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REACTOGENICITY AMONG PEOPLE LIVING WITH HIV AFTER mRNA-1273 VACCINE IN UBUNTU STUDY

RESULTS

• 14 002 participants were enrolled in the trial (1 510 into 
SS) at 46 sites from 2 Dec 2021 to 9 Sep 2022. 

• Overall, after 1st vaccination, 43% (540/1262) of PLWH 
had local and/or systemic reactions, the most severe of 
which were 62% (333/540) mild, 36% (192/540) 
moderate, and 3% (15/540) severe.

• Overall, after 2nd vaccination, 51% (278/542) of PLWH 
had local and/or systemic reactions, the most severe of 
which were 59% (165/278) mild, 38% (106/278) 
moderate, and 3% (7/278) severe.

• There were no life-threatening or fatal reactions. 

• Female PLWH and CD4 count >500 cell/μL had 35% 
(p=0.03) and 44% (p=0.04) increased odds of 
moderate/severe reactogenicity, respectively. 

• Other baseline characteristics were not associated with 
the odds of reporting moderate/severe reactogenicity 
among PLWH after 1st vaccination. Similar trends seen 
after 2nd vaccination, none statistically significant. 

CONCLUSIONS

• Similar to observations in HIV-negative populations, 
mRNA-1273 was well tolerated by PLWH with more 
reactogenicity in females. 

• Impaired T cell-mediated immune responses among 
participants with CD4 counts <500 cell/μL may explain 
less moderate/severe reactions.
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BACKGROUND

• The tolerability of mRNA COVID-19 vaccines among 
people living with HIV (PLWH) has been understudied in 
vaccine trials. 

• CoVPN 3008 (Ubuntu), the largest multicenter Phase 3 
efficacy trial of mRNA vaccines in sub-Saharan Africa, 
provided a unique opportunity for assessing 
reactogenicity in PLWH.

METHODS

• We enrolled adults age ≥18 years living with HIV or 
another comorbidity associated with severe COVID-19. 
Previously vaccinated individuals were excluded. 

• Baseline testing: HIV, CD4 count and HIV viral load (VL) 
(if HIV+), anti-SARS-CoV-2 antibodies, and nasal swab 
SARS-CoV-2 nucleic acid amplification test (NAAT). 

• All participants receive vaccinations at months 0 and 6, 
and SARS-CoV-2 seronegative individuals also received 
vaccination at month 1. This analysis includes mRNA-
1273 vaccinations at months 0 and 1. 

• Reactogenicity (solicited adverse events [AEs]) was 
assessed among a representative subset of participants 
(Safety Subset, SS) for 7 days post-vaccination. 

• Baseline characteristics associated with 
moderate/severe reactogenicity events were assessed 
by univariate and multivariate logistic regression.
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