine/ 

placebo administration.

G = Grade; No G3-G4 AEs were recorded.

C1 M3M4

G1 G2 G1 G2

Local reactogenicity

Induration 6 0 2 0

Pain 6 3 5 3

Soreness 9 5 6 5

Redness 0 0 0 0

Total 21 8 29 13 8 21

Systemic solicited adverse events

Fever 2 0 1 2

Anthralgia 0 0 0 0

Myalgia 3 0 2 2

Fatigue 0 0 1 0

Headache 7 0 2 2

Nausea 1 0 3 0

Malaise 2 1 1 3

Chills 1 1 0 3

Total 16 2 18 10 12 22
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