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Doravirine (DOR) is a non-nucleoside reverse 

transcriptase inhibitor (NNRTI) and is also available co-

formulated with tenofovir disoproxil (TDF) and 

lamivudine (3TC). Real-life data on DOR is lacking. The 

study aim is to evaluate the efficacy, safety, and 

metabolic impact of switching to DOR/TDF/3TC in a 

cohort of people living with HIV (PLWH) treated in a 

single center in Florence, Italy. 

Materials and Methods 

This is a retrospective, monocentric cohort study. We 

included all PLWH > 18 years old, antiretroviral therapy 

(ART) experienced switching to DOR/TDF/3TC with at 

least one follow-up visit at the Infectious and Tropical 

Diseases Unit in Careggi University Hospital, Florence. 

Study entry was the date of DOR/TDF/3TC initiation; 

exit was the discontinuation date, loss to follow-up, or 

the end of follow-up (March 2024). Virological failure 

(VF) was defined as two consecutive HIV-RNA >50 

copies/mL detections or a single HIV-RNA >50 copies/ 

mL followed by ART modification. However, those lost to 

follow-up weren't considered treatment discontinuations. 

 

Results 

We included 86 patients with a median FU of 2.43 years 

[IQR 1.5 – 3.4] with a maximum observation time of 4.5 

years. At the switch, 81.4% (n=70) had undetectable 

HIV-RNA, while 18.6% (n=16) did not. No notable 

differences were observed between these groups. 

Demographic and clinical details are elucidated in Table 

1. Notably, in 91.7% of PLWH, the pre-switching 

regimen was a 3-drug regimen, with tenofovir 

alafenamide (TAF) forming part of most backbones 

(54.7%). Over 60% of the cohort had at least one 

comorbidity, predominantly psychiatric disorders, 

followed by dyslipidemia and hypertension (Figure 1). 

We found 11 (12.8%) discontinuations attributable to 

various factors listed in Table 2, with an overall 

discontinuation rate of 5.34 per 100 patient-years [95%c 

2.95 – 9.64]. Notably, two out of the 3 viral failures were 

PLHW who switched to DOR/TDF/3TC with detectable 

HIV-RNA. The only VF observed in PLWH who switched 

with HIV-RNA <50 cp/mL, occurred due to pre-existing 

mutations to TDF and 3TC (Table 2). Conversely, the 

majority (14 out of 16) of those starting with detectable 

viremia obtained undetectable levels after the switch. 

Figure 2 shows the probability of maintaining 

DOR/TDF/3TC up to 4 years. A focused analysis on 

individuals with over two years of follow-up showed 

significant reductions in total cholesterol and 

triglycerides without affecting creatinine levels (Table 3). 

Conclusions 

Switching to DOR/TDF/3TC was effective across varying baseline HIV-RNA levels, demonstrated good tolerability, and was associated with a marked improvement in serum lipid profiles. 

Figure 1. Comorbidities of adults with HIV-1, ART experienced, who switched 

to DOR/TDF/3TC, in the Infectious and Tropical Disease Unit of Careggi 

University Hospital, Florence, Tuscany, Italy.  

 

Figure 2. Probability of remaining free from treatment discontinuation for all 

causes in adults with HIV-1 ART experienced switching to DOR/TDF/3TC in the 

Infectious and Tropical Diseases Unit at Careggi Hospital, Florence.  

 


