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 The availability of HIV Pre-Exposure 

Prophylaxis (PrEP) is expanding globally, 

providing an important tool in the prevention of 

HIV transmission. PrEP typically involves the 

use of antiretroviral medications, with the 

combination of tenofovir disoproxil fumarate and 

emtricitabine (TDF/FTC) being one of the most 

common regimens. However, TDF/FTC 

exposure has been associated with an 

increased incidence of adverse effects, 

particularly impacting renal and hepatic 

functions. Understanding the safety and 

tolerability of PrEP is crucial to its broader 

implementation and adherence. 

 Our study aims to assess the safety and 

tolerability of PrEP among recipients in Modena, 

with a specific focus on monitoring hepatic and 

renal function. 

Results (2) 

 Analysis of serum creatinine at baseline and follow-up 

showed a statistically significant mean increase between 

the two measurements (p<0.01, Table 2), which did not 

occur for ALT.  

 Kaplan-Meier analysis revealed an increasing trend over 

time in cases with creatinine >1.4 mg/dL (Figure 1). 

 Univariate analysis between people who experienced 

side effects  and who did not showed  a significantly 

longer follow-up period (p=0.002) and a greater % 

increase in creatinine (p=0.041) in the first group. No 

differences were observed regarding regimen type, 

adherence or comorbidities (Table 3). 

 

Conclusion 

 PrEP is generally well-tolerated among our users, 

resulting in minimal side effects and only one 

discontinuation (0.6%) attributed to adverse effects. 

However, during therapy, we observed a statistically 

significant increase in serum creatinine levels and 

notable changes in ALT among patients with 

comorbidities. These findings underscore the 

importance of ongoing clinical and laboratory 

monitoring for all PrEP users to promptly identify 

and manage potential health issues. 

Methods 

 This is a retrospective study from April 2018 to 

February 2024; all subjects >18 years old 

referred to our PrEP service who had a follow-

up period of at least 30 days (two visits) and 

had taken at least one 2:1:1  (On-Demand) 

course of TDF/FTC or taken it for 7 consecutive 

days were enrolled. 

 Nephrotoxicity was defined as 50% rise or more 

than baseline creatinine by 2 mg/dL, ALT 

elevation value > 40 U/L. Users underwent 

quarterly monitoring of serum creatinine and 

ALT alongside routine PrEP screening. 

Adherence was defined as having taken 

TDF/FTC at least 80% of doses in the daily 

regimen and 100% in the 2:1:1 regimen. 

 Univariate analyses were performed, using chi-

square and t-student to compare variables, and 

a Kaplan-Meier curve was performed to identify 

the renal failure events. 
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Results (1) 

 We observed 182 subjects. We excluded 26 

individuals didn’t met inclusion criteria (156 

subjects studied). 98.7% were male, 89.7% 

were of Italian origin, mostly men who have sex 

with men (MSM). The main reason for starting 

PrEP was risky sexual encounters, followed by 

previous STIs. 62.8% of users chose the 2:1:1 

regimen. The adherence criterion was met in 

94.9% of people. Discontinuation rate was 

25%, mainly due to loss to follow-up, with only 

one interruption due to side effects. Toxicity 

was found in 23.1% of subjects, with 

gastrointestinal disorders (nausea or diarrhoea) 

occurring in 13.5% of cases, ALT elevation in 

5.8%, headache in 2.6%, and one case (0.6%) 

of renal toxicity, the only leading to PrEP 

discontinuation (Table 1).  

Results (3) 

 Univariate analysis comparing subjects with and 

without comorbidities revealed that users with 

comorbidities were significantly older (p < 0.001) 

and had fewer therapeutic interruptions for any 

reason (p = 0.016), suggesting higher consistency 

in their PrEP regimen adherence. Additionally, they 

exhibited a greater change in ALT levels (ALT delta) 

between follow-up measurements, indicating an 

increase in ALT during therapy (p = 0.047) (Table 

4). 


